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This summary of 51 0(k) safety and effectiveness information is being submitted in accordance with
the requirements of SMVDA 1990 and 21 OFR 807.92.

The assigned 510(k) number is: K091757.

1. Submitter's Identifications:
Well Life Healthcare Limited
1 F., No. 16, Lane 454, Jungjeng Road, Yunghe City, Taipei County 23455,
Taiwan, ROC

Contact: Jenny Hsieh

Date of Summary Preparation: December 08, 2009

2. Name of the Device:

OTC TENS for Arm & Leg Pain Relief / Model: WL-2407.

3. Information of the 510(k) Cleared Device (Predicate Device):
1 > The Prizm 5000-Z system (K033122)
2> Endurance Therapeutics Ti 040 (K060846).

4. Device Description:

The Well Life TENS devices, WL-2407 is the model of OTC TENS intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities (arm and/or
leg) due to strain from exercise or normal household and work activities. Basically the
stimulation model WL-2407 is completely identical to that of model as mentioned in the Well-Life
K063660- 510O(K) cleared device. To change the indication for use for the treatment location as
the chosen predicate devices, Well-Life change the design of electrode.

For the device included in this submission, we use the following third party 510O(K) legally
marketed predicate components:
<l>K022494, the Home Care Jelly.

WL-2407 is a selectable dual channel, 4.5V (3xAAA/Alkaline battery) operated TENS device
with the following features:

<1> The operation function is dual channels completely identical to the model being modified,
WL-2407 for low back pain relief(K063660).

<2> For the stimulation electrode, Well-Life uses upper arm belt as well as snap type adhesive
electrode as standard accessories.

<3> The output waveform is selectable pre-programming change among P1-P8.
<4> The output strength is adjustable at 0-SO mA, with setting time 21 minutes counting from

switching ON.
<5> The LCD display is provided for the indication of operation status including operation mode,

output program mode, output intensity, time to cut-off, and battery low warning.
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5. Intended Use:

The OTC TENS for Arm & Leg Pain Relief / model WL-2407 is intended for temporary relief of
pain associated with sore and aching muscles in the upper and lower extremities (arm and/or
leg) due to strain from exercise or normal household and work activities

The standard format for the statement of indications and contraindication for use are provided
hereafter.

6. Power level testing comparison and acknowledge of comparison result with Prizm 5000Z
system:

For the substantial equivalent comparison, the power level testing comparison with the chosen
510(K) cleared device, Prizm 5000-Z system was conducted via using 1K ohm loading
resistance for the garment electrodes . Testing set up with comparison result is as the following
table:

Current comparison: (Unit: mA/cm 2)

Electrode Type Glove Sleeve& Knee Sock Silicone Pad

Well-life WL-2407 0.00337 0.00386 0.00271 0.11728

Prizmn 5000-Z 0.00340 0.00385 0.00274 0.11817

Power Density Comparison : (Unit: W/cm2 )

Electrode Type Glove Sleeve & Knee Sock Silicone Pad

Well-life WL-2407 0.00032 0.00036 0.00025 0.01098

Prizmn 5000-Z 0.00064 0.00072 0.00051 0.02222

Based on this comparison result, we made a acknowledge that the model WL-2407 has a lower

output power and power density than that of Prizm 5000-Z system while using the same

electrode, and that the garment electrode for prescription use will not be packed or sold with

WL-2407 model. In case the garment electrode is to be used with WL-2407 model , the

effectiveness is to be determined by the physician who prescribes the use of that electrode:

7. Discussion of Non-Clinical Tests Performed Determination of Substantial Equivalence are as
-follows:

Compliance to applicable voluntary standards includes ANSI/AAMI, NS4-1 985, as well as
EN 60601-1, and EN 60601 -1-2 requirement.

8. Conclusions

The OTC TENS for Arm & Leg Pain Relief / model WL-2407 has the same intended use and the
similar technological characteristics as the cleared device of Prizm 5000-Z system (K033122)
and Endurance Therapeutics Ti 040 (K060846). Moreover, verification and validation tests
contained in this submission demonstrate that the difference in the submitted demonstrate that
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the difference in the submitted models could maintain the same safety and effectiveness as that
of cleared device.

In the other words, those engineering difference do not: (1) affect the intended use or (2) alter
the fundamental scientific technology of the device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hamrpshire Avenue
Documnent Mail Center - W066-G609
Silver Sprin~g, MD 20993-0002

Well Life Healthcare Ltd FEB -5 Z0i0
c/o Ms. J enny Hsieh
Official Correspondent
I FL, No. .16, Lane 454 Jungjeng Rd.
Yunghe City, Taipei County
China (Taiwan) 234

Re: K091757
Trade/Device Name: OTC TENS For Arm & Leg Pain Relief! Model WL-2407
Regulation Number: 21 CER 882.5890
Regulation Name: Transcutaneous Electrical Nerve Stimulator for Pain Relief
Regulatory Class: II
Product Code: NUR
Dated: December 10, 2009
Received: December 11, 2009

Dear Ms. Hsieh:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration; listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 1I (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes andI regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Page 2 - Ms. Jenny Hsieh

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to lhttp://www.fda.gov/AboutFDA/CenitersOffices/CDRH/CDRHOffices/ucmlI 15809.htim for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to prenmarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to lttp://www.lfdajzov/cdrhi/rndr/ for the CDRH's Office of
Surveillance and Biomnetrics/Division of Postmarket.Surveillance.

You may obtain other general informiation on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrhI/inidustry/suppvort/index.html.

Sincerely yours,

Director
Division of Ophthalmic, Neurological,

and Ear, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications For Use

510(O) Number (if known): K091757

Device Name: OTC TENS For Arm & Leg Pain Relief/I Model WL-2407.

Indications For Use:

-The OTC TENS for Arm &Leg Pain Relief/ model WL-2407 are intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities
(arm and/or leg) due to strain from exercise or normal household and work activities.

Prescription Use OR Over-The-Counter Use '
(Part 21 CFR 801 Subpart 0) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divi iii -O )
Division of phthalmic, Neurological and Ear,
Nose and Throat Devices

510(k)Number k~

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



DEPARTMENT OF HEALTH & HUMAN SERVICES'

' 4" Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609

Silver Spring, MD 20993-0002

Well Life Healthcare Ltd FEB - , 2010
c/o Ms. Jenny Hsieh
Official Correspondent
IFL, No. 16, Lane 454 Jungjeng Rd.
Yunghe City, Taipei County
China (Taiwan) 234

Re: K091757
Trade/Device Name: OTC TENS For Arm & Leg Pain Relief Model WL-2407
Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous Electrical Nerve Stimulator for Pain Relief
Regulatory Class: II
Product Code: NUH
Dated: December 10, 2009
Received: December 11, 2009

Dear Ms. Hsieh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

!
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Page 2 - Ms. Jenny Hsieh

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to hittp://www.fda.2ov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucrnlI 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Mi sbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to http://www.fda.gov/cdrh/rndr/ for the CDRH's Office of
Survcillance and Biomietrics/Division of Postmarket.Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (240) 276-3 150 or at its Internet address
http://www.fda.sgov/cdrh/inidustry/support/index.html.

Sincerely yours,

Director
Division of Ophthalmic, Neurological,

and Ear, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications For Use

510(k) Number (if known): K091757

Device Name: OTC TENS For Arm & Leg Pain Relief / Model WL-2407.

Indications For Use:

- The OTC TENS for Arm & Leg Pain Relief / model WL-2407 are intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities
(arm and/or leg) due to strain from exercise or normal household and work activities.

Prescription Use OR Over-The-Counter Use '/
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divis n siC-of)
Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices

510(k)Number '02/t75 - 3
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

o 1 ;~p4~ 'n ' U.S. Food and Drug Administration
%C Center for Devices and Radiological Health

Document Mail Center - W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

November 19, 2009

510k Number: K091757
WELL-LIFE HEALTHCARE LIMITED Product: OTC TENS FOR ARM AND LEG PAIN
IFL, NO.16, LANE 454 JUNGJENG RD.

YUNGHE CITY, TAIPEI COUNTY

CHINA (TAIWAN) 234

ATTN: JENNY HSIEH

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 5 10(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http:I/www.fda.gov/MedicalDevices/DeviceRegulationandGLiidance/GuidanceDocuments/ucm089402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer
nizationAct/ucm I 36685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(l)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 51 0(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
http://www.fda.gov/Medica]Devices/DeviceRegulationandGuidance/GuidanceDocunments/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center - W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

October 15, 2009

5 10k Number: K09175 7
WELL-LIFE HEALTHCARE LIMITED ~Product: OTC TENS FOR ARM AND LEG PAIN

I FL, NO. 16, LANE 454 JUNGJENG RD.
YUNGHE CITY, TAIPEI COUNTY
CHINA (TAIWAN) 234

ATTN: JENNY HSIEH

We are holding your above-referenced Premarket Notification (5 10(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 5 1 0(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http://www.fda. gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402 .htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the

~wstatutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www.fda. aov/MedicalDevices/DeviceRegzulationandGuidance/Overview/Medical DeviceProvisionsofFDAModer
nizationActlucm I 36685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 5 1 0(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 5 1 0(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
http://www.fda.gov/MedicalDevices/DeviceRegutlationandGuidance/GuidanceDocuments/ucm08973 5.htm. Pursuant
to 21 CFR 20.29, a copy of your 5 10(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 5 10(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health

/a5
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville, Maryland 20850

July 29, 2009

510k Number: K091757
WELL-LIFE HEALTHCARE LIMITED

Product: OTC TENS FOR ARM AND LEG PAIN
IFL, NO. 16, LANE 454 JUNGJENG RD).
YUNGHE CITY, TAIPEI COUNTY

CHINA (TAIWAN) 234

ATTN: JENNY HSIEH

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 5 10(k) number and be sent in duplicate to the
Document Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-0 .html.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that We have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(l)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at http://www.fda.gov/cdrh/mdufma/guidance/1219.html.
Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If
you then wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

447
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 51 0k staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville, Maryland 20850

June 18, 2009

510k Number: K091757
WELL-LIFE HEALTHCARE LIMITED

IFL, NO.16, LANE 454 JUNGJENG RD. Received: 6/17/2009

YUNGHE CITY, TAIPEI COUNTY Product: OTC TENS FOR ARM AND LEG PAIN

CHINA (TAIWAN) 234

ATTN: JENNY HSIEH

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (5 10(k)), you submitted in accordance with Section 5 10(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 5 10(k) submitter is incorrect, please notify the 5 10(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
5 10(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC)(HFZ-401) at the above letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 5 10(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at http://www.fda.gov/cdrh/mdufma/index.html
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 5 10(k) needs to fill out the new standards form
(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 4020) (42 U.S.C. § 2820)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 4020) requires that a certification
form (http://www.fda.Qov/opacom/morechoices/fdaforms/FDA-3674.pdf) accompany 51 0(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological

\ -I ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ Z
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Product, and Device Applications/Submissions: Compliance with Section 4020) of The Public Health Service Act,
Added By Title V1II of The Food and Drug Administration Amendments Act of 2007"
(http://www.fda.2zov/oc/initiatives/fdaaa/guidance certifications.html). According to the draft guidance, 5 10(k)
submissions that do not contain clinical data do not need the certification form.

Please note the following documents as they relate to5 10(k) review: I) Guidance forlIndustry and FDA Staff
entitled, "Interactive Review for Medical]Device Submissions: SI10(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements". This guidance can be found at
http://www.fda.gov/cdrh/ode/Quidance/1655.pdf Please refer to this guidance for information on a formalized
interactive review process. 2) Guidance for Industry and FDA Staff entitled, "Format for Traditional and
Abbreviated 51 0(k)s". This guidance can be found at www.fda.gov/cdrh/ode/guidance/1 567.html. Please refer to
this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 5 10(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 5 1 0(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at www.fda.gov/cdrh/elecsub.html. In addition, the 510(k) Program Video is now available foI
viewing on line at www.fda.gov/cdrh/video/5 1 Ok.wmv

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
www.fda.gov/cdrh/devadvice/". If you have questions on the status of your submission, please contact DSMICA at
(240) 276-31 50 or the toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsma/dsmastaf.html. If you have procedural questions, please contact the 5 1 0(k) Staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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!0 ~DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville, Maryland 20850

June 16, 2009

510k Number: K(091757
WELL-LIFE HEALTHCARE LIMITED

I FL, NO.16, LANE 454 JUNGJENG RD. Received: 6/16/2009

YUNGHE CITY, TAIPEI COUNTY User Fee ID Number: 6043345

CHINA (TAIWAN) 234 Product: OTC TENS FOR ARM AND LEG

ATTN: JENNY HSIEH

The Food and Drug Administration (FDA) Center for Devices and Radiological Health (CDRH), has received the
Premarket Notification you submitted in accordance with Section 5 10(k) of the Federal Food, Drug, and Cosmetic
Act (Act) for the above referenced product. We have assigned your submission a unique 510(k) number that is cited
above. Please refer prominently to this 510(k) number in all future correspondence that relates to this submission.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A
LETTER FROM FDA ALLOWING YOU TO DO SO.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by the Medical Device User Fee and
Modernization Act of 2002 (MDUFMA) and the FDA Amendments Act of 2007 (FDAAA) (Public Law 110-85),
authorizes FDA to collect user fees for certain types of 510(k) submissions. The submission cannot be accepted for
review until the fee is paid in full ; therefore, the file has been placed on hold. When your user fee payment has been
received, review of the 510(k) will resume as of that date. Alternatively, you may request withdrawal of your
submission. You now have the option to pay online by credit card. We recommend this form of payment. Credit card
payments are directly linked to your user fee cover sheet and are processed the next business day. You may also pay by
check. If you choose to mail a check, please send a check to one of the addresses listed below:

By Regular Mail By Private Courier(e.g.,Fed Ex, UPS, etc.)
Food and Drug Administration U.S. Bank
P.O. Box 956733 956733
St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration referencing the payment identification number,
and a copy of the User Fee Cover sheet should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed to CDRH at (240)276-4025 referencing the 510(k) number if you have not already sent
it in with your 5 10(k) submission. After the FDA has been notified of the receipt of your user fee payment, your
510(k) will be filed and the review will begin. If payment has not been received within 30 days, your 510(k) will be
deleted from the system. Additional information on user fees and how to submit your user fee payment may be
found at www.fda.gov/oc/mdufma. In addition, the 5lOk Program Video is now available for viewing on line at
www.fda.gov/cdrh/video/510k.wmv.

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA, or
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at www.fda.gov/cdrh/elecsub.html.
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Pl'ase note that since your 510(k) has not been reviewed, additional information may be required during the review
process and the file may be placed on hold once again. If you are unsure as to whether or not you need to file a
510k Submission with FDA or what type of submission to submit, you should first telephone the Division of Small
Manufacturers, International and Consumer Assistance (DSMICA), for guidance at (240) 276-3150 or its toll-fee
number (800)638-204 1, or contact them at their Internet address www.fda.gov/cdrh/dsma/dsmastaf.html, or you

-may submit a 513(g) request for information regarding classification to the Document Mail Center at the address
above. If you have any questions concerning receipt of your payment, please contact Diane Garcia at
Diane.Garcia~fda.hhs.gov or directly at (240)276-4027. If you have questions regarding the status of your 510(k)
Submission, please contact DSMICA at the numbers or address above.

Sincerely yours,

Diane M. Garcia
Public Affairs Specialist
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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· ,'K Special 510(k) Submission

PREMARKET NOTIFICATION 510K SUBMISSION

For Device Modification based on K063660

Device Name: OTC TENS For Arm & Leg Pain Relief

Model Number: WL - 2407

Presented by

Well Life Healthcare Limited

Taiwan Branch: 1Fl., No.16, Lane 454, Jungjeng Rd., Yunghe
City, Taipei County, Taiwan, R.O.C
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Department of Heath and Human Services
Food and Drug Administration
9200 Corporate Boulevard
Rockville, MD 20850

Subject: OTC TENS For Arm & Leg Pain Relief/ Model: WL-2407.

This 510(k) notification is to inform FDA of the intent to market the products of OTC TENS for
Arm & Leg Pain Relief, models WL-2407. Basically this product was developed via changing the

electrode from the models OTC TENS For Low Back Pain Relief/ Model: WL-2407 (K063660),
distributed and manufactured by Well Life under his quality management system.

The degree of modification is mainly as the following brief description:
<1> The change for the use of garment electrodes as standard accessories.
<2> The change for the use of upper arm belt and snap type adhesive electrode as optional

accessories.
<3> The change on device labeling to change the description of indication for use based on the

change of electrode as mentioned in <1> and <2>.

These changes are basically intended to provide the same indication use as the model being
modified, but with only the difference on the treatment location, the arm and leg for new device

instead of low back area for K063660. According to the FDA guidance, a Special 510(k)
Notification may be submitted for the new model via comparison with the 510(K) cleared
predicate models which claim the OTC indication for use of pain relief for arm & leg before it is

placed on US market. This special 510(K) submission was prepared according to this general
FDA guidance. The information of this special 510(K) submission is:

Classification name: Stimulator, Nerve, Transcutaneous, for pain relief.
Common / Usual name: OTC TENS For Arm & Leg Pain Relief.
Proprietary name: WL-2407.
Classification: Class II.
Performance standard: Parts of ANSI/AAMI NS-4 1985.
Substantial equivalence: Prizm 5000-Z system(K033122) and Endurance Therapeutics

T1040(K060846)

Since this new model was designed and is to be manufactured by Well Life according to his
quality management system, the declaration of conformity for the design change will be signed
by the quality representative of Well Life.

For this 510(K) submission, the followings is the official correspondent:

Company Name: Well Life Healthcare Limited
Contact person: Jenny Hsieh

1FI., No.16, Lane 454, Jungjeng Rd., Yunghe City, Taipei County, Taiwan,
Address RR.O.C
TEL No.: 886-2-2928-2112
Fax No. 886-2-2928-1880
E-mail address: iennv~.welllifehealthcare.com.tw

174o
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Identical to the other general 510(k) submission, we separate our submission into two parts:
- Part I: Documentation for the 510(k) submission.
- Part I: 510(k) summary.

For this special 510(k) application, we have completed the payment of 510(k) review fee, the
payment identification number is MD6043345-956733. The information of our payment was
attached to this letter. Please feel very free to review our special 510(k) application.

Sincerely yours,

Jenny ' o h
Official ~orrespondent
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Site: null Page 1 of I

F. A[%unwvo: OMB No.O9lO.SII E%,, in Dat: J I

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMB
FOOD AND DRUG ADMINISTRATIONMEDICALD DEVICE UDMINISE RATIOWrite the Payment Identification num
MEDICA~L DEVICE USER FEE COVER SHEETIPAMNIDTFCTONUBE:M0449g73

A completed cover sheet must accompany each originat application or supplement subject to fees. If paym

courier, please Include a copy of this completed fonr with payment. Payment and mailing instructions can b

http:I/Nww.fda.gov/oc/mdufmaiacoversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME

address, city state, country, and post office code) Jenny Hsieh

2.1 E-MAIL ADDRESS

WELL LIFE HEALTHCARE LTD jenny@welllifehealthcare.com.tw

iF, No.16, Lane 454, Jungjeng Rd., 2.2 TELEPHONE NUMBER (include Area code)
Yunghe City 234
TW 8862-29282112

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)

8862-29281880

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; If you are unsure, please refer to the application

descriptions at the following web site: http:l/ww.fda.gov/odmdnufnna

Select an application type: 3.1 Select a center

[X] Premarket notification(51 0(k)); except for third party [XJ CDRH

II 513(g) Request for Information [ JCBER

[ Biologics License Application (BLA) 3.2 Selec t one of the tres below

[ Premarket Approval Application (PMA) [XI Original Application

[ Modular PMA Supplement Types:

[ Product Development Protocol (PDP) [ Efficacy (BLA)

{ I Premarket Report (PMR) [ Panel Track (PMA, PMR, POP)

[I Annual Fee for Periodic Reporting (APR) [ Real-Time (PMA, PMR, PDP)

[ I 30-Day Notice (J180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for morm Information on determining this status)

( I YES, I meet the small business criteria and have submitted the required [XI NO, I am not a small business

qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE

THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[XI YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within

30 days of FDA's approval/clearance of this device.)

[ I NO (If "NO,' FDA will not accept your submission unUti you have paid all fees due to FDA. This submission will not be processed; see

http:/www.fda.govlcdrh/mdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE

APPLICABLE EXCEPTION.

[I This application is the first PMA submitted by a qualified small business, [ The sole purpose of the application is to support

Including any affiliates conditions of use for a pediatric population

............... 1 ofth~~~~~ Pbic The application Is submitted by a stale or fedteral
[J This biologic. application Is submitted under section 351 of the Public [ appitiona d evice that is not to be dosfributed

Health Service Act for a product licensed for further manufacturing use only governmen r c is t t
commercially

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (if so, the application Is

subject to the fee that applies for an original premarket approval application (PMA).

SUBMITTED FOR THIS PREMARKET APPLICATION
07-Jun-2009

"Close Window" Print Cover sheet

https://fdasfinapp8.fda.gov/OAHTML/mdufmaCScdCfgltemsPopup jsp?vcname=Jenn... 2009/6/8

(b) (4)

(b) (4)
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TOTAL P.01

(b) (4)
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

[ As required by CFRITitle 21, Part 807.87 ]

I certify that, in my capacity as Official Correspondent of Well Life
Healthcare Limited I believe to the best of my knowledge, that all data and
information submitted in the pre-market notification are truthful and accurate
and that no material fact has been omitted.

Submitter: Jenny Hsieh

Qualification: Official Correspondent

Signature: 6-

Date:'7'?- - /
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Part I. Documentation for the special 510(k) submission

k~76
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Chapter 1. Statement of "Indication for use"

1.1 Device Name

Trade name : OTC TENS For Arm & Lea Pain Relief / Model: WL- 2407.

Common name: OTC TENS For Arm & Leg Pain Relief / Model: WL- 2407.

Classification name: Stimulator, Nerve, Transcutaneous For Pain Relief.

1.2 Classification

Trade/Device Name: OTC TENS For Arm & Leg Pain Relief; Model: WL -2407.
Regulation Number: 21 CFR 882.5890
Regulation Name: Stimulator, Nerve, Transcutaneous For Pain Relief.
Regulatory Class: II
Product Code: NUH

1.3 Indication for use.

- The OTC TENS For Arm & Leg Pain Relief; Model: WL-2407 is intended for temporary
relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and
work activities.

For the statement of indication for use, please see the following page.

/7??
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Indications For Use

510(k) Number (if known):

Device Name: OTC TENS For Arm & Leg Pain Relief/ Model WL-2407.

Indications For Use:

- The OTC TENS For Arm & Leg Pain Relief; Model: WL-2407 is intended for temporary
relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and
work activities.

Prescription Use OR Over-The-Counter Use '/
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

2
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Chapter 2. Description of Device

2.1 General Description about the device.

The Well Life OTC TENS For Arm & Leg Pain Relief; Model: WL -2407 is the model of OTC

TENS intended for temporary relief of pain associated with sore and aching muscles in
the upper and lower extremities (arm and/or leg) due to strain from exercise or normal
household and work activities.

WL-2407 is a selectable dual channel, 4.5V (3xAAA/Alkailne battery) operated TENS
device with the following features:
<1> The operation function is dual channels completely identical to the model being

modified, WL-2407 for low back pain relief(K063660).
<2> The stimulation electrode is garment electrodes as standard accessories and upper arm

belt and snap type adhesive electrode as optional accessories.
<3> The output waveform is selectable pre-programming change among P1-P8.
<4> The output strength is adjustable at 0-80 mA, with variable setting time 0-60

minutes counting from switching ON.
<5> The LCD display is provided for the indication of operation status including operation

mode, output program mode, output intensity, time to cut-off, and battery low
warning.

Basically the hardware and software design of device is completely identical to that of
previous 510(k) cleared models OTC TENS for Low Back Pain Relief/ Model
WL-2407(K063660) except for the use of electrode. Due to the reason that we are

intended to change the indication for use, we made'some new deshe e'ectro ....-
r--

The photos for the WL-2407 was provided in section 2.2, the wave form was provided in
section 2.3, and the new design of electrode was provided in section 2.4.
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2.2 Device Photos.

Overall Device Photos (Standard parts)
Device package Device ackage and contains

Bette ~~~~~~~~Instruction for use

Lead wire far ament electrode

840
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Optional Accessories
U er Arm Belt U er Arm Belt the other view

Conductive Gel (used with upper arm belt) Adhesive Electrode(Snap Type)

Wr.'CWC e

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



2.3 Device Wave Forms.

WL-2407 Stimulator Technical Specifications

Power Source: 4.5Volt (3xAAAIAlkaline battery)

Dimension: 90 x 5.08 x 12.7mm

Weight: Approx. 100 gram (battery not included) ______

Program Max. Phase duration Rate Function mode Wave form Type

P1 8OmnA 26uS 15Hz Constant A

P2 8OmA 2uS 15Hz Modulated A

P3 8OmA 260uS 120Hz Constant A

P4 8OmA 260-1 5uS 2 - 100Hz Modulated B

P5 8OmA 260uS 100Hz Modulated A

P6 BOmA 260uS 80 <->7 Hz Modulated C

P7 8OmA 260uS 60Hz Modulated A

P8 SOmA P1 -P7 ______ Cycle ANB/C

Time: 1-60 minutes.

Note:1. The specification of WL-2407 stimulator is completely identical to that of
stimulator of Well-Life K(063660.

2. For the wave form about the model of this submission, please see the information

provided in K(063660.
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2.4 The new construction of electrodes for Arm & Leg.

1) The use of garment electrode

Glove Elbow Sleeve Knee Sleeve sock

2) The use of Support Belt + Conductive gel

Before use, dampen the Insert the belt through the square
integrated silicon electrodes with ring, stretch the ends of the cuff, Connecting the cable to the

and press the electrodes firmly device.
water or a conductive gel. against your skin

3) The use of Snap type adhesive electrode

(a) (b) (C) (d)
Preparing treatment site and
accessories connect the lead
wires to the electrodes before Place the electrodes (a) shoulder (b) leg (c) elbow (d) Knee
applying the electrodes to the
skin.

7
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As mentioned on the description of"intended Use", user could choose from System arm/Leg accessories

pack, optional choices by individual from the followings :
Indication for Arm use

Conductive Mesh Conductive Mesh Support belt + Conductive Self Adhesive Electrodes
Garment Electrode Garment Electrode Silicone pad with gel tube

Glove Elbow Sleeve

F~~~m

Size indication: Size indication: One size fit all neoprene A pack of 4 pcs square size ( 5x5
belt (adjust by Velco cm), or rectangular ( 5x10 cm) of

Theraknit Part no, Theraknit Part no, according to arm self-adhesive electrodes.
measured by Palm measured by elbow circumference 24-3 6
Width. circumference cm ), W eli-Life p art no. Well-Life part no.

TB-0040 CM-5050, CM-5010.
Small #3001: up to 8 cm Small # 3008:15-23 cm
Medium #3002: 8-9 cn Medium #3009:25-30 Size of conductive silicone
Large# 3003: 9-10cn cm pad is - 25x50mm, 2 pcs;
X-Large #3004: Over Large # 301 0: over 30 Well-Life part no. SP2550,
10cm cm or bigger size 5Ox5Omm

available

I _________________________________ Indication for Leg use
Conductive Mesh Conductive Mesh

Garment Electrode Garment El ectrode Self Adhesive Electrodes
Socks Knee Sleeve

Size indication: Size Indication: A pack of 4 pcs square size
( 5x5 cm) , or rectangular ( 5x1 0 cm) of

Theraknit Part no, measured by shoe Theraknit Part no, measured by Knee self-adhesive electrodes.
size, circumference.

Well-Life part no. CM-5050, CM-501 0.
Small# 3005: 6-9 shoe size Small# 3011: 30-36 cm
Medium #3006: 10-13 shoe size Medium #3012: 38-46 cm
Large # 3007: Over 14 shoe size Large #3013: Over 46cm
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2.5 Assessment for the Use Safety of Electrode.

As drawing shown in clause 2.4, there exists the following possibility for the use of electrodes:

For Arm:

1. The use of conductive mesh garment.

2. Adhesive electrode (Well-Life CM5050 or CM50100)

3. The Neoprene + Conductive silicone pad with conductive gel.

For Leg:

1. The use of conductive sock (garment electrode)

2. The use of conductive knee sleeve (garment electrode)

According to 510(k) guidance for TENS devices, the application shall prove the safety for the

electricity characteristics concerning the use of every type of electrodes used. For this safety

consideration, it is very clear that the use of garment electrodes is safe while comparing with the

traditional use of adhesive electrode because of the following two reasons:

1. The skin contact surface of garment electrode is greater than that of adhesive electrode. The

section area of electrodes is listed as the following table.

Location Electrode use condition Possible size Minimum Size

The use of glove garment or elbow Glove: S/M/IL 35 cm2

garment. Wristlet Sleeve:10*18

Adhesive electrode 50 mm x 100amm, 5.0mm * 5.0mm = 25 cm 2

Arm
(Well-Life CM5050 or CM501 00) or 50mm x 50mm

The Neoprene + Conductive 25mm x 50mm, or 2.5mm * 5.0mm = 12.5 cm 2

silicone pad with conductive gel. 50mm x 50 mm

The use of conductive sock S/M/L/XL 540 cm2

Leg (garment electrode)

The use of conductive knee sleeve 10*27 380 cm 2

(garment electrode)

This information table clearly indicated that the size of conductive silicone pad used with upper

arm support belt is smaller than that of garment electrode. So the current density and power

density for the garment electrode is smaller than that of electrode for the same TENS device.

Therefore, it is very reasonable to state that the use of garment electrode from electricity point of

view is safer than the use of adhesive as specified by Well-Life.

2. For the skin contact material, the "Theraknit Garment Electrode"(K053214), the Well-Life

choose the 510(k) cleared electrode(K082065) , and skylark conductive gel(K983964) which is

to be used with legally marketed TENS stimulating device were chosen to be used together with

the device of this submission.

9~~~~~8
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For the 510(K) clear information of the garment electrodes and adhesive electrode, please see

the following appendix.

- Appendix 1: 510(K) cleared information for garment electrode: K053214/S1.

- Appendix 2. 510O(K) cleared information for Well-Life electrode: K082065.

- Appendix 3. 510O(K) cleared information for conductive gel: K983964.

to f g6L
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I Appendix 1:510 (K) cleared information for garment electrode: K0532141S1.

'I
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DEC 2 0 Z005a• 1
510(k) Summary

Trade Name: TheraKnit

Common/Classification Name: Electrode, Cutaneous (B4GXY) 21 CFR 882.1320

Neurotron Medical, Inc.
800 Silvia Street

West Trenton, NJ 08628
800-367-1238

Contact: Jack Guldalian, President

Prepared: August 24, 2005

A. LEGALLY MARKETED PREDICATE DEVICES

K932299 Electra-Mesh Glove Electrode Prizmn Medical, Inc.

K944487 Electro-Mesh Sock, Wrap and Sleeve Electrodes Prizmn

Medical, Inc.

K943009 SMD Glove, Sock and Sleeve Electrodes Scientific Medical

Devices, Inc.

B. DEVICE DESCRIPTION

The TheraKnit Garment Etectrodes are conductive garments knitted from a

continuous silver coated Nylon yarn into the form of gloves, socks, sleeves

and fiat fabric used for pads. The conductivity is derived from the silver

content of the Nylon yarn. The garment electrodes are available in a

variety of sizes ranging from small to extra large for gloves and small to

large for socks and sleeves. The elongation property of the nylon yarn

provides some elasticity which ensures firm skin contact. The devices can

be used dry or wet when in contact with the skin. The entire surface of

each garment electrode is very conductive having a resistance of less than

7 ohms per inch. This low resistance provides low current density with

uniform current distribution.

0Th077
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C. INTENDED USE

TheraKnit garment cutaneous electrodes as glove, socks, sleeves and

pads are intended for use with legally marketed electrostimulation devices

such as TENS and NWFS to deliver stimulation current for pain relief.

They can be used on body parts such as hands, feet, arms, legs, low back

and shoulder for pain relief using electrostimuilation.

D. SUBSTANTIAL EQUIVALENCE SUMMARY

The TheraKnit Garment Electrode is a medical device that has the same

indication, intended use and target population as the legally marketed

predicate devices.

TheralKnit has the same technological characteristics as the predicate

devices. Both the TheraKnit and the predicate devices are made with a

silver plated nylon yarn. The resistance of the knitted garment for both

TheraKnit and the predicate devices are less than 7 ohms/inch which is

very low relative to the delivery of the stimulation current.

Both TheraKnit and the predicate devices receive the electrostimulation

signal from a legally marketed TENS or NEMS device through a lead wire

with a 0.050" pin connection connected to a snap connector on the

knitted garment device.

Both TheraKnit and the predicate devices are washable and intended for

single patient use.

E. TECHNOLOGICAL CHARACTERISTICS

The TheralKnit garment electrodes are made from a silver plated nylon

yarn using a conventional knitting process. The fabric is highly conductive

and provides less than 7 ohms resistance per inch. The device can be

used with either positive or negative polarity, a second electrode is

necessary to direct the stimulator current to the target tissue and

complete the electrical circuit. The device is washable using conventional

detergents without adverse effect on the conductivity of the device.

The garment electrodes provide a snug elastic fit based upon the 370/

elongation characteristic of the yarn used in the construction.

uudu7S8
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F. TESTING

Bench testing has been done with this device demonstrating that it meets

design controls.

Comparative testing was done between the TheraKnit garments and the

predicate devices for resistance measurement and comparison.

G. CONCLUSIONS

Design specifications, comparison to predicate device specifications and

testing has demonstrated that this TheraKnit device meets design
requirements and is equivalent to the predicate devices.

14 0
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ERVICES ~~~~~~Public Health Service

DEPARTMENT OF HEALTH & HUMANSERIE

Food and Drug AdmiflistratiOfl
9200 corporate Boutevard
ftockeville MD 20850

DEC 2 0 2005

Neurotron Medical, Inc.
C/o Mark Job
Responsible Third Party Official

Regulatory Technology services [LC

1394 25"' Street NW

Buffalo Minnesota 55313

Re: K(0532114/Sl
Trade/Device Name: Theraknit Garments

Regulation Number: 21 CFR 882.1320

Regulation Name: Cutaneous electrode

Regulatory Class: II

Product Code: GXY

Dated: December 2, 2005

Received: December 5, 2005

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

refeencd abve nd ave determined the device is substantially equivalent (for the indications for

use tatd i th enlosure) to legally marketed predicate devices maktdinitrttecmnc

prio stoaMay 28, th976, the enactment date of the Medical Device Amendments, or to devices that

haver bee recassifie in7 accordance with the provisions of the Federal Food, Drug, and Cosmetic

hactee (Act)tatsfido inoreueapovlfa premarket approval application (PMA). You may,

therefore, market the device, subject to the general controls provisions of the Act. The eea

contolsprovsios o theActinclde equremtents for annual registration, listing of devices, good

manufacturing practice, labeling, aiid prohibitions against misbrandn n dleain

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it

4 ~~~may be subject to such additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition. PDA may publish

further announcelfenlts concerning your device in the Feeal egstr

Please be advised that FDA's issuance of a substantial equivalence determination does not mcan that

FDA has made a determination that your device complies with other requirements of the Act or any

Federal statutes and regulations administered by other Federal agencies. YOU must Comply With all

the Act's requirements. including, but not limited to: registration and listing (21 CPR. Part 807):

labeling (21 CFR Part 80 1); good manufacturing practice requiUrements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 10QQ-l1050.
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This letter wilt allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally

marketed predicate device results in a classification for your device and thus, permits your device to

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain other

general information on your responsibilities under the Act from the Division of Small Manufacturers,

International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or

at its Internet address http://www.fda.Qov/cdrh/dsma/dsmamain.htmI

Sincerely yours,

c-f Mark N. Melkerson
Acting Director
Division of General, Restorative

and Neurological Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): SOS '

Device Name: TheraKnit

Indications For Use:

The TheraKnit Garment Electrodes are cutaneous electrodes to be used with legally marketed

TENS stimulating device. The knitted garment electrodes will deliver the stimulation signals

generated by the stimulator to the body surface with which they are in contact. These body parts

can include hand (glove), feet (socks), elbow or knee (sleeve), arm, leg, shoulder, back (pads).

Prescription Use _X___ AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LiNE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division $d- f:~ -'
Division of Genera, Restorative, Page 1 of L
and Neurologc al Devices

5 10(k) Number K.• T n-iq1
10
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Appendix 2. 510(K) cleared information for Well-Life electrode: K082065.
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DEPARTMENT OFHEALTH &HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Well-Life Healthcare Ltd.
% Ms. Jenny Hsieh
1 FL, No. 16, Lane 454 JungJeng Rd.
Yunghe City, Taipei County
Taiwan, R.O.C

Re: K082065
Trade/Device Name: .Well-LifeSelf Adhesive Electrodes/CM, FA, PU, and SP models
ReJlflatfin Number: 21 CFR 882.1320
Regulation Name: Cutaneous Electrode
Regulatory Class: Class II
Product Code: GXY
Dated: January 7, 2009
Received: March 9,:2009

Dear Ms. Hsieh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment dake of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to. the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's~requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (?1 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events).(21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if'applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Ms. Jenny Hsieh

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR Part 807.97). For questions regarding the reporting of adverse
events under the MDR regulation (21 CFR Part 803), please contact the CDRH/Office of
Surveillance and Biometrics/Division of Postmarket Surveillance at 240-276-3464. For more
information regarding the reporting of adverse events, please go to
http://www.fda.gov/cdrh/mdr/.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda. gov/cdrh/industry/support/index.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative,

and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications For Use

51;0(k) Number (if known):

Device Name: Well Life Self Adhesive Electrode/CM, FA, PU and SP series

Indications For Use:

Them Well Life Self Adhesive Electrode / CM, FA, PU and SP series are intended for use as
a disposable, conductive adhesive interface between the patient's skin and the Electrical
Stimulator. Well Life Self Adhesive Electrode / ~AP,. CM, FA, PU and SP series are designed.
and intended to be, used with marketed' Electrical Stimulators, ie. TENS
(Transcutaneous Electrical Nerve Stimulation), MENS (Microcurrent Electrical Nerve
Stimulation), EMS (Electrical Muscular Stimulation), IF (Interferential) and PGS (Pulsed
Galvanic Stimulation); . ..

Prescription Use -1 OR Over-The-Counter Use /

(Part 21:CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO. NOT WRITE-BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

(Db. SIgnO
DixVisior 7.,? Pstorafivc,
and Neuigica Devic .

of10(k)of Numbier KEv3)QPage ltot 1
: '"'' · 510(k) Number O/,0 ' :
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Appendix 3. 510(K) cieared information for conductive gel: K983964.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
DEC 9 1998 9200 Corporate Boulevard

Rockville MD 20850

Mr. George K.C. Chen
President and CEO
Skylark Device Company Limited
12 Floor, 34 Section 3
Chung Shan North Road Taipei
Taiwan ROC

Re: K983964
Trade Name: Batch #6060 conductive Gel
Regulatory Class: II
Product Code: IKC
Dated: November 2, 1998
Received: November 6, 1998

Dear Mr. Chen:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with
the current Good Manufacturing Practice requirement, as set
forth in the Quality System Regulation (QS) for Medical
Devices: General regulation (21 CFR Part 820) and that,
through periodic (QS) inspections, the Food and Drug
Administration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory
action. In addition, FDA may publish further announcements
concerning your device in the Federal Register. Please note:
this response to your premarket notification submission does
not affect any obligation you might have under sections 531
through 542 of the Act for devices under the Electronic
Product Radiation Control provisions, or other Federal laws or
regulations.
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Page 2 - Mr. George K.C. Chen

This letter will allow you to begin marketing your device as
described in your 510(k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4659. Additionally, for questions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address "http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours, 41
41 ct Ir Witten, Ph.D., M.D.

Director
Division of General and

Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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510(k) Numbcr(if known): OX5 V&Y
BATCH #6060 CONDUCTIVE GEL

-IcC Name:

rndicafions For Use:

FOR USE WITH TENS (TRANSCUTANEOUS ELECTRICAL NERVE

STIMULATORS) AND EMS (ELECTRICAL MUSCLE STIMULATORS).

CONDUCTIVE GEL IS USED WITH EXTERNAL ELECTRODES TO REDUCE

THE IMPEDACE OF THE CONTACT BETWEEN THE ELECTRODE SURFACE

AND THE SKIN.

(PLEASE DO NOT WRITE WOW LINE - CONTrNUE ON ANOT PAGE IF NEEDED)

Concure= of CDRE, Office of Device Evalnadon (ODE)

510(k) Number_______

Prescripdan Use__ OR Over-The-Counter Use
'er 21 CFR SOE. 109)

(Opdocul Format 1.2-96)
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Chapter 3. Information of device specification

Model WL-2407
Ma-nufacturer Well-Life
Classification Class 1I

Asymmetrical
Waveform Monophasic

Suare
Channels Dual

Power supply 4.5 ~~~volt (3AYAAIA Aikaljlne battery)
Circuit desined Digital& Pre-program

Software Yes
Amplitude (mA) 0-50 (Adustable)
Pulse rate (Hz) 120 max

P rwes ript ion or O TLCD__ _ _ _ __ _ _ _ __ _ _ _

Maimu min Oupu Vltge(V

(±10%)
@ 5000 40
@ 1kQ 68
@ 2kQ 92
Maximum Output Cur~rent
(mA) (±10%)
@ 5000 80
@ 1kQ 68
@ 2kQ 46
Pulse Width (S)30-~260 ~
Frequency (Hz) 1-150
Maximum Phase ch-arge 2.
(ILC) @5000 __ __ __ 20_ __ ___8

Maximum Current ~Density 0.
(mA/cM2) @5000 .
Maximum Power Density004
(W/CM 2) @5000Q0.0

26

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Chapter 4. Labeling

Basically the labeling for the new models include the labeling on the product package
and user manual. The labeling on the product package is as indication of section 4.1,
and the detail labeling of user manual for each new models are as indication of section
4.2.
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4.1. Example for the product Labelina

Brand Name (omo)

Product label

WL-2407 S/N:
[ CEo0434

OTC TENS For Arm & Leg Pain Relief.

Made by Well-Life Healthcare Ltd. Taiwan
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Photos of oroduct labeling

636. Package label.

637. Devices contained in package.
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639. WL-2407 interior package & Contents

638. WL-2407 & Standard Accessories.

I
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4.2. WL-2407 OTC TENS for Arm & Leg Pain Relilef User Manuai

See the following details.

- -~~~507
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Operation Manual

Model: WL-2407

WELL LIFE HEALTHCARE LTD.

1FI., No.16, Lane 454, Jungjeng Rd., Yunghe City,
Taipei County, Taiwan, R.O.C
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WELL LIFE

Arm and Leg Pain Management System

Intended Use

The WELL LIFE Arm & Leg Management System WL-2407 is intended for temporary
relief of p ain associated with sore and aching muscles in the upper and lower
extremities ( arm and/or leg) due to strainrorom exercise or normal household and work
activities.

Table of Contents

Contraindications, Warnings, Precautions & Adverse Reactions ...... 1
Introduction to your Arm & Leg Management System ............. 3
Parts of Stimulator.................................... 3
How the System works ................................. 3
Conditions that may affect your System...................... 4
Operating Instructions................................. 5
How to clean your System............................... 11
Maintaining Your System................................ 11
When To Order New Pads ............................... 12
Check the System before using ........................... 12
Warranty .......................................... 12
Conformity to Standards ................................ 13
Troubleshooting Guide ................................. 13
WL-2407 Stimulator Technical Specifications ................... 14
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SAFETY INSTRUCTIONS

Read instruction manual before operation. Be sure to comply with all "CAUTIONS" and
"WARNINGS" in the manual. Failure to follow instructions can cause harm to user or device.

Please read the following information carefully before using the WELL LIFE Arm & Leg
Pain Management System.

Contraindications: Do not use this System if any of the following conditions are
present.

* Do not use this System if you have a cardiac pacemaker, implanted defibrillators or any
other implanted metallic or electronic device.

* Do not use this System if you have undiagnosed chronic pain.

Warnings for proper use and safety

If you have numbness, tingling or loss of feeling/sensation in your arms, hands, legs
or feet this may represent a more serous problem like diabetic neuropathy. Consult
your physician before using the device.

If you have swelling of the arm or leg, it may be more serious than simple muscle
pain from overuse. Consult your physician before using the device.

Use the glove or stocking only on healthy skin. Do not use on open wounds or
rashes, or over swollen, red, infected or inflamed skin.

* If you are under the care of a Physician, consult with your Physician before using this
System.

* The long-term effects of this System are not known.
* Do not place the pads on or close to your heart.
* Do not place the pads around or close to your neck. Do not apply stimulation over the

neck. Severe spasm of the muscles may occur and the contractions may be strong
enough to close the airway or cause difficulty in breathing. Stimulation over the neck
could also have adverse effect hearing or blood pressure.

* Do not apply stimulation across the chest because the introduction of electrical current
into the chest may cause rhythm disturbances to the heart.

* Do not place the pads on oraround your head. The elects of stimulation of the brain are
unknown.

* Do not use the pads over or close to sores.
* Do not use this System while sleeping.
* Do not use if you feel numbness.
* Do not use this System in or close to water.
* Use the pads only on normal, healthy, clean and dry skin. Do not use the pads on open

wounds or rashes, or over swollen, red, infected or inflamed skin.
* If you have ever had back surgery, consult your Physician before using this System.
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Precautions for the safe use of this WELL LIFE Arm & Leg Pain Management
System
* Read User Manual before using this System for the first time.
* Keep this manual available whenever you use your System.
* The System is intended for individual person use.
* The System is not effective for pain associated with Central Pain Syndromes, such as

headaches.
* The System is for pain caused by muscle soreness, and should be placed only around

muscles where pain originates.
* The pain may indicate that you have some other health problem. You should know the

reason and source of your pain before using this System. Do not solely rely on the
treatment of this System for pain.

* The safety of using the System during pregnancy or birth has not been established.
* The effectiveness of the System depends greatly on a person's individual physical

condition. It may not always be effective for every user.
* If you have had medical or physical treatment for your muscle pain, consult with your

treatment provider before using this System. You should contact your physician prior to
using the System following recent surgical procedures. Stimulation may disrupt the
healing process.

AxUse Caution and consult your Physician before using System if any of the following
conditions apply to you:

*If you have suspected or diagnosed heart problem.
*If you have suspected or diagnosed epilepsy.

* If you have a tendency to bleed internally following an injury.
* If you recently had surgery, or have ever had surgery on your back.
* If areas of skin lack normal sensations, such as skin that tingles or is numb.
* During menstruation or during pregnancy.
* Some people may feel skin irritation or experience a very sensitive feeling in the skin

due to electrical stimulation. If this occurs, stop using your System and consult your
Physician.

* If skin under one of more pads feels irritated after using the stimulator for a long period
of time, use the stimulator for a shorter period of time.

* Minor redness at stimulation placement is a normal skin reactbon. It is not considered as
skin irritation, and it will normally disappear within 30 minutes after the electrodes are
removed. If the redness does not disappear after 30 minutes from the removal of
electrodes, do not use the stimulator again until after the excessive redness has
disappeared.

* Turn off the stimulator if the stimulation feels unpleasant or does not provide pain relief.
* Keep your System out of the reach of children.
* Use your stimulator only with the pads, snap cables and accessories recommended by

the manufacture.
* Do not use this System when driving, operating machinery or when swimming.
* Before removing the belt and pads, be sure to turn OFF both power knobs to avoid

unpleasant stimulation.
* If your pain does not improve, becomes more than mild or if it continues for four

to six days, stop using this System and consult your Physician.

Adverse Reactions
* Skin irritation and burns under the pads have been reported by some people who have

applied electronic stimulators to their skin.

-2- 5611
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Introduction to your WELL LIFE Arm & Leg Pain Management System

ABOUT THE DEVICE

8 I aS2U . 14

1 9 14 1
';- - - 7

4 5

Front View Rear View

1. Power on / adjust / increase setting key 8. CH1 intensity level
2. Power off / adjust / decrease setting key 9. CH2 intensity level
3. Program / therapy time selection 10. Therapy duration status
4. CHM key 11. Lock status indicator
5. CH2 key 12. Battery status indicator
6. Program number 13. Batteries compartment
7. Therapy time remaining 14. Battery cover

-3-
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How Your WELL LIFE Arm & Leg Pain Management System works

The main function of p ain relief comes fr om the continuous stim ulation pulse generated
from the dual channels stimulator. We can not ensure that the pain relief is 100% effective
for everyone. However , when used according to our instruction, it can be a safe,
non-addictive, non-invasive pain reliever.

Conditions that may affect your WELL LIFE Arm & Leg Pain Management System

Since the stimulator is a battery-operated electronic System, its output performance and
safety may be affected greatly in extreme humidity. Therefore, it is very important to keep
the stimulator dry to ensure the safety and performance of the stimulator.

-4- -/¥
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Operation Instruction

Inserting/Changing the Batteries

1. Open the battery compartment at the back of the device by pushing the battery cover labelled "Open"

downward (this area features raised marks for easy identification).

2. Insert 3 AAA (1.5 V) batteries in the battery compartment; make sure to match up the symbols (+/-).

3. Close the battery cover by carefully placing the stud into the slot in the rear area and sliding it upward,

applying slight pressure.

4. Follow the same procedure when replacing the battery at a later date.

Note : for important precautions regarding the batteries please be informed:

* Always use only 3xl.5V(AAA) batteries.

* Keep away from children.

* Do not recharge.

a Do not short-circuit.

* Do not throw into a fire.

* Please recycle. Do not dispose of old batteries with your household waste; dispose of them safely

at your

* recycling centre or business where the batteries were purchased.

Turning On the Device
1. Press and hold the ON+ buton for two (2) seccnds to turn on the devte.

2. The most recently selected treatment time and program will flash when

the unit is turned on.

Turning Off the Device
1. The device tums off automatically after the therapy session time has

elapsed.

2. To turn the unit off manually, press the OFF- button for three (3) seconds. The display will blank and the

device will turn off.

3. In an emergency you may also pull the connector(s) from the device and then remove the cuff or belt.

Note: To prevent unpleasant electric shocks, never remove the device while it is still turned on.

-5-
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Selecting the Treatment Time

1. Press MODE. The preset (default) treatment time will flash on the display.

2. To increase or decrease the treatment time, press the button ON + (to

increase) or the button OFF - (to decrease) repeatedly until the desired

duration appears on the display.

3. Press MODE again to save your selection. The treatment time you

selected will appear on the display the next time you turn the device on.

Note: If you change programs during the course of a therapy session, the treatment time will not reset unless

you manually reset it by performing the steps described above.

Selecting the Program
The stimulator WL-2407 offers eight different preset treatment programs. The programs differ with respect to

varying pulse widths and frequencies. The user may choose suitable stimulation mode depending on hips

personal condition, as the following trail and determination steps:

1. Start from P1, change every mode for a couple of seconds, and sense the stimulation of each mode.

2. Choose the suitable mode in which you feel most comfortable, and set the device at that model.

3. In case you feel senseless about the determined mode before the end of stimulation, repeat 1 & 2 steps

to change the operation to the other suitable stimulation model.

Selecting the Therapy Intensity Level
1. Intensity is adjustable according to the channel selected. Select the channel you wish to adjust by

pressing CHI or CH2. "CHI" or "CH2" will flash on the display.

2. To increase or decrease the intensity, press ON +(to increase) orOFF - (to decrease) repeatedly until the

desired intensity level flashes on the display.

Note: You will feel the intensity increase or decrease as you select the intensity level. You can use this as a

guide to select a level that is comfortable for you.

3. Press MODE to save your selection.

-6-
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Putting on Accessories
As mentioned on the desciiption of 'Intended Use", user could choose from System arm /Leg accessories

pack, optional choices by individual from the followings

Indication for Arm use _ _ _ _ _ _ _ _ _ _ _ _ _

Conductive Mesh Conductive Mesh Spotbl odcie Sl deieEetoe
Garment Electrode Garment Electrode Suppcortpa belth ge Conuctie SldeieEetoe

Glove Elbow Sleeve Slcn a ihgltb

xt'

Size indication: Size indication: One size fit all neoprene A pack of 4 pcs square size (5x5
belt (adjust by Velco cm) , or rectangular ( 5x1 0 cm) of

Theraknit Part no. Theraknit Part no, according to arm self-adhesive electrodes.
measured by Palm measured by elbow circumference 24-36 cm )
Width. circumference Well-Life part no. TB-0040 Well-Life part no.

CM-5050, CM-501 0.
Small # 3001: up to 8 cm Small # 3008: 15-23 cm Size of conductive silicone
Medium #3002: 8-9 cm Medium #3009 :25-30 pad is - 25x50mm, 2 pcs;
Large# 3003: 9-1 0cm cm Well-Life part no. SP2550,
X-Large #3004: Over Large #3010: over 30 cm orbige size S0x5Omm
I10c mn __ _ _ _ _ _ _ _ _ _ a va l b e_ _ _ _ _ _ _ _ _ _ _ _ _

Indication for Leg use _________________

Conductive Mesh Conductive Mesh
Garment Electrode Garment Electrode Self Adhesive Electrodes

Socks Knee Sleeve ________________

( 5x5 cm) ,or rectangular ( 5x1 0 cm)
Theranit art o, masurd by Theraknit Part no, measured by of self-adhesive electrodes.

shoe size. Knee circumference .
Well-Life part no. CM-5050,

Small # 3005: 6-9 shoe size Small # 3011: 30-36 cm CM 5010.
Medium #3006 :10-13 shoe size Medium #3012: 38-46 cm
Large # 3007: Over 14 shoe size Large # 3013: Over 46 cm

-7-
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Quick reference Guide
i. How to attach conductive mesh garment electrode (Glove, Sock, ElbowlKnee)

Step 3: Preparing treatment site and accessories
(a) Elbow Sleevegarment (b Glove arment (c)Ke Sleeve garet (d) Sock garment

Step 4: Putting cable on the garment Step 5:

Power On / Select Program /Timer I Intensit Level

ii. How to attach Support belt + Conductive Silicone pad with gel tube on the arm

Step 3:
Step 1: ~~~~~~~~~~~~~~~Insert the belt through the square

Insert 3AAA batteries, taking care Step 2: ring, stretch the ends of the cuff,
to match up the symbols (+-. Before use, dampen the integrated and press the electrodes firmly

silicon electrodes with water or a against your skin
_____ ____ ____ _____ ____ ____ conductive gel. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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Step 4:Stp6
Insert the device into clilp holder Step 5. Power On / Select Program /Timer

Connecting the cable to the device. /Intensity Level

iii. How to attach self adhesive electrodes

Step 3:
Step 2: ~~~~~Preparing treatment site and

Step 1: Step 2: ~~~~~~~~~~accessories connect the lead wires
Insert 3AMA batteries, taking care Connecting the cable to the to the electrodes before applying
to match up the symbols (1) device, the electrodes to the skin.

(a) (b) (c) (d) 9c

Step 4: Step 5:

Place the electrodes (a) shoulder (b) leg (c) elbow (di) Knee Power On / Select Program /Timer
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How to clean Your WELL LIFE Arm & Leg Pain Management System

Stimulator
The stimulator may be wiped clean with a small amount of soapy water on a clean cloth.
Do not submerge the stimulator in liquids or expose it to ANY amounts of water.

Snap Cables
Disconnect the snap cables from the belt and the stimulator. Then snap cables may be
wiped with a clean, damp cloth. When re-connectingtake one snap cable, and snap it two
connectors onto the metal snaps on one side of the thumbhole. Repeat for other side of
thumbhole. Tuck lower snap cable under tension strap toward the top of the belt.

Conductive Mesh Garment Electrode & Support Belt

Before washing the belt, remove the pads and put them on the storage liners. Remove the
snap cables and the stimulator from the belt. Hand-wash your Support Belt in cool water.
Do not wash the belt in the washing machine.

The support belt should be air-dried, lying flat or hanging. Do not put the belt in clothes
dryer.

Maintaininq Your WELL LIFE Arm & Leg Pain Management System

1. Your Stimulator uses the standard AAA battery. If stimulation seems to be weak, or the
stimulator will not turn on, check battery. To replace the battery, make sure both power
knobs are turned OFF. Slide the stimulator cover open by pressing gently on the arrow
and pulling downward until the cover pops off. Remove the old battery. Insert the
AAA/1.5Volt battery according to the diagram in the battery compartment. To close the
cover, slide from the bottom up.

2. Be sure to put the storage liners on the pads when not using your Low Back Pain
Management System. You may use the larger storage liners provided. Replace the
pads on your support belt if they no longer stick to your skin or to the belt.

3. If your support belt is damp after use, allow it to air-dry before re-applying.

4. When connecting and disconnecting a snap cable, hold it by the molded end and pull.
Do not pull on the cable itself. Replace snap cable if worn or broken.
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How to Store Your WELL LIFE Arm & Leg Pain Management System

1. S tore your Pain Management System at room temperature in a dry place, out of the
reach of children.

2. If the stimulator will not be used for more than a week, remove the battery from the
stimulator.

When To Order New Pads

The electrode pads are disposable and use an adhesive that will dry ater prolonged usage
or storage. Pads should be replaced when they lose their adhesive quality, or you sense a
change in stimulation sensation. If you're in doubt about the integrity of the pads, order
fresh pads.

To order new pads see Replacement Parts page.

Check the WELL LIFE Arm & Leg Pain Management System before
using

Before using your WELL LIFE Arm & Leg Pain Management System, always check all of
the parts to be sure they are in good working order. Make sure of the following:
1. The battery still has power and it is not corroded.
2. All four pads are in the proper place on the support belt, covering the metal snaps.
3. Both snap cables are in good condition.
4. Both snap cables are properly connected to the belt and the stimulator.

Warranty

This WELL LIFE Arm & Leg Pain Management System carries a one-year warranty from
the date of purchase.

The warranty applies to the WELL LIFE Arm & Leg Pain Management System and
necessary parts and labor relating thereto. The distributor reserves the right to replace or
repair the unit at their discretion.

The warranty does not apply to damage resulting from failure to follow the operating
instructions, accidents, abuse, alterations or disassembly by unauthorized individuals.

-2-

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Replacement Parts

Contact WELL LIFE for ordering information for replacement parts, Be sure to use only
WELL LIFE Arm & Leg Pain Management System parts.

Conductive Mesh Garment Electrode:
Socks

Theraknit Part no, Small # 3005: 6-9 shoe size
measured by shoe size. Medium #3006: 10-13 shoe size

Large # 3007 : Over 14 shoe size

(Gloves)
Small # 3001: up to 8 cm

Theraknit Part no, Medium #3002: 8-9 cm
Measured by Palm Width. Large # 3003: 9-10 cm

X-Large #3004: Over 10cm

Elbow Sleeve
Small # 3008:15-23 cm

Theraknit Part no, Medium #3009:25-30 cm
measured by elbow Large # 3010: over 30 cm

circumference

Knee Sleeve

Theraknit Part no, Small # 3011: 30-36 cm
measured by Knee Medium #3012: 38-46 cm

circumference. Large # 3013: Over 46 cm

Snap Cable (set of 2): Part # LE-WS-0012
Self -adhesive Pads (set of 4): Part # CM5050 , CM501 00
Support belt: Part # TB-0040 + Conductive Silicone pad (set of 2): Part # SP2550

Conformity to Standards
The Stimulator is in compliance with:
- EN 60601-1:1990 - Safety of medical device; electrical equipment - General safety.
- ANSI/AAMI NS 4 -1985; Transcutaneous Electrical Nerve Stimulators.
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Troubleshooting Guide
If you have a problem using sour Low Back Pain ManagementSystem, review the follO~ing
table find a solution.

Problem Solution
The stimulator will not turn on. Check the battery - be sure it is firmly in

place. Change the battery if necessary.

The stimulator has new AAA battery, Call Customer Service
but will not turn on.

The stimulator turns on and then off Replace the battery.
quickly _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

The stimulator is on, but there is no Check the snap cables for breakage. If
stimulation broken, replace.

The stimulator is on, but there is no Make sure the snap cables are securely
stimulation snapped onto the support belt and into

the stimulator socket.

-4-
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WL-2407 Stimulator Technical Specifications

Power Source: 4.5Volt (3xAAAIAlkaline battery)
Dimension: 90 x 5.08 x 12.7mm
Weight: Approx. 100 gram (battery not included) ______

Program Max. Phase duration Rate Function mode Wave form Type
P1 8OmA 260uS 15H~z Cntn
P2 SO~mA 260uS 15Hz- M----- odulate~d A
P3 BmA 260uS 10zCntn
P4 8FO-mA 260-i150uS 2 - 100Hz Modulated B
P5 BmA 260uS 100OHz Modulated A
P6 SOmA 260uS 60 <->7 Hz Modulated C

P8 S~~mA P1 -P7 __________ C cle NB/C

Time: 1-60 minutes.

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Chapter 5. List the name and 510(k) number of the device
being modified and if applicable

Basically the information for the name and 510(k) number of the device being modified
are listed as the followings:

Re: K063660.

Classification Name: Transcutaneous Nerve Stimulator.
Trade/Proprietary Name: OTC TENS for Low Back Pain Relief/ model WL-2407.
Classification: Class 11 (21 CFR 882.5890)
Product Code: NUH
Performance standard: ANSI/AAMI NS-4 1985.

In addition, to prove the substantial equivalence of the indication for use of our new
design of electrode, we chose the following two additional 510(K) cleared model for
comparison, in which the garment electrode, and snap type adhesive electrodes were
used on the arm & leg treatment location:

Re: K033122.

Classification Name: Transcutaneous Nerve Stimulator.
Trade/Proprietary Name: Prizm Medical, Inc. 5000-Z System.
Classification: Class 11 (21 CFR 882.5890)
Product Code: NUH
Dated : February 10, 2005.

Re: K060846.

Classification Name: Transcutaneous Nerve Stimulator.
Trade/Proprietary Name: Endurance Therapeutics T1040.
Classification: Class 11 (21 CFR 882.5890)
Product Code: NUH, NGX, GZJ
Dated : December 03, 2007.

For the significant information of the device being modified, please see the following
attachment.

- Attachment 1. SE information for K063660.
- Attachment 2. SE information for K033122.
- Attachment 3. SE information for K060846.

48 0V

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Attachment 1. SE Information for K063660
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510(K) Summary FEB 7 200?

This summary of 510(k) safety and effectiveness information is being submitted in accordance with
the requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 51 0(k) number is: ______

1 . Submitter's Identifications:
Well Life Healthcare Limited
5F1., Ste 504, Empire Centre, 68 Mody Road, Tsimshatsuim, Kowloon, Hong Kong

Contact: Jenny Hsieh

Date of Summary Preparation: January 31, 2007.

2. Name of the Device:

OTC TENS for Low Back Pain Relief I Model: WL-2407.

3. Information of the 51 0(k) Cleared Device (Predicate Device):

WL-2402 (K040512), and WL-2406 (K052785).

4. Device Descripotin

The Well Uife TENS devices, WL-2407 is the model of OTC TENS intended for temporary relief
of pain associated with sore and aching muscles in the lower back due to strain from exercise
or normal household and work activities.

WL-2407 is a selectable dual channel, 4.5V (3xAAAIAlkaline battery) operated TENS device
with the following features:
<1> The stimulation electrode is dual channels electrode.
<2> The output waveform is selectable pme-programming change among P1 -PB.
<3> The output strength is adjustable at 0-80 mA, with setting time 21 minutes counting from

switching ON.
<4> The LCD display is provided for the indication of operation status including operation mode,

output wave form, output strength, time to cut-off, and battery low warning.

so 5&Lt_
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5. Intended Use:

The model WL-2407 TENS is intended for temporary relief of pain associated with sore and
aching muscles in the lower back due to strain fraom exercise or normal household and work
activities

The standard format for the statement of indications and contraindication for use are
provided hereafter.

6. Discussion of Non-Clinical Tests Performed Determihation of Substantial Equivalence are as
follows:

Compiane t aplicblevolntay standards includes ANSI/AAMI, N84-1985, as well as EN
60801-1, and EN 60601-1-2 requirement.

In addiflon to the compliance of voluntary standards, the software verification has been
carried out according to the FDA software guidance.

7. Conclusions

The OTC.TENS for low back pain relief/ model WL-2407 has the same intended use and the
,similar technological characteristics as the cleared device of WL-2402 (1<040512), and
WVL-2406 (1(052785). Moreover, verification and validation tests contained in thlis submission
demonstrate thatithe difference in the submitted demonstrate .that'the difference in the
submitted models could maintain the sam6 safety and effetiveness as that of cleared
device.

In the other wordsrthase engineering difference do not: (1) affect the intended use or (2) alter
the fundamental scientific technology of the device.

51~~~~K
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DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Well-Life Healthcare Limited
% Ms. Jenny Hsieh
68 Mody Road, Empire Centre, Suite 504
Tsimshatsuim, Kowloon FEB 7 2007
Hong Kong

Re: K063660
Trade/Device Name: OTC TENS for Low Back Pain Relief/Model WL-2407
Regulation Number: 21 CER 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief
Regulatory Class: 11
Product Code: NUB
Dated: December 6, 2006
Received: December 8, 2006

Dear Ms. Hsieh:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class m (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Ms. Jenny Hseih

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120 Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely your

Mark Melkerson
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications, For Use

ObeCy'ce Na'me: OG CTENS Far Low Back Pain Relief/ Model WL-240

.. ~Indications' F r Use:.

- em model WL-2407 aire intended fo teporanj reliebfpiasoatdwh" and'~ hn~ musces in the lower. :"d
household a w . .fkaovfal

Presco Ue . OR Over-The-Counter Us 9
(Pait21GFR8O1supato (21 CFR P8O7 Sub~drt C)

(PLEASE: DO NOT WVRITE BELOW THIS LINE-CONTINUE ONANQIHER PAGEI

Conc r y ,$RH1 fieo eieEauto OE
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Prizm Medical, Inc.

51000) SUMMARY of SAFETY and EFFECTIVEESS

L GENERAL INFORMATION

Trade or (Proprletary) Name: 500OZ System (OTC)

Common or usual name: Transcutaneous Electronic Narve
Stimulator (TENS)

Classifleadon Name: FDA has classified Transcutanicous
Electronic Narve Stimulator (TENS) as
Class!! devices. (21 C.F.R.
882.5890)

Submitter's Name Cathryn N. Cambria
And Address: for Prizm Medical, Inc.

Regulatory Resowees Group
5536 Trowbridge Drive
Dumwoody, GA 30338

Submission Date: September 29. 2003

II. INDICATIONS FOR USE

The 500OZ System (OTC) is intended ftr the symptomatic relief and
managamnat of pain in the upper and lower extremities (arms and legs).

Page 14 of 37
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Prtzm Medical, Inc.

I1U. DEVICE DESCRIPTION

The 5000Z System (OTC) is a compact battery operated transcutaneous
electrical stimulator that delivers a micro-current to the surface area of our
patented conductive Silver-Thema E.M. garment electrodes to provide
electrical stimulation for pain. It is designed not to exceed 100 volts
across the garment electrodes. The technical Specifications for the 500OZ
Stimulator can be found in Exhibit E. It is microprocessor controlled,
allowing for easy setup of the treatment parameters and precise control of
each setting, with a garment electrode dedicated to the upper or lower
extremities. The system incorporates a proprietary connection from the
stimulator to the electrodes that renders the device unusable without the
dedicated electrodes. It is designed for ease of patient use with clearly
marked intensity buttons.

Please refer to the Operations Manual (Exhibit A) for photographs and a
more thorough description of the device.

The 5000Z System (OTC) is intended for the symptomatic relief and
management of pain in the upper and lower extremities (amnms and legs).

The primary function of the 5000Z System (OTC) is the same as the
Micro-ZTM Stimulation System, Axelgaard Mfg. Co. UltraStim Kit and
Woodside Biomedical ReliefBand® and raises no new questions of safety
and effectiveness,

Page 15 of 37
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DEPARTMET OFzanLTH & IUMAN SERVICpS Public Health Service

Food and Drug Administration
9200Corporate Boulevard
Rockville MD 20850

Prizm Medical, Inc.
c/o Ms. Cathryn N. Cambria
Regulatory Resources Group, Inc.
5536 Trowbridge Drive
Dunwoody, GA 30338

Re: K033122
Trade Name: Prizm Medical, Inc. 5000-Z System
Regulatory Name: 21 CFR 882.5890
Regulatory Class: II
Product Code: NUH
Dated: February 10,2005
Received: February 10,2005

Dear Ms. Cambria:

We have reviewed your Section 510(k) preinarket notification of intent to market thedevice referenced above and have determined the device is substantially equivalent (forthe indications for use stated in the enclosure) to legally marketed predicate devicesmarketed in interstate commerce prior to May 28, 1976, the enactment date of theMedical Device Amendments, or to devices that have been reclassified in accordancewith the provisions of the Federal Food, Drug, and Cosmetic Act (Act). You may,therefore, market the device, subject to the general controls provisions of the Act and thelimitations described below. The general controls provisions of the Act includerequirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

The Office of Device Evaluation has determined that there is a reasonable likelihood thatthis device will be used for an intended use not identified in the proposed labeling andthat such use could cause harm. Therefore, in accordance with Section 513(i)(1)(E) ofthe Act, the following limitations must appear in the Warnings section of the device
labeling immediately following the indications for use section:

I.Warning: If you have numbness, tingling or loss of feeling/sensation in yourarms, hands, legs or feet. this may represent a more serious problem like diabetic
neuropathy. Consult your physician before using the device.

2. Warning: If you have swelling of the arm or leg, it may be more serious thansimple muscle pain from overuse. Consult your doctor before using the device.

3. Warning: Use the glove or stocking only on healthy skin. Do not use on openwounds or rashes, or over swollen, red, infected or inflamed skin.
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Page 2 - Ms. Cathryn N. Cambria

Please note that the above labeling limitations are required by Section 513(i)(1)(E) of theAct. Therefore, a new 510(k) is required before these limitations are modified in anyway or removed from the device's labeling.

The FDA finding of substantial equivalence of your device to a legally marketedpredicate device results in a classification for your device'and permits your device toproceed to the market. This letter will allow you to begin marketing your device asdescribed in your Section 5 10(k) premarket notification if the limitation statement
described above is added to your labeling.

If your device is classified (see above) into either class II (Special Controls) or class III(PMA), it may be subject to additional controls. Existing major regulations affectingyour device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898.In addition, FDA may publish further announcements concerning your device in the
Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination doesnot mean that FDA has made a determination that your device complies with otherrequirements of the Act or any Federal statutes and regulations administered by otherFederal agencies. You must comply with all the Act's requirements, including, but notlimited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 801); goodmanufacturing practice requirements as set forth in the quality systems (QS) regulation(21 CFR Part 820); and if applicable, the electronic product radiation control provisions
(Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific information about the application of other labeling requirements toyour device (21 CFR Part 801), please contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to premarketnotification" (21 CFR Part 807.97). You may obtain other general information on yourresponsibilities under the Act from the Division of Small Manufacturers, International,and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or atits Internet address hltp://wwwI-a'guv/cdrh/induscrv/suL)rt/index html.

Sincerely yours,

DnaBea Til1man, PhD
Director
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): KO?3 122

Device Name: P r i m Medical, Inc. 5000

Indications For Use: "To be used for temporary relie~f of pain associated with sore andaching muscles in the upper and lower extremities (arm and/or leg) due to strain fromexercise or normal household and work activities."

Prescription Use ___ AND/OR Over-The-Counter Use x(Part 21 CFR 801 Subpart 0) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGEIF NEEDED)

Concurrence of CDR-14, Office of Device Evaluation (ODE)

Page I of
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510k: T1040 L ) O Y
Endurance Therapeutics

510(k) Summary
This 510(k) summary is being submitted in accordance with 21 CFR 807.92(c)

1.0 Submitter's Name and Address:
Endurance Therapeutics
122B First Street, NE
Dauphin, Manitoba Canada
R7N l B5

Contact Name:
Brad Brezden
1228 First Street, NE
Dauphin, Manitoba
Ph. I Fax 1 -877-274-4962DE

Date Prepared: August 27, 2007

2.0 Name of Device and Classifications

Trade/Device Name: T1 040:
Common Name: TENS
Regulation Number: 21 CFR 882.5890

Transcutaneous Electrical Nerve Stimulator for Pain Relief
Classification Name: Stimulator, Nerve, Transcutaneous, Over-the-Counter.
Regulatory Class: Class 11
Product Code NUH, NGX, GZJ

3.0 Predicate Devices

K01 1880 Compex Spart Sport Muscle Stimulator 21 CFRS9O.5850 OTC
K033122 Prizmn Medical inc. 5000Z OTC TENS 21CFR882.5890 OTC
K050174 Bio Stim Kit, Back Pain Relief System 21CFR882.5890 OTC

4.0 Device Description:

The T1040 is a portable; battery powered (4.5 VDC) multi function device offering both
Transcutaneous Electrical Nerve Stimulator (TENS) and Powered Muscle Stimulator
(PMS) qualities in one device.

Independent channel (two pads) that effectively transfers your desired choice of pre-
programmed electrical pulses directly through electrode adhesive pads to the
suggested area of the body where the electrodes are placed, causing minimal muscle
contractions. A garment belt is used to hold the electrode pads to treat the lower back
muscles. There are 10 modes of operation, 6 manual and 4 automatic.
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510k: T1040
Endurance Therapeutics

Electrical Parameter Comparisons

Table 14 - Comparison Table

Quantity T1 040 Bio-Stim Compex 5000Z
Max. Voltage over 10k.R, V 154.1 j 132 126.8/103.3 226
Max. Current over lOki, mA 15.4 i 13.2 12.7/10.3 22.6
Max. Voltage over 2.2k., V 105.1 90 167.8/153.5 218
Max. Current over 2.2ka, mA 47.8 41 76.3/69.8 99
Max. Voltage over 5000, V 40.7 29.5 48 208
Max. Current over 5000, mA 81.4 59 96.1 416
Pulse Width, pseconds 210 30 - 225 270 100
Pulse Period, msec 4.1 -500 9- 12.5 125 10
Max. Pulse Frequency, Hz 245 110 118 120
Max. Charge per Phase over 5000, 16.9 7.6 32.3 3.4
PC
Max. Current Density over 5000, 2.71 3.93 3.84 16.64
mA/cm2

Max. Average Power Density over 5.35 1.1 10.2
5OOn, mW/crm2

5.0 Intended Use:

To be used for temporary relief of pain associated with sore and aching muscles in the
lower back due to strain from exercise or normal household work activities choose
Manual modes 1, 2, 3, 4, 5, 6 or Auto 4

To be used for temporary relief of pain associated with sore and aching muscles in the
upper extremities (arm) due to strain from exercise or normal household work activities
choose Manual modes 1, 2, 3, 4, 5, 6 or Auto 1 or Auto 3

To be used for temporary relief of pain associated with sore and aching muscles in the
lower extremities (leg) due to strain from exercise or normal household work activities
choose Manual modes 1, 2, 6 or Autol or Auto 4

Is intended to be used to stimulate healthy muscles in order to improve and facilitate
muscle performance choose Manual Mode 1 or Auto Mode 2

6.0 Substantial Equivalence:

The electrical stimulation provided by the T1040 is substantially equivalent to that
commonly employed by muscle stimulators and TENS devices that have been cleared
for marketing without prescription labeling; i.e., for OTC sale. The pulses in the
waveform combinations are restricted in amplitude and duration to values consistent
with other devices quoted above.(see Appendix 4)

Technological characteristics, features, specifications, materials and intended uses of
the Ti 040 are substantially equivalent to the quoted predicate devices.

The differences that exist between the devices are insignificant in the terms of safety or
effectiveness.
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510k: T1040
Endurance Therapeutics

The T1040 has modes that offer substantially equivalent technical specifications,
features and effective results as each of the predicates listed.

7.0 Non-Clinical Tests Performed:

Compliance to applicable voluntary standards includes AAMI NS-4 1985, as well as EN
60601-1, EN 60601-1-2, ISO 9001;2000 and ISO 13485:2003

In addition to the compliance of voluntary standards, the software verification has been
carried out according to the FDA Guidance for the Content of Premarket Submissions
for Software Contained in Medical Devices.

8.0 Conclusion:

The electrical stimulation provided by the T1040 is similar to that commonly employed
by muscle stimulators and TENS devices that have been cleared for marketing without
prescription labeling.

The T1040 has the same intended uses and the similar technological characteristics as
these OTC cleared predicates. Moreover, verification and validation tests contained in
this submission demonstrate that the differences in the T1040 still maintain the same
safety and effectiveness as that of the cleared devices.

In other words, those engineering differences do not: (1) affect the intended use or (2)
alter the fundamental scientific technology of the device.

Concerns of safe and proper use of electrodes and electrode pad placements have
been fully addressed by making the user conscious of the proper placement of
electrodes and proper operations of the device through detail in the User's Instruction
Manual.

We believe that there are no new safety or effectiveness issues concerning this device
to be introduced.

The safety of the device, to be used for the proposed indications without medical
prescription or supervision, is established by the fact that no adverse events have been
reported since 2002 with over 300,000 units sold with out a prescription in 20 countries.

Over 300 000 units sold with no adverse effects reported, proves its specific technical,
safety measures and features are safe and effective when used without medical
supervision. An even greater and more detailed user instruction manual regarding safe
operation and adhesive pad placements is proposed for the USA marketplace and
consumers.

The effectiveness of the device for the proposed indications is supported by a number
of articles in peer-reviewed publications, which demonstrate that electrical stimulation
does improve muscle performance as well as temporary pain reduction.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC 0 3 20O7
Endurance Therapeutics
% Mr. Brad Brezden
CEO
122 B - First Street, NE
Dauphin, Manitoba, Canada
R'N 1 B5

Re: K060846
Trade/Device Name: T1040
Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief
Regulatory Class: II
Product Code: NUH, NGX
Dated: August 27, 2007
Received: September 4, 2007

Dear Mr. Brezden:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can

be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Mr. Brad Brezden

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems
at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance
at its toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.pov/cdrh/industry/support/index.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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510k: T1040
Endurance Therapeutics

13.0 Statement of Indication for Use

510(k) Number (if known): K060846

Device Name: T1040

Indications for Use:
To be used for temporary relief of pain associated with sore and aching muscles in the
lower back due to strain from exercise or normal household work activities choose
Manual modes 1, 2, 3, 4, 5, 6 or Auto 4

To be used for temporary relief of pain associated with sore and aching muscles in the
upper extremities (arm) due to strain from exercise or normal household work activities
choose Manual modes 1, 2, 3, 4, 5, 6 or Auto 1 or Auto 3

To be used for temporary relief of pain associated with sore and aching muscles in the
lower extremities (leg) due to strain from exercise or normal household work activities
choose Manual modes 1, 2, 6 or Autol or Auto 4

Used to stimulate healthy muscles in order to improve and facilitate muscle
performance choose Manual Mode 1 or Auto Mode 2

Prescription Use Over-The-Counter Use XX
(Part21 CFR 801 Subpart D) AND/OR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIE. LINE-CONTINUE ON ANOTHER PAGE OF
IzED)

Concurrencssf.CO~RAh.~ ·.......-(ivisiob 0g-n-of
Division of General, Restorative,
and Neurological Devices

C?': Number \c.-0 ( t
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Chapter 6. Comparison information for the new device and
the device being modified

In general the stimulation model WL-2407 is completely identical to that of the Well-Life
model being modified : the OTC TENS for Low Back Pain Relief/ model WL-2407 (K063660).
To help you clear about this stimulation model, we provided the following description for
WL-2407.

WL-2407 is a selectable single/ dual channel, 4.5V (3xAAA /Alkaline battery) operated
TENS device with the following features:
<1> The operation function is dual channels completely identical to the model being

modified, WL-2407 for low back pain relief(K063660).
<2> The stimulation electrode is garment electrodes as standard accessories and upper arm

belt and snap type adhesive electrode as optional accessories.
<3> The output waveform is selectable pre-programming change among P1-P8.
<4> The output strength is adjustable at 0-80 mA, with variable setting time 0-60

minutes counting from switching ON.
<5> The LCD display is provided for the indication of operation status including operation

mode, output program mode, output intensity, time to cut-off, and battery low
warning.

Since the stimulation model for this submission is completely identical to that of K063660,
it is not necessary to provide comparison for these two identical stimulation model.

As clear description of Chapter 5, we chose another two 510(K) cleared models, the
prizm Medical, Inc.5000-Z system (K033122) and Endurance Therapeutics
T1040(K060846) to support the change of indication for use as claimed in this 510(K)
submission. Because there exists some difference between the two chosen 510(K)
cleared models (5000-Z system and T1 040 and our new application model as mentioned
in this 510(K) submission, we provided the following comparison table based upon the
comparison table as mentioned on the 510(K) summary of Endurance Therapeutics
T1040(K060846).
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6.1 Comparison table between new models and cleared model

Quantity WL-2407(Well-life) 5000Z (Prizm) T1040(Endurance)
Max. voltage over 94 226 154.1
1OkO, V
Max. Current over 94 22.6 15.4
10kO, mA
Max. Voltage over 56 218 105.1
2.2k0, V
Max. Current over

2.2k0, mA ~18.18 99 47.82.2kQ, mA
Max. Voltage over 40 208 40.7
5000, V
Max. Current over 80 416 81.4
5000, mA
Pulse Width, 260 100 210
aseconds
Pulse Period, msec No specified 10 4.1-500
Max. PulseMax. Pulse ~120 120 245
Frequency, Hz
Max. Charge per 20.8 3.4 16.916.9
Phase over 5000, ac
Max. Current density
over 5000, mA/cm2 0.1 16.64 2.71
Max. Average Power Density
over 6000, mWlcm 2 4 5.35

Note: 1. The technical information for WL-2407 is based on the testing waveform and
calculation of Clause7.2.

2. According to the information in the comparison table, the technical specification for
all of three models are within the acceptable limit as specified by FDA guidance for
TENS devices.

3. The information of 5000z(Prizm) and T1040(Endurance)comes from the 510(K)
summary of T1 040(Endurance/K060846) released on FDA web-site.
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In addition to the output characteristics comparison as stated above mentioned, the use
of stimulation electrode as well as the indication for use are also the very significant
consideration for the choice of Prizm 5000-Z system(K033122) and Endurance
Therapeutics T1 040(K060846). For the comparison concerning these features, please
see the following comparison table.

Comparison Models to be Compared
Features WL-2407 (Well-life) 5000Z (Prizm) T1040 (Endurance)
Prescription or OTC OTC OTC OTC

Indication for use Pain relief for Arm Pain relief for Arm Pain relief for Arm
and leg and leg and leg

FDA product code NUH NUH NUH & NGX

Electrode Used 1. Garment electrodes Garment electrode adhesive electrode
2. Adhesive electrode
3. Arm belt with

conductive gel

Form this comparison table, it is very clear that all of models are claimed for the OTC use
of pain relief for arm and leg, and are all within the scope of "NUH" product
classification code. Regarding the use of electrode type, our new model WL-2407 used
the same garment electrode with Prizm 5000-Z system, and the same type of adhesive
electrode as Endurance T1 040 model. Therefore, it is very reasonable to claim that our
new device WL-2407 for pain relief of Arm and Leg is substantial equivalent to Prizm
5000-Z System & Endurance T1 040.
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6.2 Different Features.

Form the comparison table as above mentioned, it is very clear that there exist the
following main difference for the stimulator.

<1> The treatment time.
<2> The intensity amplitude.
<3> The waveform.
<4> The power supply.
<5> The No of Channel.
<6> The weight and dimension.
<7> The use of electrodes.
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Chapter 7. Variation comparison between modified device and
the device being modified.

Based on the detail information and comparison as above mentioned, the following analysis for
the possible impact concerning the comparison difference as well as its conclusion are
presented:

7.1. The Issue of Specification difference and risk assessment

According to the specification comparison described in chapter 6, the main specification
difference may be listed hereafter.

No Difference Brief Description of Difference Evaluation of difference and/or
justification

A Prizm 5000-z is 15 minutes -
24 hours. This difference does not cause

1 Treatment time A, Unknown for Endurance
T1040. ~~~~any impact on operation functionT1040.

A. WL-2407 is 1- 60 minutes

Prizm 5000-z is 0-200 Volts WL-2407 provided higher safety

2 Intensity Endurance T1040 is 0-150 operation level than prizm 5000-z
amplitude Volts.

A WL-2407 is 0-160 Volts
3 Wave form A Prizm 5000-z is mono-phase For the WL-2407 wave form,

pulse with 100,s fixed pulse Well-life has proven the
duration. effectiveness in K063660, so

A Endurance T1 040 provide reasonable to claim the same
210 as pulse duration. clinical effectiveness, even there

A WL-2407 is monophase pulse exist some diffence in wave form
with 260 as fixed pulse between two models.
duration

4 Power Supply A Prizm 5000-z use 3V (2*AAA The difference on the use of power
battery) power specification does not cause any

A WL-2407 use 4.5V (3*AAA impact on the performance and
battery)power safety of device.

A Endurance T1 040 use 4.5V
(3*AAA)battery.

5 No. of output A Prizm 5000-z provides only The difference in the No. of output
channel single output channel. channel dose not cause any

A WL-2407 provide 2 impact on the performance and
independent output channels safety of device.

A Endurance T1040 provide 2
indendent output channels.

6 Weight and A For prizm 5000-z, the weight The difference in the weight and
dimension is 2.5 ounceand the dimensions of device does not

dimension is 2"X2.4"XO.65" cause any impact on the
mm. performance and safety of device

A For WL-2407, the weight is_
100 g, and the dimension is
90X5.08X12.7 mm

A, Unknow for Endurance
T1040.

7 The use of A Prizm 5000-z use only A WL-2407 provides more
electrodes garment electrode. operation options on Arm and

A. For WL-2407, not only Leg stimulation.
garment electrode but also A The safety for the use of
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arm cuff with gel and electrodes for WL-2407
adhesive electrode are used model was assessed with
for Arm and leg. acceptable result in Clause

A Endurance T1040 use only 7.2.
adhesive electrode for Arm &
Leg pain relief.

As comparison evaluation on the above mentioned table, the only technical issue needs
justification is the use of electrode. For this technical issue, we have conducted and completed
the assessment for the major output characteristis concerning the use of new electrode on our
device WL-2407 in clause 7.2, and get the conclusion of acceptable results. For the details of
evaluation, please see clause 7.2.

For the main difference as above mentioned, Well-Life have completed the risk assessment
according to ISO 14971 and their quality management system. The assessment result indicated
that the new models OTC TENS for Arm & Leg Pain Relief / model WL-2407 have the same
safety level as well as the same indication for use, while compared with the cleared model Prizm

5000-Z (K033122) and Endurance Therapeutics T1040(K060846).
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7.2. Major output characteristics comparison

As previous discussion, the use of garment electrode is the most significant change for this new

510(k) submission. In order to prove that the safety for the use of garment electrodes is still within

the acceptable range of TENS device, we make assessment as this clause.

According to the safety requirement as mentioned in FDA guidance for the TENS device, the

current density and power density delivered from the TENS device shall be within the acceptable

range as specified in the FDA guidance.

Practically speaking, this issue could be easily ensured by comparing the cross-section area of the

electrode use. In section 2.4, we have given very clear information to make comparison for the

cross section area for each type of electrode. We would like to repeat it again as the following table.

Location Electrode use condition Possible size Minimum Size

The use of glove garment or elbow Glove: S/M/L 435 cm 2

garment. Wristlet Sleeve:10'18

Am Adhesive electrode 50 mm x 100mm, 5.0mm * 5.Omm = 25 cm 2

(Well-Life CM5050 or CM5O1 00) or 50mm x 50mm

The Neoprene + Conductive 25mm x 50mm, or 2.5mm * 5.0mm = 12.5 cm2

silicone pad with conductive gel. 50mm x 50 mm

The use of conductive sock S/M/L/XL 540 CM2

Leg (garment electrode) ________

The use of conductive knee sleeve 10*27 380 cm2

(garment electrode) _ _ _ _ _ _ _ _ _ _ _ _

From the information of table, it is very clear that the cross section area of adhesive electrode is far

smaller than any one of garment electrode. Therefore it is also clear without any additional approval

that the maximum output current density and power density happens in the condition of using

adhesive. (Note: The minimum cross-section of the new well-life electrode is 2.5 cm * 5.0 cm
=12.5cm 2)

Therefore, it could be reasonable foreseen that the use of garment electrode is safer than the use of

adhesive electrode for the same output specification of TENS device. And the comparison of output

characteristics is only required for the condition of using adhesive electrode.

Based on this conclusion, we would like to provide the comparing calculation for WL-2407 in the

condition of using adhesive electrode of the same dimension as the followings.
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The major output characteristics are compared hereafter:

1. Maximum charge per pulse.

Maximum charge per pulse = maximum current x maximum pulse width

Maximum charge per pulse of WL-2407 = 0.26s X 80mA = 20.8 micro coulomb,

All the maximum charge per pulse of above devices are smaller than 25 micro coulomb.

2. Maximum average current density.

Maximum average current density = 12x R /Area

= (lx Duty cycle)2 / Area

In here, R = 500ohm, electrode area = 12.5 cm2 ; The calculation is as hereafter.

Maximum average current density of WL-2407 = 0.0998 mA/cm 2 0.1 mA/cm 2

3. Maximum peak power density.

Maximum peak power density = I x V /Area; The calculation is as hereafter.

Maximum peak power density of WL-2407 = 3.99 mW/cm 2 0.004 W/cm 2

For the calculation of the data as above mentioned, please see NS4 test report.

Based on the comparison information as above mentioned, the major output characteristics for

the new model and the predicated cleared model are within the acceptable range of ANSI/AAMI

NS4.
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7.3. Analysis for the other conformity issues.

A. Design control actives

As mentioned in clause 6 and clause 7.1, the different hardware circuit and different
power supply voltage was used for the new device and 510(K) cleared device. Basically
the new device and Endurance Therapeutics T1040(K060846) used 4.5V (3xAAA
battery) power. Prizm 5000-Z (K033122) used 3V (2xAAA battery) power.
For this difference, we have carried out the following tests to prove that our new devices
were still in compliance with the requirement of the following two standards:
- Performance test according to ANSI/AAMI NS-4 1985.
- EMC test according to EN 60601-1-2: 2001

- Electrical Safety Test according to EN 60601-1:1990/A13:1996.
(Note: The test reports as above mentioned have been provided during FDA review for
the WL-2407 OTC TENS for Low Back Pain relief(K063660)).

All the design control actives were performed in accordance with the design control
procedures of Well Life. Therefore; we believe it is appropriate to address that the new
device, OTC TENS for Arm & Leg Pain Relief/ model WL-2407 is substantial equivalent
to our predicated model Prizm 5000-Z (K033122) and Endurance Therapeutics T1040
(K060846).

,. Materials and Composition

Basically the materials used for the construction of the different mechanical parts are
completely identical for the new device and the device being modified.

The garment electrode is the only new material used for our new device OTC TENS
for Arm & Leg Pain Relief / model WL-2407. Since the garment electrode used for
OTC TENS for Arm & Leg Pain Relief / model WL-2407 is the 510(k) cleared
electrodes which has been claimed for the use of TENS device, it may be considered
adequate to use this garment electrode for our new device from the material and
composition point of view. The 510(K) cleared information for the garment electrode
has been provided in clause 2.4.

Therefore, in terms of materials and composition, the OTC TENS For Arm & Leg Pain
Relief / model WL-2407 do not involve any changes or modifications which could
significantly affect the safety or effectiveness of the modified device, as compared to
the cleared models: Prizm 5000-Z (K033122) and Endurance Therapeutics T1040
(K060846)..
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C. Chemical Composition

Neither the function of OTC TENS for Arm & Leg Pain Relief I model WL-2407 nor the
function of cleared models Prizm 5000-Z (K033122) and Endurance Therapeutics
Ti1040 (K060846) are based on chemical composition. Therefore, there are no issues
associated with chemical composition for this analysis.

D. Energy Source

The OTC TENS for Arm & Leg Pain Relief / model WL-2407 and Endurance
Therapeutics Ti 040 (K060846) obtain their energy from one 4.5V battery (3xAAA
battery) and the model Prizm 5000-Z (K033122) obtains its energy from 3V (2xAAA
battery) power.

All of the new and cleared models are supplied from DC battery. It will not cause any
difference and impact on the performance and safety features of device. And the use
safety of power supply has been clearly approved according to the relevant electrical
safety standard, EN 60601 -1.

Therefore, in terms of energy source, the OTC TENS for Arm & Leg Pain Relief I model
WL-2407 do not involve any changes or modifications which could significantly affect
the safety or effectiveness of the modified device, as compared to the cleared models
Prizm 5000-Z (K0331 22) and Endurance Therapeutics Ti 040 (K060846)..

5. Manufacturing Process and Sterilization

The models OTC TENS for Arm & Leg Pain Relief I model WL-2407 was manufactured
using manual assembly of molded plastic and metal parts and electrical components.
The device is not sterilized prior to use.

The cleared models Prizmn 5000-Z (K0331 22) and Endurance Therapeutics TI 040
(K060846) were also manufactured using manual assembly of molded plastic and
metal parts and electrical components. The device is not sterilized prior to use.

Therefore, in terms of manufacturing process and sterilization, the OTC TENS for Arm
& Leg Pain Relief I model WL-2407 do not involve any changes or modifications which
could significantly affect the safety or effectiveness of the modified device, as
compared to the cleared models Prizm 5000-Z (K0331 22) and Endurance
Therapeutics Ti 040 (K060846).
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F. Intended Use and Indications for use

For OTC TENS for Arm & Leg Pain Relief / model WL-2407, the indications for use is
as the followings:

- The OTC TENS for Arm & Leg; Model: WL -2407 is intended for temporary relief of pain
associated with sore and aching muscles in the upper and lower extremities (arm
and/or leg) due to strain from exercise or normal household and work activities.

For the cleared model Prizm 5000-Z (K033122), the indications for use is as the

followings:
Indication For Use : To be used for temporary relief of pain associated with sore and
aching muscles in the upper and lower extremities (arm and/or leg) due to strain from
exercise or normal household and work activities.

Therefore, the OTC TENS for Arm & Leg Pain Relief/ model WL-2407 do not involve at

changes or modifications in the intended use and indications for use of the device as

compared to the cleared models Prizm 5000-Z (K033122) and Endurance

Therapeutics T1 040 (K060846).

7.4. Conclusion

The information provided above supports a conclusion that the changes or modifications

associated with the development of the OTC TENS for Arm & Leg Pain Relief / model

WL-2407 are such that neither significantly affect the safety or effectiveness of the

cleared models Prizm 5000-Z (K033122) and Endurance Therapeutics T1 040 (K060846)

nor constitute major changes or modifications in the fundamental scientific technology

and its intended use of the cleared model Prizm 5000-Z (K033122) and Endurance

Therapeutics T1 040 (K060846)..
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Chapter 8. Design Control Activities Summary.

8.1. Risk Analysis method(s):

In general the method for the risk assessment according to the standard ISO 14971:
2000 as mentioned on the report of software validation, verification and testing of our
previous 51 0(k) submission are also available for the risk analysis of all new devices.

8.2. Impact and result of risk analysis for the modification

As statements above mentioned, the hardware and software of the main stimulation
device of WL-2407 is completely identical as that of the Well-live existing model, the
OTC TENS for Low Back Pain Relief/model WL-2407.

And the effectiveness and safety for the use of new electrode on the WL-2407 device

could be ensured via the assessment report as mentioned in Clause 7.2.

Based on these two reasons, we concluded that the existing risk assessment report for

the OTC TENS for Low Back pain Relief/model WL-2407(K063660) is still available for
the model of this 510O(K) submission, the OTC TENS for Arm & Leg / model WL-2407.
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8.3. Methods to ensure the conformity of new device

As mentioned in the previous sections, the new devices were designed, constructed and
distributed in US market by Well-Life.

The basic methods to ensure the conformity of new device is to follow the general FDA
assessment rule for the 510(K) submission of new device. As current FDA administration
rules for the application of 501(K), the applicant is requested to submit FDA-3514 form to
clearly present the substantial equivalent to the 510(K) cleared device, and FDA-3654
form to present the appropriate standards to ensure the safety and good performance of
device. For these two basic requirements, we have completed the detailed information of
Form-3514 and Form-3654.

Because that the hardware and software for our new models were completely identical to
the model being modified, we do not provide any further new test reports for the
standards as mentioned in Form-3654 for this 510(K) submission. In case of required,
you could make reference to the testing reports submitted included in our previous 510(K)
submission documents.

Since Well-Life has set up a full quality control system according to the international
standard of ISO 9001 and ISO 13485, and this quality control system is under the
periodical surveillance of DNV, the qualified European Notified Body for medical device
directive (93/42/EEC), the verification and validation for this design change of new
device was implemented according to the design control procedure of Well-Life's quality
control system.

The appropriate methods to ensure the conformity of new device are as the following
four attached information:
1 > Form FDA-3514 form to clearly present the substantial equivalent to the 510(K)

cleared device.
2> Form FDA-3654 form to present the appropriate standards to ensure the safety and

good performance of device.
3> The valid ISO-9001+lSO-13485(Well-Life) certificate issued by DNV.

These three conformity evidence are provided in Appendix 1 -Appendix 3.
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Appendix 1. FDA Form-3514.
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Date of Submission FD ubmisso Dcment Numbritno)

PMA PMA & HOE Supplement PDP 510(k)Metn

[Original Submission flRegular (I 8O day) Original PDP Original Submission: [Pre-5lo(K) Meeting

UPrernariket Report [Special UNotice of Conpletion EU Traditional Pme-IDE Meeting

UModular Submission []Panel Track' (PMA Only) E] Amendment to POP P1 Special fl Pre-PMA Meeting
UJ Amendment U30-day Supplement rmAbbreviated (Conplete 17 Pre-PDP Meeting
fl Report []0-day Notice LWsection I, Pages5) U] Day 100 Meeting

Report Amendment 135-day Supplement UAdditional Information U1 Agreement meeting

ULicensing Agreement UReal-time Review TidPryE eemnto etn
nAmendmnent to PMA8f Other (specif):
LHDE Supp lenient

fl Other _ _ _ _ _ _ _ _ _ _ _ _

IDE Humanitarian Device Class ii Exemption Petition Evaluation et Automatic Other Submission
Exemption (HIDE) Class Ill Designation

(Do Novo)
U Original Submission flOriginal Submission UOriginal Submission uOriginal Submission U513(g)

EU Amendment U Amendment UAdditional Information U~ Additional Information [Other
fl Supplement Supplement (describe saibmission).

Report

U Report Amendment

Have you used or cited Standards in your submission? Yes flNo (if Yes, please complete Section I. Page 5)

S - - .-- I. ** ~~~~~~111KIN4=10* 0=*1

Company/ Insttuin Name Establishment Registration Number (it known)

Well-Life Healthcare Limited

Division Name (it applicable) Phone Number (including area code)

) 886-2-29282112

Street Address FAX Number (including area code)

IF, No. 16, Lane 454. Jungjeng Road ( )886-2-29281880
city State / Province ZIP/Postal Code Country

Yunghe City, Taipei County 234 Taiwan

Contact Name

Chin-Chih Hsieh

Contact Title -Contact E-mi drs

Official Correspondent jenny~welllifehealthcare.com.tw

Conpany / Institution Name

Division Name oIt applicable) Phone Number (including area code)

Street Address FAX Number (includling area code)

city Statedi Province ZIP/Postal Code onr

Contact Name

Contact fltle Contact E-mail Address

FORM FDA 3514 (9/07) PAGE 1 OFPS PAGES
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UJ Withdrawal Change in design, component, or ULocation change:
U] Additional or Expanded Indications specification: [] manufacture,

U- Request for Extension flSoftware/H-ardware F] Sterilizer

U1 Posl-approval Study Protocol F]Color Additive F1 P'acktager

F] Request for Applicant Hold [Material

F]Request for Removal of Applicant Hold F]Specilications ____________________

F]Request to Remove or Add Manufacturing Site F]Other (speci4' bMow) UReport Submission:

~]Process change: [] Annual or Periodic
Manufacturing Labeling change: ~~~~~~~~~F] Post-approval StudyU1 MauacuinFablngcaneAdverse Reaction

F] Sterilization F]Indications [] Device Defect

F]Packaging UInstructions Amendment

F]Other (specify be/ow) F]Performance
F]Shell Life
F]Trade Name flChange in Ownership

F]Other (specify below) F]Change in Correspondent
F]Response to FDA correspondence: [E] Change of Applicant Address

F]Other Reason (specify):

* * . * S.... S7 M

F]New Device F] Change in: F] Repose, to FDA Letter Concerning:
F]New Indication [Correspondont/ Applicant F]Conditional Approval
flAddition of Institution F]Design /Device F]Deemed Approved

UExpansion / Extension of Study F]Informed Consent F]Deficient Final Report

F] IRB Certification F] manufacturer U1 Deficient Progress Report
F] Termination of Study F] Manufacturing Process F]Deficient Investigator Report

F]Withdrawal of Application F] Protocol -Feasibility UDisapproval
F]Unanticipated Adverse Effect F]Protocol -Other URequest Extension of

E] Notification of Emergency Use F]Sponsor -Time to Respond to FDA

F]Compassionate Use Request F] Request Meeting
UTreatmnert MDE F]Report submission: F] Request Hearing
UContinued Access F]1 Current Investigator

F]Annual Progress Report
F]Ste Waiver Report
[]Finlm

U- Other Reason (specify):

[~New Device ] ]Additional or Expanded Indications F]Change in Technology

UOther Reason (specify):

FORM FDA 3514 (9107) PAGE 2 OF 5 PAGES
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Product codes ci devices to which substantial equivalence is chimned Summary of, or statement concerning.
safety and offectiveness information

1 K063660 ~~2 K033122 3 (604 510 (k) summary altached

5 61 17 8 [351 0 (k) statement

Information on devices to which substantial equivalence Is claimed (IF known) ____________________

510(k) Number cv Trade or Proprietary Or Model Name Manufacturer

K(063660 Well-Life OTC TENS of Low Back Pain Well-life Health care Limited
1 ~~~~~~~~~~~1 Relief/model 2407

K033122 ~~~~~~~~Prizm 5000-Z system 2Prizm Medical, Inc.

K(060846 3Endurance T1040 Endurance Therapeutics

4 4 4

5 5 5

r6 6 6

Common or usual name or classrficatson

IITrade or Proprietary or model Name lor This Device Model Number

I OTC TENS for Amrn& Leg Pain Relief 1 WL-2407

2 2

3 3

4 4

5 - - -F

FDA document numbers of all prior reated submissions (regardless of outcome)

Ii ~~~~~12

Dat Inludd n Sbmisio F Laboratory Testing W- Animal Trials rE Human Trials

Product Code CF.R. Section (NIapplicable) Device Class

NUH Unclassified ___________ [JClass I ao -4Oi

Classification Panel Ca f Ucasfe

Division of General Restorative and Neurological DevicesUClsII flncaiie

Indications (fromn labeling)

The OTC TENS forAr" & Leg Pain Relief; Model:WL-2407 is intended for temporary relief of pain associated with sore and aching
muscles in the upper and lower extremities (arm and/or leg) due to strain from exercise or normal household and work activities.

FORM FDA 3514 (9/07) PAGE 3 OF 5 PAGES

84 -8

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



FDA Document Number (if known)
Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

* * * * *.~~~~~~~~~~~~~~~~~~~~Hl

FL1 Original Facility Establishment Identifer (FF1) Number flmanufacturer F- Contract Sterilizer

n Add H Delete contract manufacturer F] Repackager I Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

city StatedI Province ZIP/Postal Code onr

Contact Name Contact Title ~~~~~~~~~~~~~~~Contact E-mail Address

LiOriginal Facility Establishment Identifer (EIl) Number HManufacturer J1 Contract Sterilizer

H- Add [] Delete HContract Manufacturer []Repackager / Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (ineluding area code)

City State I Province ZIP/Postal Code Conr

Contact Name Contact Title ~~~~~~~~~~~~~~~~Contact E-mail Address

HOriginal Facility Establishment Identiffer (FF1) Number HManufacturer [Contract Sterilizer

HAdd [] Delete HContract Manufacturer flRepackager / Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number fnclading area code)

city I State / Province ZIP/Postal Code Conr

Contact Name C-o7ntact Title Contact E-mail Address

FORM FDA 3514 (9/07)PAE4O PGS
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II .I. * a,-.

Note: Complete this sectiorn if yoxur application or submission cites standards or includes a 'Decla ration of Conformity to a Recognized Standanrd
statement.

Standards No. Standards Standards Title Version Date

EN/lECOraizto Medical Electrical Equipment - Part 1: General 1990 +
60601-1 lEC requirements for safety A1IA2tA13:

Standards No. Standards Standards Title Version Date
Organization

EN/lEC Medical Electrical Equipment - Part 1-2: General 2001
2 60601-1-2 lEC requirements for Safety - Collateral standard:

2 ~~~~~~~~~Electromagnetic Compatibility - Requirements and Tests

Standards No. Standards Standards Title Version Date
ANSI/AAMI Oraiain American National Standard for Transcutaneous 1985
NS4 ANSI Electrical Nerve Stimulators

3

Standards No. Standards Standards Title Version Date
Organization

4

Standards No. Standards Standards Thit Version Date
Organization

Standards No. Standards Standards Title Version Date
Organization

Standards No. Standards Standards Title Version Date
Organization

7

Please Include any additional standards to be cited on a separate page.

Public reporting burden for this collection of Information is estimated to avenge 0.5 hour per response. including the lime for reviewing instructions. searching
existing data sources. gathering and maintaining the dama needed, anld completing reviewing the collection of inforation. Send comments regardfing this burden
estimate or any other spect of thtis collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (FIFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850

An allency may not conductor sponsor. aid a person is no/ rquired la respond to, a collection, of information unless it displays a currently valid OMB control

FORM FDA 3514 (9/07) PAGES5 OF 5 PAGES
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Appendix 2. FDA Form-3654.
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31)10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-

ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

E] Traditional V Special [] Abbreviated

STANDARD TITLE I

ANSI/AAMI NS4, American National Standard for Transcutaneous Electrical Nerve StimulatOrs, 1985

Please answer the following questions Yes No

Is this standard recognized by FDA 2 ................................................................................ ..................

FDA R ecognition num ber 3 ...............................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified

in the 510(k)? ................................................................... ............................................................. E]i

Is a summary report 4 describing the extent of conformance of the standard used included in the

5 1 0 (k )? .................................................................................................................................... .............
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains to this device ? .......................................... l.................................... ...................................... R I E l

Does this standard include acceptance criteria? ......... ...................... .............................................. [

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ...............................................

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ........................................ [] [

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ? .............. El

Were deviations or adaptations made beyond what is specified in the FDA SIS? .................................

If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? .....................................................................................

If yes, report these exclusions in the summary report table.

Is there an FDA guidance t that is associated with this standard? .........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: . .....-.

The formatting convention for the title is: [SOO] [numeric identifier] certification body involved in conformance assessment to this
f(itle of standard] [date of publicationj standard. The summary report includes information on all standards
Authority 121 U.S.C. 360d], www.fda.gov/cdrh/sldsprog.html utilized during the development of the device.
http:/iwv~v.accessdata.fda.gov/scriptsicdrh/cfdocs/cfStandards/ 'The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

. ~~~~~htip:/Jwww~accessdata~fda.gov/scriptsltdrh/cfdocs/cfStandafds/
The summary report should include: any adaptations used to adapt ah.wcf
to the device under review (for example, alternative tesa neethods);
choices made when options or a selection of methods are described: The oniine search fr CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the wvwida.gov/cdrh/guidance.html
device; and the name and address of the test laboratory or

FORM FDA 3654 (9107) Page 1
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?

.J Yes INo F] N/A
TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

-Yes I No f MN/A
TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

I ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ UYes r] No Li N/A
TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

· For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (NIA)
an explanation is needed under 'justification." Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under 'type of deviation or option selected,' "description" and 'justifica-
tion" on the report. More than one page may be necessary.
Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average I hour per response, including the
time for reviewing instructioas, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agenci, man', no! co.dict or sponsor cand a person is not required to respond to, a collectfot of information
odless it dis'plavv a currently valid OAIB control notrnbel:

FORM FDA 3654 (9107) Page 2
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Form Approved: OMe No. 0910-0120; Expiration Date: 8/31110

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

[]Traditional V Special [J Abbreviated

STANDARD TITLE

IEC 60601-1, Medical Electrical Equipment - Part I: General Requirments for Safety, t990+AAI/A2/Al3:1996

Please answer the following questions Yes No

Is this standard recognized by FDA 2? .................................................................................... ......... -- [

FDA Recognition number 3 ............................................................................................................ #5-4

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? ........................................................................................................................................tk[.

Is a summary report 4 describing the extent of conformance of the standard used included in the
5 1 0 (k )? .......................... ................................................. ..................................................................
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains to this device? ................................................................................................. H....................... ][

Does this standard include acceptance criteria? ..................................................................................
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ...............................................
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ........................................
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? ..............

Were deviations or adaptations made beyond what is specified in the FDA SIS? ................................. [] [
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 1] [
If yes, report these exclusions in the summary report table.

Is there an FDA guidance 6 that is associated with this standard? .........................................................
If yes, was the guidance document followed in preparation of this 510k? ............................................. V

T itle o f g u id a n ce : .... ...... - -................................................................................ . .............................

The formatting convendion for the title is: [SOO] [numeric identifier] certification body involved in conformance assessment to this
(title of standard] [date of publication) standard. The summary report includes information on all standards

2Authority [21 U.S.C. 360d], wwwvvda.gov/cdrhlstdsprog.html utilized during the development of the device.
http:lwww.accessdata.fda.gov/scriptsfcdrhIcfdocslcfStandards/ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
The summary report should include: any adaptations used to adapt http:Iww.acessdata.fda.govlscriplsicdrh/cfdocslcfStandards/
to the device under review (for example, alternative test eelthods); search.cfm
choices made when options or a selection of methods are described; The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.goy/cdrh/guidance.html
device; and the name and address of the test laboratory or

FORM FDA 3654 (9107) Page 1 , F
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SECTION NUMBERTESECTIONTTITLEDCCONFORMACCE

STYPEAOF DEIATOL ROPINSEETD

JUSTIFICATIONMNC WT SANAR ECIOS

SECTION NUMBER SECTION TITLE CONORANCE?

TYe _No itN/A
TYPE OF DEVIATION OR OPTION SELECTEO

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CNOMANCE?
I -Ye '5No [1NiA

TYPE OF DEVIATION OR OPTION SELECTEO

DESCRIPTION

JUSTIFICATION

For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under 'justification:' Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under "type of deviation or option selected," 'description" and 'justifica-
lion" on the report. More than one page may be necessary.

Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (615), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average I hour per response, including the
hinie for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewving the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piceard Drive
Rockville, NID 20850

An agenci' molv not cond,,ct or sponsort znda p /tson is not requireci /l,eyl'Sond to, a, collection qf informnation

unless it displays a currentdy. valid OMB control nwnber

FORM FDA 3654 (9/07) Page 2
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Form Approved: OMB No. 0910-0120; Expiration Date: 8131/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

FL Traditional [] Special LI Abbreviated

STANDARD TITLE

IEC 60601-1-1-2, Medical Electrical Equipment - Part 1-2: General Repuirments for Safety - collateral Standard.2001

Please answer the following questions Yes No

Is this standard recognized by FDA 2 ? .................................................................................................. [[

FDA Recognition number 3 ..............................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified

in the 510(k)? ...................................................................................................................................in... te

Is a summary report 4 describing the extent of conformance of the standard used included in the
5 i .(k )? ..........................................................................................-..................................... H.............
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains to this device? ............. .............................................................. H......................................

Does this standard include acceptance criteria? ............................ .................................................. 2 [] [

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ..............................................
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ........................................ 2l [
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ? ............. . H

Were deviations or adaptations made beyond what is specified in the FDA SIS? .................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ......................................................................... 2...........
If yes, report these exclusions in the summary report table.

Is there an FDA guidance 6 that is associated with this standard? ......................................................... El 2
If yes, was the guidance document followed in preparation of this 510k? ............................................. V.

Title of guidance: ..........................

The formatting convention for the title is: [SDO (numeric identifier] certification body involved in conformance assessment to this
[title of standardl [date of publication) standard. The summary report includes information on all standards

2 Authority 121 U.S.C. 360d], www.fda.govfcdrhlstdsprog.htmI utilized during the development of the device.

~ hltp:/jww.accessdata.fda.gov/scripts/cdrh/cfdmcs5cfStandards/ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

I The summary report should include: any adaptations used to adapt httpJ/www.accessdata.fda.gov/scripts/cdrhlcfdocsfcfStandardsl
sea rch~cfm

to the device under review (for example, alternative test methods);
choices made when options or a selection of methods are described: The online search or CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.go/cdrh/guidance.htnI
device: and the name and address of the test laboratory or

FORM FDA 3654 (9/07) Page I +'r*Uoli'. i- F
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORTTABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

LiYs No Li N/A

TYPE OF DEVIATION OR OPTION SELECTED"

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

J Yes fl No I N /A

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

iYes J No 3]N/A
TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)

an explanation is needed under 'justification." Some standards include options, so similar to deviations, the option chosen needs

to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of

options selected when following a standard is required under "type of deviation or option selected," "description' and "justifica-

lion" on the report. More than one page may be necessary.

Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average I hour per response, including the

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other

aspect of this collection of information. including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piecard Drive
Rockville, MD 20850

An agenc(' ina not coIducW or sponsmi OInd(a perso~n is /701 requiredl to Px'Spond 10, a collc(.tionl of inforumation
unless it displays a curirent/ valid 0MB colml numnber

FORM FDA 3654 (9107) Page 2
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Appendix 3. ISO 13485 Certificate

94 570

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



DET NORSKE VERITAS'

MANAGEMENT SYSTEM CERTIFICATE
Cuutilicatc No. 2034-(SL.:AQ1H 37

lhi. is to 'er0r/i' that (P14IVnalsaipinull ', t;/f

Well-Life Healthcare Limited
(with sites as per attachment)

oti

Suite 405, 5F., Fmpire Centre, 68 Mody Road, Tsinshatsui, Kowloon, [long Kong

ISO 13485:2003

7Yui/ C'rYii/kahe Ay vdlid/br tihefipllnvin, prod'tcI in, servi'e ratig.s:

Manufacture and supply of Transcutancous Electrical Nerve Stimulators (TENS),
Powered Muscle Slimulators (EMS), Interferential Stimulators (IF), and Electrode Pads.

Iiz .rih~J ' . s*' l~/l; , As,etliJ -lti tIkI C, * t~lfitlt'.'

25 October 2003 Hovik. I 0 September 2007
.iw __'tAv r.lited U1t1:

DET NORSKI- V:gr'A$S

7hIi Gtifh-icate 4• Ir'f! remdih C FRTIFICArTIO N ,

19 Autgust 2U 10 NORWAY

19A t~lt h ,,' no'r iq~, id~ o

hie~ teredit hs I..... yurjr~ora nd"I .m icr iNORWEGIAN
ACCREDITATION

QUAL 002
Fret Cheng Aud Loken 13iklid
inteu xfuih ~dir :1 kim.nag'mnl R,'!;rxe'l,,ntive

L[ack uIl'Iulhlilinme ofconlitIms a.a out in ti. .Crlitiafhm Airec lynd.: r iiis C.iiical in vJlll,

HEfAD OFFICI I .:1 Koitl Wrirt: A.. '..t. .1 *, 7 i': I It ¶0,wI d.' Jt[
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DET NORSKE VERITAS'

APPENDIX TO CERTIFICATE
Ihbi Appcndix r'i-ers to crutiicare No. 20U4-O$I .-AQ-013)7

Well-Life Healthcare Limited
localionq iJncIIi dud t in hC crttification irc a.s follows:

I. IF., No. 16, o.ane 454,.Iuung.eieg Road, Nunghe Ciyi. Taipei coeunry 234, 'aiwaii, R.O.C.
Scope:

M1a~atcufwlre and su ppl. of H¥'eating~ titnl C'ooi~ig Therapeutic Devices.

2. Nt}. 20. Lane 145, An-ring Road, Chltug-lIo Cily. Taipei Coullty 235, 'l'aiwan, R.O.C.

Scope:

Supply of Blood PIre.sure Aloitors a;nd (linical Thermometers.

3. 6F-9, No. 5012; Yumashain Road, Ctii nmg-l-HO City, Tai pei Col Inly 235, Taiwan. R.O.C.
Scope:

Sales and Distributio, of Mhedical Eqtqip/nent.

i:;,,,! I't l,:]itl i'thdw: I:. /, ' Cm dah'.

25 Oclober 201)3 I I IIi) September 20()?
ST.' A/t a Io E~ .fcic I t hity.

~~ ~~~~~~~~7'd'tphV(,; ..
;r NCIRsKKF VI:. I ['AS

'tih (.rLi/ica/,Jt,, v :.r d ,,i b uII;(. CII t rli l I( IN.

1') Aui]tusl 201Q1}

I ,5 (~; C'i A TO
- - ,'a3'.n,,-", QUAL 002

IFid Chemg Atiil loken Fiklid

I :tckL l'lllnsnti1',tdiiin's as:~t m l in · II Celgilicati.i ,'\2cIcln T ay hi'm Iihis (;mrtm atc i[1alid,
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8.4. Summary of Design Control Activities

Based on the statement and information provided in this chapter, we would like to draw

up the following summaries for the design control activities:

1> The new device, models OTC TENS forArm & Leg/ model WL-2407 comply with the

standard of ANSI/AAMI NS4: 1985 -American National Standard for Transcutaneous

Electrical Nerve Stimulators

2> All verification and validation activities were performed by designate individual(s) and

the results demonstrated that predetermined acceptance criteria and manufacturing

facility are in compliance with the design control procedure requirements as specified

in 21 CFR820.30.

3> All the detail design control information about the new models OTC TENS for Arm &

Leg Pain Relief / model WL-2407 was maintained as the quality records according to

the requirement of quality system, and are available for review any time.

4> The declaration of conformity with design control requirement in the quality system

regulation was signed by the R&D department of Well Life as mentioned hereafter.
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Chapter 9. Special 510(K) Statement & Declaration of
conformity with design control requirement in the
Quality System Regulation.

As required by FDA, the following two statement are provided as the conclusion of this
special 510(K) submission

- Statement for special 510(K) document.
- Declaration of conformity( from the manufacturer)
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Statement for special 510(k) document

The undersigned, Jenny Hsieh , representing the official
correspondent of Well-Life Healthcare Ltd. II FL., No.16, Lane 454, Jungjeng
Rd., Yunghe City, Taipei County Taiwan, R.O.C, states that

"The indication for use and the intended use of the device as described in
its labeling (including instruction for use, packaging labeling, and marketing
literature) for our new submission OTC TENS for Arm & Leg Pain Relief I model
WL-2407 have no significant change which is liable to cause impact an the
performance and safety change of device"

Submitter: Jenny Hsieh

Qualification: -Official Correspondent.

Signatupr -' -
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Declaration of Conformity

The undersigned, Jenny Hsieh. representing Well-Life Healthcare Ltd./ I IFL.,
No.16, Lane 454, Jungjeng Rd., Yunghe City, Taipei County Taiwan, R.O.C.;
manufacturer declares that.,

Our modified device, model OTC TENS for Arm & Leg Pain Relief / model WL-2407, to be
distributed in US market, complies with the standard of ANSI/AAMI NS4: 1955 -Amnerican
National Standard for Transcutaneous Electrical Nerve Stimulators.

And that all verification and validation activities were performed by the designate
individual(s) and the results demonstrated that predetermined acceptance criteria were met
and the manufacturing facility is in compliance with the design control procedure
requirements as specified in 21 CFR 820.30 and the records are available for review.

Well-Life Healthcare Ltd.

Quality Representative of Well Life
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Part II. 510(k) Summary
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510(K) Summary

This summary of 510(k) safety and effectiveness information is being submitted in accordance
with the requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 510(k) number is:

1. Submitter's Identifications:
Well Life Healthcare Limited
1Fl., No.16, Lane 454, Jungjeng Rd., Yunghe City, Taipei County, Taiwan, R.O.C

Contact: Jenny Hsieh

Date of Summary Preparation: June 10, 2009.

2. Name of the Device:

OTC TENS for Arm & Leg Pain Relief/ Model: WL-2407.

3. Information of the 510(k) Cleared Device (Predicate Device):

1> The Well-Life OTC TENS for Low Back Pain Relief/model WL-2407 (K063660).
2> The Prizm 5000-Z system (K033122)
3> Endurance Therapeutics T1 040 (K060846).

4. Device Description:

The Well Life TENS devices, WL-2407 is the model of OTC TENS intended for temporary
relief of pain associated with sore and aching muscles in the upper and lower extremities
(arm and/or leg) due to strain from exercise or normal household and work activities.

WL-2407 is a selectable dual channel, 4.5V (3xAAA/Alkaline battery) operated TENS device
with the following features:
<1> The operation function is dual channels completely identical to the model being

modified, WL-2407 for low back pain relief(K063660).
<2> The stimulation electrode is garment electrodes as standard accessories and upper

arm belt and snap type adhesive electrode as optional accessories.
<3> The output waveform is selectable pre-programming change among P1-P8.
<4> The output strength is adjustable at 0-80 mA, with setting time 21 minutes counting from

switching ON.
<5> The LCD display is provided for the indication of operation status including operation

mode, output program mode, output intensity, time to cut-off, and battery low
warning.
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5. Intended Use:

The OTC TENS for Arm & Leg Pain Relief / model WL-2407 is intended for temporary relief of** ~~~pain associated with sore and aching muscles in the upper and lower extremities (arm
and/or leg) due to strain from exercise or normal household and work activities

The standard format for the statement of indications and contraindication for use are
provided hereafter.

6. Discussion of Non-Clinical Tests Performed Determination of Substantial Equivalence are as
follows:

Compliance to applicable voluntary standards includes ANSI/AAMI, NS4-1 985, as well as EN
60601-1, and EN 60601-1-2 requirement.

In addition to the compliance of voluntary standards, the software verification has been
carried out according to the FDA software guidance.

7. Conclusions

The OTC TENS for Arm & Leg Pain Relief I model WL-2407 has the same intended use and
the similar technological characteristics as the cleared device of Well-Life OTC TENS for Low
Back Pain Relief/model WL-2407 (K063660), and Prizm 5000-Z system (K033122) and
Endurance Therapeutics Ti1040 (K060846). Moreover, verification and validation tests
contained in this submission demonstrate that the difference in the submitted demonstrate
that the difference in the submitted models could maintain the same safety and effectiveness
as that of cleared device.

In the other words, those engineering difference do not: (1) affect the intended use or (2) alter
the fundamental scientific technology of the device.
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Indications For Use

510(k) Number (if known):

Device Name: OTC TENS For Arm & Leg Pain Relief / Model WL-2407.

Indications For Use:

- The OTC TENS for Arm & Leg Pain Relief/model WL-2407 are intended for temporary
relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and
work activities.

Prescription Use OR Over-The-Counter Use /

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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,~~~~~tflrna Foo~~~~~~~~~~~~~1.d and Dig Adnminitraio
.01 ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~OfficeoflDevice Evaluation &

Office of In Vitro Diagnosics4 COVER SHEET MEMORANDUM

From: Rahul Ram

Subject: 510(k) K0177S3 7 /,/ 5 /

To: The Record

Please list CTS decision code: SE
fl Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
ltp: / /eroorni.fda,.gov'/eRoomReq/Files /CDRH3 /CDRHPremarketNotiFication)5lOk13rogrraim/0 5
631 /Screeniniti/o2flicecklist%207%202%/2007.doc )
U Hold (Additional Information or Telephone Hold).
-V Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.)

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations,
etc.):

Indications for Use Pages Atc F

510(k) Summary /510(k) Statement Attach SummaryYe

Truthful and Accurate Statement. Mutstbep resent for al Final Decision Yes

Is the device Class III? N
If yes, does firm include Class III Summary? Must be present for a Final Decision

Does firm reference standards? FDA Forms 3654 Provided
(If yes, please attach form from Yes
lrttp: //ww~w.fdas'~ov-/opa,-com/morechoices/fdaIforms/FDA-365A4.pd

Is this a combination product?
(Please specify category ., see
lhttp2://eroor-n.ftla,.gov/eRoonmReg/Files /CDRI-13 /CDRI l1remarketNotification5l 0kH No
rogrram/0 4131) /COM',B INATION%20PRODtICT9/20ALCGORITI-TN1 0/20(1R1EVISFZ
D%2~03-i 2-0-3 00C

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for No
Reprocessed Single-Use Medical Devices,
itt): / /wwvw.fdaAi~foV/cclrlh/ode/I~uidance/1216.htmD

Is this device intended for pediatric use only? N

Is this a prescription device? (If both prescription & OTC, check both boxes.) OTC JNo

Is clinical data necessary to support the review of this 510(k)?
Did the application include a completed FORM FDA 3674, Certification with Requirements Of N
Clinical~rials.,ov Data Bank? N
(If not, then applicant must be contacted to obtain completed form.)
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Y

Does this device include an Animal Tissue Source? No

All Pediatric Patients age<=21 n/a

Neonate/Newborn (Birth to 28 days) n/a

Infant (29 days -< 2 years old) n/a

Child (2 years -< 12 years old) n/a

Adolescent (12 years -< 18 years old) n/a

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this group, different
from adults age Ž 21 (different device design or testing, different protocol procedures, etc.) n/a

Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years old) n/a

NanotechnologyN

Is this device subject to Section 522 Postmarket Surveillance? Contact
(Postmarket Surveillance Guidance, 0373. No
hap: / /\www. fda.gov/cdrhl/osb/guidanceL/3106.html)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC
Guidance, hapl:!//w-ww.fda,.gov,/cdrli/comp/gujidanice/169.htn) No_____

Regulation Number Class* Product Code

21 CFR 882.5890 II NUH
(*If unclassified, see 510(k) Staff)

Additional Product Co

Review: II NUH

(Date) zii I/o[nch Chief) (Branch Code)

Final Rev(Division Director)
(Date) / D

S-
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Food and Drug Administration

Center for Devices & Radiological Health

Division of Ophthalmic, Ear, Nose, and Throat Devices
Diagnostic and Surgical Devices Branch

9200 Corporate Boulevard HFZ-460
Rockville, MD 20850

(240) 276-1498

Premarket Notification [510(k)] Review

Date: 1/13/2010
To: RECORD
From: Rahul Ram
Subject: K091757/S3

Company: Well Life Healthcare, Ltd. Contact: Jenny Hsieh
I Fl., No. 16, Lane 454, Jungjeng Rd Official Correspondent, Well Life
Yunghe City, Taipei County, Taiwan, R.O.C Healthcare, Ltd.
Device Trade Name: OTC TENS for Arm Email: jenny~welllifehealthcare.com.tw
and Leg Pain Relief, Model WL-2407

Description: OTC TENS Device / Phone: 886-2-29282112
Garment Electrodes
510(k) Received Date: August 28, 2009 Fax: 886-2-29281880
Sponsor-Identified Predicate Devices:

510K # Pro Device Name Company
Code

K063660 NUH OTC TENS FOR LOW BACK PAIN Well-Life
RELIEF, MODEL WL-2407 Healthcare

K060846 NUH, Therapeutic Massage Companion Endurance
9 NIt Therapeutics

K033122 NUH 500OZ System Prism Medical

Recommendation
The device requires NO additional information in order to be found substantially
equivalent.

Therefore, I recommend that the file be found substantially equivalent (SE).

Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief.
Regulatory Class: Class II
Product Code: NUH
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Additional Product Codes J
IFU as specified in the submission: [] Pediatric [] Rx Z OTC

"The OTC TENS for Arm and Leg Pain Relief /Model WL-2407 are intended for
temporary relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and work
activities."

K Memo Page 2 of 7
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Purpose and Background

The applicant would like to introduce OTC TENS for Arm and Leg Pain Relief (Model
WL-2407) into interstate commerce. The original submission (K091757) was submitted as a
Special 510(k), however due to the change in the Indications for Use it was determined (by
the lead reviewer at the time, Dexiu Shi) that this submission did not qualify for being a
Special 510(k). Dexiu requested additional information to meet the requirements of a
Traditional 510(k), which the applicant provided in the previous submission (K091757 /
S001). In the previous submission (K091757 / S002), the applicant attempted to address
deficiencies related to electrical performance of their device, and the marketing of their
device with a prescription device. In response to that submission, concerns were raised
regarding the results of the electrical performance testing, lack of dispersion testing, and an
issue regarding prescription electrodes. The current submission (K091757 / S003) attempts
to address these concerns.

The scope of this review is limited to how the applicant addresses these deficiencies and
furthermore whether resolution of these deficiencies mitigates all safety and effectiveness
concerns required for being found substantially equivalent (SE).

II i) Deficiencies Sent In Response to S2
ii) Responses to Those Deficiencies in S3 & Reviewer Comments to Responses

i) Deficiency 1:

In response to deficiency 1, you identify another garment electrode / TENS device
combination predicate (K033122, "5000Z System") and provide a comparison of
overall impedance between the TheraKnit electrodes and the electrodes of the 5000Z
system. Based upon this comparison, you reason that the TheraKnit garment electrode
can be used with the \VL-2407 stimulator. Because the TheraKnit device intended is
for prescription use only, it is inappropriate to package or sell the ThetaKnit with your
device, as your device is for over-the-counter use. Therefore, please confirm that your
device is not packaged or sold with the TheraKnit device (instead, it is only indicated to
be used with the TheraKnit device). Furthermore, please revise your "Operation
Manual" to include the following warning:

"The TheraKnit Garment Electrodes are for prescription use only, therefore use of
these accessories can only be sanctioned by a licensed healthcare provider."

Alternatively, please remove all references to the TheraKnit Garment Electrodes from
your submission and labeling.

ii) Response to Deficiency 1 & Reviewer Comments

In response to Deficiency 1, the applicant has declared that the TheraKnit electrodes
are not packaged or sold with the applicant's device in the 510(k) summary.
Furthermore, the applicant provided a revised instruction manual to inform the user that
the TheraKnit electrodes are for prescription use only.

K Memo Page 3 of 7
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REVIEWCOMMENT The applicant's actions to resolve Deficiency 1 are
ADEQUATE. The applicant has made it abundantly clear that the
TheraKnit electrodes are not packaged and sold with the device.
Therefore, the prescription protection on these electrodes cannot be
circumvented by purchase of the applicant's device. Furthermore, the
included information in the instruction manual informs the user that to
use the electrodes, it must be sanctioned by a licensed healthcare
provider. This assures that the user of the device is informed as to how to
obtain and appropriately use the device.

i) Deficiency 2 (A & B):

In response to deficiency 2, you provide testing and calculations in Attachment 2 of the
submission. The testing shows that the output power and power density is roughly half
of the corresponding values for your predicate device. You claim that this is due to the
fact that "the 5000Z is a high voltage stimulator, whilst \VL-2407 is a typically
asymmetrical biphasic TENS device." However, you have not stated why this does not
significantly diminish the effectiveness of your device. Therefore, please revise your

510(k) summary to include the following:

a. The results of all comparison testing noted in Attachment 2, and;

b. An acknowledgement of the lower output power and power density of your device
and a scientific rationale for how effectiveness is equivalent.

This information is important to ensure that your device is equivalent to your predicate
devices.

ii) Response to Deficiency 2 & Reviewer Comments

In response to Deficiency 2, the applicant has provided a revised 510(k) summary that
includes comparison testing between the 5000Z and the WL-2407, including an
acknowledgement that the power density is lower than the predicate.

REVIEW COMMENT: This is ADEQUATE. Additionally, the applicant
neglected to put units on the current and power density tables in the
510(k) summary; because the information in the 510(k) summary is just a
reproduction of the information provided in Supplement 2, Attachment 2,
which had units (mA/cm2 and W/cm 2 for current density and power
density). PLEASE SEE EMAIL CORRESPONDENCE FOR FURTHER INFO.

i) Deficiency 3:

In response to deficiencies 2 and 3, you have provided electrical performance testing.
However, you have not provided dispersion testing for any of the electrodes. Please
provide dispersion testing to ensure that current traveling through the electrodes does

K Memo Page 4 of 7
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not congregate in "hot spots." This is important to ensure that your device is reasonably
safe for its indicated use.

ii) Response to Deficiency 3 & Reviewer Comments

In response to Deficiency 3, the applicant has provided dispersion testing in
Attachment 3-A of the submission.

REviEw CommENT: Upon review of the provided information, the test-

locations on the electrode. The results of this testing showed that output
current deviated no more than 2% between locations. This is ADEQUATE.

III Substantial Equivalence Discussion

YES NO

1. Is the product a device? IfNO,See 10Q.k)
staff

2. Is the device subiect to 510(k? V If NO, See 510(k)
staff

3. Same indications for use? V If YES, Go To 5

4. Do the differences alter the effect or raise new questions of safety and/or If YES, Stop NSE
-effectiveness?

* ~~~5. Same technological characteristics? V If YES, Go To 7

6. Could the new characteristics affect safety and/or effectiveness? If YES, Go To 8

7. Are the descriptive characteristics precise enough? , If NO, Go To 10
If YES, Stop SE

8. Are there n~yje!e of safety or effectiveness questions? If YES, Stop NSE

9. *Do accepted scientific methods exist for assessing the effects of the new If NO, Stop NSE
characteristics?

10. Are performance data availahie to allow for assessment of equivalence? V - If NO, Request Data

11.Do the data demonstrate equivalence? V

Final decision:

"Yes" responses to questions 4, 6, 8, and 1 1, and every "no" response requires an explanation.

1 . Explain why not a device: IT IS A DEVICE

2. Explain why not subject to 5 10(k): IT IS SUBJECT TO A 510(K)

3. Explain how the new indication differs from the predicate device's indication:

THE NEW INDICATION DOES NOT DIFFER FROM THE PREDICATE'S INDICATION.

4. Explain why there is or is not a new effect or safety or effectiveness issue:

NOT APPLICABLE. SINCE THE INDICATIONS FOR USE ARE THE SAME.

* ~~K Memo Page 5 of 7
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5. Describe the new technological characteristics:

N/A

6. Explain how new characteristics could or could not affect safety or effectiveness:

N/A

7. Explain how descriptive characteristics are not precise enough:

ELECT?,ICAL PERFOnrMArNE ON THIE STI4n' A., TOR / ELECTrOyESr NEEr S

CLARIrICATIONi (THE ELECTRICAL PERFORMANCE INFORMATION HAS BEEN

CLARIFIED)

8. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not
new:

N/A

9. Explain why existing scientific methods can not be used:

NOT APPLICABLE

10. Explain what performance data are needed:

IMPEDANCE TESTING AND CLARIFICATION OF PERFORMANCE TESTING IS REQUESTED.

(HAS BEEN PROVIDED)

11. Explain how the performance data demonstrate that the device is or is not substantially
equivalent:

DISPERSION TESTING MITIGATES SAFETY CONCERNS REGARDING FOCAL AREAS OF

CURRENT DISTRIBUTION: CLARIFICATIONS TO THE 510(K) SUMMARY ADEQUATELY

INFORM THE USER OF ELECTRICAL PERFORMANCE OF THE DEVICE; CLARIFICATIONS

TO THE 510(K) SUMMARY AND USER'S MANUAL ENSURE THAT CIRCUMVENTION OF THE

ACCESSORY ELECTRODE'S PRESCRIPTION LIMITATION DOES NOT OCCUR.

IV Recommendation

The device requires NO additional information in order to be found substantially equivalent.

Therefore, I recommend that the file be found substantially equivalent (SE).
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Lead Reviewer Signof:// / /O

Rahul Ram (O)DE/DONED!Dy

BrancSTyo

Brad Cunnjng~am (ODE/DONED/ONDB)

Date 2 LJ3)t Concur: Yes [~No I]

Kesi~ Iexan _h.D.-(ODE YDONtD)

Date §2' 9Concur: Yes 2/NoDF
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K091757/S2 Page 1 of`2

Ram, Rahul

From: jenny@welllifehealthcare.com.tw
Sent: Thursday, February 04, 2010 9:51 PM
To: Ram, Rahul

Cc: Cunningham, Bradley

Subject: Re: K091757/S2 , 510k summary revised, 2010-2-5

Attachments: Attachment 2 -510(K)-summary for K091757S2 dd. 20091208( R1).doc

Dear Dr. Ram:

Thank you for your comments on the K09157/S2 received of today. As informed, I revise accordingly the
510 summary accordingly as enclosed, please refer to.

Thank you -

Sincerely yours,
Jenny

...-. Original Message -----
From: Ram, Rahll
To: iennv @wellifehea1thcare.com.tw
Cc: Cunningham. Bradley
Sent: Friday, February 05, 2010 4:24 AM
Subject: K091757/S2

Jenny:

Thank you for your most recent supplement to K091757/S2 (XWL-2407, OTC TENS).

We have the following remaining deficiency that we would like you to resolve:

In your 510(k) summary, you present two tables ("current comparison" and "power density
comparison"). However, these tables do not have units (presumably, the units are "mA/cmA2"
for the "current comparison" table and "W/cm^a2" for the "power density comparison" table).
Please email me a revised copy of the 510(k) summary with the appropriate units included. Please
send your email to me by tomorrow, 5 PM EST at the latest.

Thanks!

- Rahul

Rahul K. Ram
LTJG, USPHS
FDA \ CDRH \ ODE
(NEW) Division of Opa/halmic, Neuro/ogic & ENT Devices (DOWED),

/3
2/5/2010
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K091757/S2 Page 2 of 2

(NEW) Ophthalmic Lasers, Neumstimulators &~ Diagnoslic Devices Branch (OND13)
rahul.ram(fda.hhs.gov
(NEW) 301-796-6610 (v)
(NEW) 301-847-8126 (f-I)
(NEW) 301-847-8127 (f-2)

0
2/5/20 10
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Part II. 510(k) Summary
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510(K) Summary

This summary of 51 0(k) safety and effectiveness information is being submitted in accordance with
the requirements of SMVDA 1990 and 21 CFR 807.92.

The assigned1510(k) number is: K091757.

1. Submitter's Identifications:
Well Life Healthcare Limited
iF., No. 16, Lane 454, Jungjeng Road, Yunghe City, Taipei County 23455,
Taiwan, ROC

Contact: Jenny Hsieh

Date of Summary Preparation: December 08, 2009

2. Name of the Device:

OTC TENS for Arm & Leg Pain Relief / Model: WL-2407.

3. Information of the 51 0(k) Cleared Device (Predicate Device):
1_> The Prizm 5000-Z system (K0331 22)
2> Endurance Therapeutics Ti 040 (K060846).

O 4. Device Description:

The Well Life TENS devices, WL-2407 is the model of OTC TENS intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities (arm and/or
leg) due to strain from exercise or normal household and work activities. Basically the
stimulation model WL-2407 is completely identical to that of model as mentioned in the Well-Life
K063660- 510O(K) cleared device. To change the indication for use for the treatment location as
the chosen predicate devices, Well-Life change the design of electrode.

For the device included in this submission, we use the following third party 510O(K) legally
marketed predicate components:
<1>K022494, the Home Care Jelly.

WL-2407 is a selectable dual channel, 4.5V (3xAAA/Alkaline battery) operated TENS device
with the following features:

<i> The operation function is dual channels completely identical to the model being modified,
WL-2407 for low back pain relief(K063660).

<2> For the stimulation electrode, Well-Life uses upper arm belt as well as snap type adhesive
electrode as standard accessories.

<3> The output waveform is selectable pre-programming change among Pi -P8.
<4> The output strength is adjustable at 0-SO mA, with setting time 21 minutes counting from

switching ON.
<5> The LCD display is provided for the indication of operation status including operation mode,

output program mode, output intensity, time to cut-off, and battery low warning.
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5. Intended Use:

The OTC TENS for Arm & Leg Pain Relief / model WL-2407 is intended for temporary relief of
pain associated with sore and aching muscles in the upper and lower extremities (arm and/or
leg) due to strain from exercise or normal household and work activities

The standard format for the statement of indications and contraindication for use are provided
hereafter.

6. Power level testing comparison and acknowledge of comparison result with Prizm 5000Z
system:

For the substantial equivalent comparison, the power level testing comparison with the chosen
510(K) cleared device, Prizm 5000-Z system was conducted via using 1K ohm loading
resistance for the garment electrodes . Testing set up with comparison result is as the following
table:

Current comparison: (Unit: mA/cm2)

Electrode Type Glove Sleeve& Knee Sock Silicone Pad

Well-life WL-2407 0.00337 0.00386 0.00271 0.11728

Prizm 5000-Z 0.00340 0.00385 0.00274 0.11817

Power Density Comparison : (Unit: W/cm 2)

Electrode Type Glove Sleeve & Knee Sock Silicone Pad

Well-life WL-2407 0.00032 0.00036 0.00025 0.01098

Prizm 5000-Z 0.00064 0.00072 0.00051 0.02222

Based on this comparison result, we made a acknowledge that the model WL-2407 has a lower

output power and power density than that of Prizm 5000-Z system while using the same

electrode, and that the garment electrode for prescription use will not be packed or sold with

WL-2407 model. In case the garment electrode is to be used with WL-2407 model , the

effectiveness is to be determined by the physician who prescribes the use of that electrode.

7. Discussion of Non-Clinical Tests Performed Determination of Substantial Equivalence are as
follows:

Compliance to applicable voluntary standards includes ANSI/AAMI, NS4-1985, as well as
EN 60601-1, and EN 60601-1-2 requirement.

8. Conclusions

The OTC TENS for Arm & Leg Pain Relief/ model WL-2407 has the same intended use and the
similar technological characteristics as the cleared device of Prizm 5000-Z system (K033122)
and Endurance Therapeutics T1040 (K060846). Moreover, verification and validation tests
contained in this submission demonstrate that the difference in the submitted demonstrate that
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the difference in the submitted models could maintain the same safety and effectiveness as that
of cleared device.

In the other words, those engineering difference do not: (1) affect the intended use or (2) alter
the fundamental scientific technology of the device.

/80
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Indications For Use

510(k) Number (if known):

Device Name: OTC TENS For Arm & Leg Pain Relief!/ Model WL-2407.

Indications For Use:

-The OTC TENS for Arm &Leg Pain Relief/Imodel WL-2407 are intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities
(arm and/or leg) due to strain from exercise or normal household and work activities.

Prescription Use ___OR Over-The-Counter Use '
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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.4stLYJ0 s Food and Drug Administration
Office of Device Evaluation &
Offic of na Vitro Dianostics4*(' COVER SHEET MEMORANDUM

From: Rahul Ram

Subject: 510(k) K091757/S2

To: The Record

Please list CTS decision code: TH
[ Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

tthp://eronon.fda.gnov/eRoomRcq/Filcs/CDRI-13/CDRHPremarkerNotification510kprograrm/0 5
631 /Scrccnimr%2fClccklisto207%202?,%2007.doc )
V Hold (Additional Information or Telephone Hold).
[ Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.)

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, S
etc.):

Indications for Use Pages Attach IFU

510(k) Summary /510(k) Statement Attach Summag Yes

Truthful and Accurate Statement. Must be present for a Final Decision Yes

Is the device Class III? No
If yes, does firm include Class III Summary? Must be presentfor a Final Decision

Does firm reference standards? FDA Forms 3654 Provided
(If yes, please attach form from Yes
lhttp: //www. fda.gov/opacom//morechoices/ffdafortms/FDA-3654.pdt)

Is this a combination product?
(Please specify category _, see
http://eroom.fda.gov/elmoom eq /Files/CDRI-13/CDRI-1PretmarketNotificationt5l kB No
rogram/0 4131)/COMBINATI ON%2()PPROD UCT%2 LG0,C;OIT'HMll %20(R1E';\q SF
D%203-1 2-03).DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff- MDUFMA - Validation Data in 510(k)s for No
Reprocessed Single-Use Medical Devices,
http: / /www.fd lia.gov /cdrh /ode/g~uidance /1216.h tml )

Is this device intended for pediatric use only? No

Is this a prescription device? (If both prescription & OTC, check both boxes.) OTC No

Is clinical data necessary to support the review of this 510(k)?
Did the application include a completed FORM FDA 3674, Certification with Requirements qf
C/inicatfrials.gov Data Bank? No
(If not, then applicant must be contacted to obtain completed form.)
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Does this device include an Animal Tissue Source? No

All Pediatric Patients age<=21 n/a

Neonate/Newborn (Birth to 28 days) n/a

Infant (29 days -< 2 years old) n/a

Child (2 years -< 12 years old) n/a

Adolescent (12 years -< 18 years old) n/a
--- 4-n/

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this group, different
from adults age Ž> 21 (different device design or testing, different protocol procedures, etc.) n/a
Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years old)

Nanotechnology No

Is this device subject to Section 522 Postmarket Surveillance? Con/adl
(Postmarket Surveillance Guidance, OSB. No
hatp : / /unvA. fdatgov~/ cdrh /oslb/ guida nce / 316.bhnil)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Coniad 0.N
Guidance, http:/ /wxvw. fda.gov/cdrh/cornp/guidance/1 69h.tml)

Regulation Number Class* Product Code

21 CFR 882.5890 H NUH
(*If unclassified, see 510(k) Staff)

Additional Product Codes: GXY

Review: -'?2A
(Branch Chief) (Branch Code)

(Date)

Final Review:
(Division Director)

(Date)

5'0
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DEPARTMENT OF HEALTH & HUMAN SERVICES
"~~.~ ~~~~~~~~~~~~~~Food and Drug Administration

Center for Devices & Radiological Health

Division of Ophthalmic, Ear, Nose, and Throat Devices
Diagnostic and Surgical Devices Branch

9200 Corporate Boulevard HFZ-460
Rockville, MD 20850

(240) 276-1498

Premarket Notification [510(k)J Review

Date: 11/18/2009
To: RECORD V
From: Rahul Ram
Subject: K091757/S2

Company: Well Life Healthcare, Ltd. Contact: Jenny Hsieh
1 Fl., No. 16, Lane 454, Jungjeng Rd Official Correspondent, Well Life
Yunghe City, Taipei County, Taiwan, R.O.C Healthcare, Ltd.
Device Trade Name: OTC TENS for Arm Email: jenny~welllifehealthcare.com.tw
and Leg Pain Relief, Model WL-2407
Description: OTC TENS Device / Phone: 886-2-29282112
Garment Electrodes
510(k) Received Date: August 28, 2009 Fax: 886-2-29281880
Sponsor-Identified Predicate Devices:

510K # Pro Device Name Company
Code

K063660 NUH OTC TENS FOR LOW BACK PAIN Well-Life
RELIEF, MODEL WL-2407 Healthcare

K060846 NUH, Therapeutic Massage Companion Endurance
GZX Therapeutics

K033122 NUH 5000Z System Prism Medical

Recommendation
The EMSI Garment Electrode requires additional information in order to proceed with the
review.'

Therefore, I recommend that the file be put on telephone hold (TH).

Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief.
Regulatory Class: Class II
Product Code: NUH
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Additional Product Codes: GXY

IFU as specified in the submission: [] Pediatric H] Rx [ OTC

"The OTC TENS for Arm and Leg Pain Relief /Model \VL-2407 are intended for
temporary relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and work
activities."
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Purpose and Background

The applicant would like to introduce OTC TENS for Arnm and Leg Pain Relief (Model
WL-2407) into interstate commerce. The original submission (1K091757) was submitted as a
Special 510(k), however due to the change in the Indications for Use it was determined (by
the lead reviewer at the time, Dexiu Shi) that this submission did not qualify for being a
Special 510(k). Dexiu requested additional information to meet the requirements of a
Traditional 510(k), which the applicant provided in the previous submission (K091757 /
S001). In the current submission (K091757 / S002), the applicant has attempted to address
deficiencies related to electrical performance of their device, and the marketing of their
device with a prescription device. The scope of this review is limited to how the applicant
addresses these deficiencies and furthermore whether:resolution of these deficiencies
mitigates all safety and effectiveness concerns required for being found substantially
equivalent (SE).

II i) Deficiencies Sent In Response to S1
ii) Responses to Those Deficiencies in S2 & Reviewer Comments to Responses

i) Deficiency 1 (A & B):

You state that garment electrodes have been cleared under K053214 (TheraKnit
Garment Electrodes). You further state that the adhesive electrodes have been cleared
under K082065 (Well Life Self Adhesive Electrode), and the conductive gel has been
cleared under K983964 (Batch #6060 Conductive Gel). Please address the following:

a. You have not placed any of the above information in the 510(k) summary or
labeling. Please provide a revised 510(k) summary and labeling that informs the user
of the following third party components.

b. Some of these third party components are indicated for prescription use. However,
you have not conducted any performance testing that shows they would be safe and
effective for over-the-counter use, which is the case when used as part of your
device. Please provide performance testing that shows that these components are
suitable for over-the-counter use.

ii) Response to Deficiency 1 & Reviewer Comments

In response to Deficiency 1, Part a, the applicant states that the 510(k) summary has been
updated reflecting the third party components.

REVIEW COMMENT: The applicant has provided the revised 510(k)
summary in Attachment 1-a of the submission. This is ADEQUATE.

Furthermore, the applicant states that the conductive gel has been changed to 1K022494
(Home Care Jelly) and that this is also reflected in the 510(k) summary.
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REVIEW COMMENT: Use of the new conductive gel is acceptable for this
use. This is ADEQUATE.

In response to Deficiency 1, Part b, the applicant has identified another garment electrode
/ TENS device combination predicate (K033122, "5000Z System") and provided a
comparison of overall impedance between the TheraKnit electrodes and the electrodes of
the 5000Z system. Based upon this comparison, reasons the applicant, the ThetaKnit
garment electrode could be used with the WDL-2407 stimulator.

REVIEW COMMENT: This is NOT ADEQUATE. This comparison does not
justify packaging a prescription garment electrode with an OTC device.

However, it has still not been clearly established that the ThetaKnit
electrode will be packaged and sold together with the WL-2407 stimulator;
in discussion with the ONDB branch chief, it is clear that an acceptable
scenario is where the devices are not packaged together (though the WL-
2407 labeling indicates that they should be used together) and the WL-
2407 labeling clearly states that the TheraKnit electrode is a prescription
device and can only be used with a medical practitioner's consent. An "SE
with Limitations" may also be warranted. DEFICIENCY S1 WILL BE

CONVEYED TO THE APPLICANT.

i) Deficiency 2 (A & B):

You provide a comparison of output characteristics between your device and your
predicate devices. In this comparison, it is clear that the current density for your device is
significantly lower than that of your predicate devices. This may affect the device's ability
to reduce pain. Please provide the following:

a. Calculations for how you determined current and power density;

b. A revised comparison including a predicate with more similar output characteristics
(may be of the product code "NUH" or "GZJ"), or performance data demonstrating
that this low current density does not affect the device's ability to reduce pain.

ii) Response to Deficiency 2 & Reviewer Comments

In response to Deficiency 2, Part a and b, the applicant has provided calculations in
Attachment 2. These calculations are based on comparison testing done between the WVL-
2407 device and the 500OZ device; in both cases, these devices are connected to their
respective garment electrodes.

REVIEW COMMENT: Upon review of this testing, the following is noted:

- Calculations were done adequately

Testing shows that due to a lower voltage output for the WL-2407 than
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the 5000Z, output power and power density for the WL-2407 are about
50% of that for the 5000Z. The applicant claims that this is due to the
following: "the 5000Z is a high voltage stimulator, whilst WL-2407 is a
typically asymmetrical biphasic TENS device." This rationale is not
cleat and it is NOT ADEQUATE. The applicant should clarify this and
state these parameters and this rationale in the 510(k) summary.
DEFICIENCY S2 WILL BE CONVEYED TO THE APPLICANT.

-The applicant should conduct dispersion testing to ensure that no
"hot spots" are evident in each garment electrode. DEFICIENCY 53
WILL BE CONVEYED TO THE APPLICANT.

i) Deficiency 3:

You include a cuff of neoprene and conductive silicone pads, which is new to this device
(not cleared under any other 510(k) submissions). However, you have not demonstrated
these electrodes' ability to conduct current. Please provide impedance testing that
demonstrates the ability to conduct current. This information will ensure that your new
electrodes are effective.

ii) Response to Deficiency 3 & Reviewer Comments

In response to Deficiency 3, the applicant has provided impedance testing that shows that
impedance is approximately 18 ohms for the silicon pad electrode.IREviEwVCommENT. The information provided is ADEQUATE, however the
applicant should additionally provide dispersion testing. DEFICIENCY S3
WILL BE CONVEYED TO THE APPLICANT.I

III Substantial Equivalence Discussion

YES NO

1. Is the product a device? If NO, See 510(k)
staff

2. Is the device subject to 510(k)? If NO, See 510(k)
staff

3. Same indications for use? IfEYES, Go To 5
4. Do the differences alter the effect or raise new questions of safety and/or If YES, Stop NSE

effectiveness?
5. Samne technological characteristics? - V If YES, Go To 7
6. Could the new characteristics affect safety and/or effectiveness? V If YES, Go To 8

7. Are the descriptive characteristics precise enough? V If NO, Go ToIO

8. Are there nem~tyM~ of safety or effectiveness questions? If YES, Stop NSE
9. Do accepted scientific methods exist for assessing the effects of the new If NO, Stop NSE

characteristics?
10. Are performance data available to allow for assessment of equivalence? - v' If NO, Request Data
II1. Do the data demonstrate equivalence?
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Final decision:

"Yes" responses to questions 4, 6, 8, and 11, and every "no" response requires an explanation.

1. Explain why not a device: IT IS A DEVICE

2. Explain why not subject to 510(k): IT IS SUBJETECT TO A 510(K)

3. Explain how the new indication differs from the predicate device's indication:

THE NEW INDICATION DOES NOT DIFFER FROM THE PREDICATE'S INDICATION.

4. Explain why there is or is not a new effect or safety or effectiveness issue:

NOT APPLICABLE. SINCE THE INDICATIONS FOR USE ARE THE SAME.

5. Describe the new technological characteristics:

NEW ELECTRODES (SOME PREVIOUSLY CLEARED UNDER OTHER 51O(K)S)

6. Explain how new characteristics could or could not affect safety or effectiveness:

ELECTRICAL PERFORMANCE OF THE STIMULATOR WITH THESE ELECTRODES MAY BE
DIFFERENT (AND THUS RAISE POTENTIAL SAFETY /EFFECTIVENESS CONCERNS)

7. Explain how descriptive characteristics are not precise enough:

ELECTRICAL PERFORMANCE OF THE STIMULATOR / ELECTRODES NEEDS
CLARIFICATION

8. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not
new:

THESE CONCERNS ARE TYPICAL OF THIS DEVICE TYPE.

9. Explain why existing scientific methods can not be used:

NOT APPLICABLE

10. Explain what performance data are needed:

IMPEDANCE TESTING AND CLARIFICATION OF PERFORMANCE TESTING IS REOUESTED.

11. Explain how the performance data demonstrate that the device is or is not substantially
equivalent:

PERFORMANCE DATA PROVIDED IS NOT COMPLETE.
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IV Deficiencies

SI. In response to deficiency 1, you identify another garment electrode /TENS device
combination predicate (1(033122, "SOOOZ System") and provided a comparison of overall
impedance between the TheraKnit electrodes and the electrodes of the 5000Z system. Based
upon this comparison, you reason that the TheraKnit garment electrode can be used with the
WiL-2407 stimulator. Because the TheraKnit device intended is for prescription use only, it is
inappropriate for your device to be packaged or sold with the TheraKnit device. Please
confirm that your device is not packaged or sold with the TheraKnit device (instead, it is only
indicated to be used with the TheraKnit device). Furthermore, please revise your "Operation-
Manual" to include the following warning:

"The TheraKnit Garment Electrodes are for prescription use only, therefore use of
these accessories can only be sanctioned by a licensed healthcare provider."

Alternatively, please remove all references to the TheraKnit Garment Electrodes from your
submission and labeling.

S2. In response to deficiency 2, you provide testing and calculations in Attachment 2 of the

submission. The testing shows that the output power and power density is roughly half of the
corresponding values for your predicate device. You claim that this is due to the fact that "the
5000Z is a high voltage stimulator, whilst W~(L-2407 is a typically asymmetrical biphasic TENS
device." However, you have not stated why this does not significantly diminish the
effectiveness of your device. Therefore, please revise your 510(k) summary to include the
following:

a. The results of all comparison testing noted in Attachment 2, and;

b. An acknowledgement of the lower output power and power density of your device
and a scientific rationale for how effectiveness is equivalent.

'This information is important to ensure that your device is equivalent to your predicate
devices.

S3. In response to deficiencies 2 and 3, you have provided electrical performance testing.
H-owever, you have not provided dispersion testing for any of the electrodes. Please provide
dispersion testing to ensure that current traveling through the electrodes does not congregate
in "hot spots." This is important to ensure that your device is reasonably safe for its indicated
use.

V Recommendation

The OTC TENS for Arm and Leg Pain Relief, Model WL-2407 requires additional
information in order to proceed with the review.

Therefore, I recommend that the file be put on telephone hold (TH).
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Lead Reviewer Signoff:

//Z/s/or7
Rahul Ram (ODE/DONEDIONJ~

Branchnoff

Brid 4un /m (ODE/DONED/ONDB)

Date A//-- ?Concur: Yes 4?oN FH

Division Signoff:

Kesia Alexander, Ph.D. (ODE/DONED)

Date. Concur: Yes [ No []
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Ram, Rahul

From: Ram, Rahul
ent: Wednesday, November 18, 2009 5:14 PM
.0: 'jenny~welllifehealthcare.com.tw'

Cc: Cunningham, Bradley
Subject: K091757/S2

Attachments: Telephone Hold Memorandum.pdf

jenny:

Thank you for your latest supplement regarding WL-2407. The submission is being placed on hold pending receipt
of responses to deficiencies in the attached file.

Telephone Hold
Memnorandumn.pcdf..

Thanks,

Rahul

RAhu K. Ram
L.TJG, USPHS
FDA \ CDRI-I \ ODE

YVEW,) Division of Ophthalmnic, Nleurologic &ENT Devices (DO-NED),
(NEW) Opbhahalic Lasers, P'kurstimu/ators & Dia~gnostic Devices Branch (ONDB)
rahul.ram~fda.hhs.gov
(NEW) 301-796-6610 (v)
(NVEW) 301-847-8126 (f-1)
(NEW) 301-847-8127 (f-2)
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Public Health Service
DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
Memorandum

Date: November 17, 2009

From: Rahul K. Ram.
Lead Reviewer, K091757 / S2
Ophthalmic Lasers, Neuromuscular Stimulators, & Diagnostic Devices Branch
Division of Ophthalmic, Neurologic and ENT Devices
Center for Devices and Radiological Health

To: Jenny Hsieh
Official Correspondent, Well Life Healthcare, Ltd.
I Fl., No. 16, Lane 454, Jungjeng Rd.
Yunghe City, Taipei County, Taiwan, R.O.C.
jenny~welllifehealthcare.com.wtw

Subject: 510(k): K091757 / S2
Trade Name: OTC TENS foi Arm and Leg Pain Relief, Model WL-2407
Dated: November 13, 2009
Received: November 16, 2009

We have reviewed the supplement to your Section 510(k) premarket notification responding to
our October 13, 2009 letter. We cannot determine if the device is substantially equivalent to a
legally marketed predicate device based solely on the information you provided. This 510(k)
submission is being placed on HOLD pending the submission of responses to the following
deficiencies:

1. In response to deficiency 1, you identify another garment electrode / TENS device
combination predicate (K033122, "5000Z System") and provide a comparison of
overall impedance between the TheraKnit electrodes and the electrodes of the 5000Z
system. Based upon this comparison, you reason that the TheraKnit garment electrode
can be used with the WL-2407 stimulator. Because the TheraKnit device intended is for
prescription use only, it is inappropriate to package or sell the TheraKnit with your
device, as your device is for over-the-counter use. Therefore, please confirm that your
device is not packaged or sold with the TheraKnit device (instead, it is only indicated to
be used with the TheraKnit device). Furthermore, please revise your "Operation
Manual" to include the following warning:

"The TheraKnit Garment Electrodes are for prescription use only, therefore use of
these accessories can only be sanctioned by a licensed healthcare provider."
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Alternatively, please remove all references to the TheraKnit Garment Electrodes from
your submission and labeling.

2. In response to deficiency 2, you provide testing and calculations in Attachment 2 of the
submission. The testing shows that the output power and power density is roughly half
of the corresponding values for your predicate device. You claim that this is due to the
fact that "the 5000Z is a high voltage stimulator, whilst WL-2407 is a typically
asymmetrical biphasic TENS device." However, you have not stated why this does not
significantly diminish the effectiveness of your device. Therefore, please revise your
510(k) summary to include the following:

a. The results of all comparison testing noted in Attachment 2, and;

b. An acknowledgement of the lower output power and power density of your
device and a scientific rationale for how effectiveness is equivalent.

This information is important to ensure that your device is equivalent to your predicate
devices.

3. In response to deficiencies 2 and 3, you have provided electrical performance testing.
However, you have not provided dispersion testing for any of the electrodes. Please
provide dispersion testing to ensure that current traveling through the electrodes does
not congregate in "hot spots." This is important to ensure that your device is reasonably
safe for its indicated use.

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues" document. It is available on our Center web page at:
http:Hwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDevice
ProvisionsofFDAModernizationAct/ucmI 36685.htm

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(l), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish substantial

4I/
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equivalence. Clinical investigations of this device must be conducted in accordance with the
investigational device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premnarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 5 10(k); therefore, all information previously submitted must be resubmitted
so that your new 5 10(k) is complete. Please note our guidance document entitled, "Guidance
for Industry and FDA Staff FDA and Industry Actions on Premarket Notification (510O(k))
Submissions: Effect on FDA Review Clock and Performance Assessment". The purpose of
this document is to assist agency staff and the device industry in understanding how various
FDA and industry actions that may be taken on 5 1 0(k)s should affect the review clock for
purposes of meeting the Medical Device User Fee and Modernization Act. You may review
this document at
http2:/www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Over-view/MedicalDevice
UserFeeandModernizationActMDUFMA/default.htm

The requested information, or a request for an extension of time, should reference your above
5 10(k) number and should be submitted in duplicate to the Document Mail Center at the Center
for Devices and Radiological Health (CDRH):

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (W066-G609)
10903 New Hampshire Avenue
Silver Spring, Maryland 20993-0002

If you have any questions concerning the contents of this memorandum, please contact Rahul
Ram at (301) 796-6620.
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared toA3)Marketed 5 ice

Descriptive Information Does New Device Have Same NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indication Statementt · Therapeutic/Diagnostic/etc. Effect YES Eguivalcnt Determination

Device Requested as Needed (in Deciding, May Consider Impact on
tYES Safety an1 Effectiveness)?**

New Device Has Same Intended NO
Use and May be "Substantially Equivalent"

New Device Has 0
New Intended Use

Does New Device Have Same 0
Technological Characteristics, NO Could the New
e.g. Design, Materials, etc.? · Characteristics Do the New Characteristics

YES Affect Safety or - Raise New Types of Safety YES 0
Effecti eness? or Effectiveness Questions?-*

NO Are the Descriptive NO
Characteristics Precise Enough N O

NO (~ to Ensure Equivalence? ·

NO
Are Performance Data Do Accepted Scientific

Available to Asses Equivalence?*" YES Methods Exist for
Assessing Effects of NO

the New Characteristics?
YESYE

Performance Are Performance Data Available N

Data Required To Assess Effects of New

YI]ES

Performance Data Demonstrate Performance Data Demonstrate
Equivalence? C) . Equivalence? 1

jNO YES ~~~~~~~~~~~~~~YES NO

"Substantially Equivalent"
To Determination To

510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and "predicate" (pre-Amendments or reclassified post-Amendments) devices is unclear.

·.:..:. This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

Data maybe in the 510(k), other 51 0(k)s, the Center's classification files, or the literature.
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Public Health Service
DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
Memorandum

Date: November 17, 2009

From: Rahul K. Ram/
Lead Reviewer, K091757 / 2
Ophthalmic Lasers, Neuromuscular Stimulators, & Diagnostic Devices Branch
Division of Ophthalmic, Neurologic and ENT Devices
Center for Devices and Radiological Health

To: Jenny Hsieh
Official Correspondent, Well Life Hlealthcare, Ltd.
I Fl., No. 16, Lane 454, Jungjeng Rd.
Yunghe City, Taipei County, Taiwan, R.OC.
jenny~welllifehealthcare.com.wtw

Subject: 5 10(k): K091757 /52
Trade Name: OTC TENS for Arm and Leg Pain Relief, Model WL-2407
Dated: November 13, 2009
Received: November 16, 2009

We have reviewed the supplement to your Section 5 1 0(k) premarket notification responding to
our October 13, 2009 letter. We cannot determine if the device is substantially equivalent to a
legally marketed predicate device based solely on the information you provided. This 5 10(k)
submission is being placed on HOLD pending the submission of responses to the following
deficiencies:

1 . In response to deficiency 1, you identify another garment electrode / TENS device
combination predicate (K033 122, "5000Z System") and providef a comparison of
overall impedance between the TheraKnit electrodes and the electrodes of the 5000Z
system. Based upon this comparison, you reason that the TheraKnit garment electrode
can be used with the WL-2407 stimulator.Beas th T h ra ntt dev e tend so
prescription use onl;y, it is inappropriate f 6rvc t6¶paUage'oVsold with the
TheraKnit devic tease confirm that your device is not packaged or sold with the & v

"k' The T~heraKnit Garment Electrodes are for prescription use only, therefore use of
these accessories can only be sanctioned by a licensed healthcare provider."
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Alternatively, please remove all references to the TheraKnit Garment Electrodes from
your submission and labeling.

2. In response to deficiency 2, you provide testing and calculations in Attachment 2 of the
submission. The testing shows that the output power and power density is roughly half
of the corresponding values for your predicate device. You claim that this is due to the
fact that "the 5000Z is a high voltage stimulator, whilst WL-2407 is a typically
asymmetrical biphasic TENS device." However, you have not stated why this does not
significantly diminish the effectiveness of your device. Therefore, please revise your
5 10(k) summary to include the following:

a. The results of all comparison testing noted in Attachment 2, and;

b. An acknowledgement of the lower output power and power density of your
device and a scientific rationale for how effectiveness is equivalent.

This information is important to ensure that your device is equivalent to your predicate
devices.

3. In response to deficiencies 2 and 3, you have provided electrical performance testing.
However, you have not provided dispersion testing for any of the electrodes. Please
provide dispersion testing to ensure that current traveling through the electrodes does
not congregate in "hot spots." This is important to ensure that your device is reasonably
safe for its indicated use.

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 5 10(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues" document. It is available on our Center web page at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDevice
ProvisionsofFDAModernizationAct/ucm 136685.htm

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(I), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish substantial
equivalence. Clinical investigations of this device must be conducted in accordance with the
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investigational device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 5 10(k); therefore, all information previously submitted must be resubmitted
so that your new 510(k) is complete. Please note our guidance document entitled, "Guidance
for Industry and FDA Staff FDA and Industry Actions on Premarket Notification (510(k))
Submissions: Effect on FDA Review Clock and Performance Assessment". The purpose of
this document is to assist agency staff and the device industry in understanding how various
FDA and industry actions that may be taken on 5 10(k)s should affect the review clock for
purposes of meeting the Medical Device User Fee and Modernization Act. You may review
this document at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDevice
UserFeeandModernizationActMDUFMA/default.htm

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to the Document Mail Center at the Center
for Devices and Radiological Health (CDRH):

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (WO66-G609)
10903 New Hampshire Avenue
Silver Spring, Maryland 20993-0002

If you have any questions concerning the contents of this memorandum, please contact Rahul
Ram at (301) 796-6620.
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F nod and 1)rug Adninistrti, n
4 ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~Offcc of Device EvAlation~ &

Ofiunf I.n ,itn~ .DgnIttics

COVER SHEET MEMORANDUM

t4

From: Rahul Rant B.S./

Subject: 510(k) (Special-o- T aditional) K021757/Sl

To: The Record

Please list CTS decision code: TH.
LI Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
littpi: / /roomi. Fdti.irov /eRoomnRecj/F-ile. /C:DII-13 /:DRIU-11rl l~rlcmakNotifica itionnl 10ki~roriira/O -5
631 /Scrciniti%20Che.(cklist%207%202%2007.dioc)
,/ Hold (Additional Information or Telephone Hold).
U1 Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.)

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations,S
etc.):

Indications for Use Pages iAttach IFU

5 10(k) Summary /510(k) Statement Attach Summnag Yes

Truthful and Accurate Statement. AMuslbe present for a Aial Decision yes

Is the device Class III? ' No
If yes, does firm include Class III Summary? Mast be present for a Final De iin

Does firm reference standards? FDA Forms 3654 Provided
OIf yes, please attach form from Yes
hitt): //wwvw. fdai.ivo/op~acoim/miorechioices /f iaforims /1 FDA-3i 54.dt)

Is this a combination product?
(Please specify category -.. A _' seeI
hittp)://eroomi.fda,-.gov/el~ooimilec/F-iles/CD~I1-13/CDRI~-11'remiarketNotiFicatoio5i lkP No
rograin/0 41 3b/COM',BINATI ON(%/20J'R~ODUL'CT%/~20A1 ,G ORITHM 0/020rRZI-vl\ SE
DL20 3- L2 2Ž0 -3 OC

Is this a reprocessed single use device?
(Guidance for Industry and F7DA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, N
lhttpi)/www. fdmgi.~o\/cdrlh/ode/nu~idanItce/ 12106.htmDnl

Is this device intended for pediatric use only? _R

Is this a prescription device? (If both prescription & OTC, check both boxes.) OTC No

Is clinical data necessary to support the review of this 510(k)?
Did the application include a completed FORM FDA 3674, C'er~lifcation wvith Requirements of N
Clinicalffials.vgv Data Bank? N
(If not, then applicant must be contacted to obtain completed form.)
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Does this device include an Animal Tissue Source? No

All Pediatric Patients age<=21 n/a

Neonate/Newborn (Birth to 28 days) n/a

Infant (29 days -< 2 years old) n/a

Child (2 years -< 12 years old) n/a

Adolescent (12 years -< 18 years old) n/a

Transitional Adolescent A (18 -<21 years old) Special considerations are being given to this group, different
from adults age Ž 21 (different device design or testing, different protocol procedures, etc.)

Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years old) n/a

Nanotechnology No

Is this device subject to Section 522 Postmarket Surveillance? Contact
(Postmarket Surveillance Guidance, OSB. No
http:/ /lwwv.tfda.gov/cdrh /osb/guidance/ 316.html)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Con/act OC No
Guidance, http://vwt-w.fda.gov/cdrh/comp/guidance/l69.hntl) N

Regulation Number Class* Product Code

21 CFR 882.5890 II NUH
(*If unclassified, see 510(k) Staff)

Additional Product Codes: GXY1

Review: a w 7f,~----/-

(Branch Chief) (Branch Code)

(Date) / 0/</i/.~o

Final Review:
(Division Director)

(Date)
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PRE-REVIEW FORM: COMPANY/DEVICE HISTORY

Please complete the pre-review form prior to beginning the review of this 510(k). This form is designed to be a
tool to identify key items that may be important to consider regarding the regulation of the subject device and if
you should even begin the review of the 510(k).

If you answer YES to questions 1, 2 or 3; do NOT begin the review of this 510(k):

1. Are you aware of the submitter being the subject of an integrity investigation? Not
(Please see H:\IN'FGRITY IJST\CDRfI REVIFE WER SCREENING

LIST.DOC) Aware
2. Is the device exempt from 510(k) by regulation (Please see

http://croom. fda.go'v/cRoomReq/Filcs/CDRHI-13/CDRI-lPrnrcmarkctNotification5i
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _N o

OkProgram/0 4134/510(K)/%2/EXF;MI)%IX~20%201FOI0\RI.DOC or subject to I
enforcement discretion (No regulation - See 510(k) Staff)?

3. Does this device type require a PMJA by regulation? N
(Please see management.)

Questions 4-8 are intended to help you start your review: 0

1. Is this 510(k) a candidate for "Refuse to Accept"?

(If so, please use the Traditional/Abbreviated or Special 510(k) Refuse to Accept No
Screening Checklist, http: //erooml..fta.gov/elooml.ec1 /F'iles/CDI-13/CDlI-I
PremarketNotification 510kProgram/ Screening Checklist)

2. a. Did the firm request expedited review? (See management.) I No
b. Was expedited review granted? (See Guidan'ceforlndusigy and FDA Stqff:

Expedi/ed Review of Devices for J'remarker Submissions, N/A
http: / /www. fda.gov/cdrh/mdufina /giidance/ 108I.hrtn) N/

3. To the best of your knowledge, was there a Please list document number
pre-IDE, 51 3 (g) or other pre-submission for and/or date, here: No
this type of device?

4. To the best of your knowledge, has a 510(k) Please list document number,
previously been submitted for this specific here: No
device (i.e., previously found NSE or
xwithdrawn)?

5. Does this device have indications or technology that are cross-cutting and impact

the review policy of another branch(es)? (Please contact other branch(es) and see
Guidancefor Indust0 , and FDA Staff on Bundling Multiple Devices or Mul/ti/e lndi tNions in o
a Single Submission http: / /Wvw. fda.gov/cdrh /mdufinaa/gutidance/ 1215.titml)
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Screening Checklist for Traditional/Abbreviated Premarket
Notification [510(k)] Submissions

based on
Guidance for Industry and FDA Staff

Format for Traditional and Abbreviated 510(k)s
hrtp: / /Nv;v.fda.gov /cdrh/odc/guidancc/ 1567.hmnl

MDUFNLM Cover Sheet Medical Device User Fee Cover Sheet
wwvw.fdai.gov/oc/imdufima /coversheet~h t Yes
fill

CDRH Premarket CDRH Premarket Review Submission
Review Submission Cover Sheet Yes
Cover Sheet , vkvx. fda.gov/opacom/morechoices /da f

orms/FDA-3514.ptdf ]

5 10(k) Cover Letter Appendix A of "Guidance for Industry
and FDA Staff Format for Traditional i
and Abbreviated 510(k)s" updated Yes
November 17, 2005

Indications for Use Device Advice" Content of a 510(k)"
Statement Section D

xw xx",x.fda.gov/cdrh/devad\'ice/314312.htY
ml#hnk 6

510(k) Summary or Device Advice ", Content of a 510(k)" Yes
510(k) Statement Section E

(510(k) .Iaeutwwvw.xvfda.tgov /cdrh/dcvadvicc/314312.h(t
ml#link 7 Summary)

Truthful and Accuracy Device Advice" Content of a 510(k)"
Statement Section G

\Vw\Vw. fda.Qov/cdrh/devadvice/314312.htr
mn#link 9

Class III Summary and Class III Summary and Certification
Certification Form n/a n/a n/a

\V\\,v. fda.go v/cdrh /manual/stmnnciii.hnltl
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Financial Certification FORM FDA 3454, Certification:
or Disclosure Statement Financial Interests and Arrangements of

Clinical Investigators
\xwW. fda.gov/opacom/morechoices / fda f

orms/FDA-3454.pdf

FORM FDA 3455, Disclosure: Financial
Interests and Arrangements of Clinical
Investigators
www'.fdla'go°;/opacom/niorcchoiccs/f iaf
ornms/FDA-3455.pdf

Financial Disclosure by Clinical
Investigators
wwvw. fda.tgov/oc/guidancc/ financialdis.ht
ml.

Declarations of Use of Standards in Substantial
Conformity and Equivalence Determinations
Summary Reports w-ww. fda.gov/cdrh/odc/guidance/ 1131 .h
(Abbreviated 510(k)s) tml.

FDA Standards program

www'fda.gov/cdrh/srdsprhni. n/a n/a n/a
Declaration of conformity
wwvw. fda.gov/cclrb /devadvicc//3145.bttmlI
#1ink 9

Required Elements for Declaration of
Conformity to Recognized Standard
xvwxv.fda.gov/cdrh/ode/reqrecstand.hnltI

Executive Summary See section 10 in Chapter II of "Guidance
for Industry and FDA Staff Format for Yes
Traditional and Abbreviated 510(k)s"
updated November 17, 2005

Device Description See section 11 in Chapter II of "Guidance
for Industry and FDA Staff Format for Yes
Traditional and Abbreviated 510(k)s"
updated November 17, 2005

Substantial Equivalence Guidance on the CDRH-I Premarket
Discussion Notification Review Program 6/30/86 Yes Inadequate

(K86-3),
www.fdacfmov/cdrh/k863.htm]

Proposed Labeling Device Advice" Content of a 510(k)"

Section H
Yes I Inadequate

www.fdag.ov/cdrh/devadvice/314312.ht
ml#tink 10

Rev. 5/30/07
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Sterilization/Shelf Life Updated 510(k) Sterility Review Guidance
(K90-1)
\wvW. fda.~-o v/cdrh /ode/gulidance/361 .ht
Iril

For reuse of single use devices, see
Guidance for Industry and FDA Staff-
Medical Device User Fee and n/a
Modernization Act of 2002 Validation
Data in Premarket Notification
Submissions (510(k)s) for Reprocessed
Single-Use Medical Devices
wxv. fda.gov/cdrh/ode/guidance/1216.h
tini]

Biocompatibility FDA Blue Book Memo, G95-1, Use of
International Standard ISO-10993,
"Biological Evaluation of Medical Yes
Devices Part 1: Evaluation and Testing"
Nx,vv. fda.gov /cdrbl/g951.html

Software Guidance for the Content of Premarket
Submissions for Software Contained in n/a
Medical Devices
wvw. fda.gov/cdrh/ode/softvare.html

Electromagnetic CDRH Medical Device Electromagnetic
Compatibility/Electrical Compatibility Program
Safety www. fda.gov/cdrh/ctrc

See also IEC 60601-1- 2 Medical Yes Inadequate
Electrical Equipment -- Part 1: General
Requirements for Safety; Electromagnetic
Compatibility -- Requirements and Tests
(Second Edition, 2001)

Performance Testing - See section 18 in Chapter II of "Guidance
Bench for Industry and FDA Staff Format for n/a

Traditional and Abbreviated 510(k)s"
updated November 17, 2005

Performance Testing- See section 19 in Chapter II of "Guidance
Animal for Industry and FDA Staff Format for n/a n/a n/a

Traditional and Abbreviated 510(k)s"
updated November 17, 2005

Rev. 5/30/07
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Performance Testing - See section 20 in Chapter II of "Guidance
Chnical for Industry and FDA Staff Format for

Traditional and Abbreviated 510(k)s"
updated November 17, 2005

Certification/Disclosure Forms: Financial
Interests and Arrangements of Clinical n/a n/a n/a
Investigators

\wvw. fda.gov/opacom/morechoices / fdaf
orms/FDA-3454.pdf
\wV\w. fda.gov/opacom/morechoices / fda f
orms/FDA-3455.pdf

Kit Certification See pages 3-12 and 3-13 in the Premarket

Notification [510] Manual and the
Convenience Kits Interim Regulatory

Guidance

Rev. 5/30/07
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DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration

Center for Devices & Radiological Health

Division of Ophthalmic, Ear, Nose, and Throat Devices
Diagnostic and Surgical Devices Branch

9200 Corporate Boulevard HFZ-460
Rockville, MD 20850

(240) 276-1498

Premarket Notification [510(k)] Review

Date: 10/13/09
To: RECORD
From: Rahul Ram
Subject: Special-to-Tradftional, K091757/S1

Company: Well Life Healthcare, Ltd. Contact: Jenny Hsich
1 Fl., No. 16, Lane 454, Jungjeng Rd Official Correspondent, Well Life
Yunghe City, Taipei County, Taiwan, R.O.C Healthcare, Ltd.
Device Trade Name: OTC TENS for Arm Email: jenny~welllifehealthcare.com.tw
and Leg Pain Relief, Model WL-2407

Description: OTC TENS Device / Phone: 886-2-29282112
Garment Electrodes

510(k) Received Date: September 1, 2009 Fax: 886-2-29281880
Sponsor-Identified Predicate Devices:

510K # Pro Device Name Company
Code

K063660 N UH OTC TENS FOR LOW BACK PAIN Well-Life
RELIEF, MODEL WL-2407 Healthcare

K060846 NUH, Therapeutic Massage Companion Endurance
GZX Therapeutics

K033122 NUH 5000Z System Prism Medical

Recommendation
The EMSI Garment Electrode requires additional information in order to proceed with the
review.

Therefore, I recommend that the file be put on telephone hold (TH).

Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief.
Regulatory Class: Class II
Product Code: NUH

'33
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Additional Product Codes: GXY

IFU as specified in the submission: [] Pediatric [] Rx [ OTC

"The OTC TENS for Arm and Leg Pain Relief /Model WL-2407 are intended for
temporary relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and work
activities."

K Memo Page 2 of II
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Purpose and Background

The applicant would like to introduce OTC TENS fat Armn and Leg Pain Relief (Model
WL-2407) into interstate commerce. The original submission (1(091757) was submitted as a
Special 510(k), however due to the change in the Indications for Use it was determined (by
the lead reviewer at the time, Dexiu Shi) not to qualify for this type of submission. Dexiu
requested additional information to meet the requirements of a Traditional 510(k), xvhich the
applicant has provided in the current submission (K091757 / 001).

II Administrative Requirements

Sponsor is on Integrity List

MDUFMNA Cover SheetYe

CDRH Premarket Review Submission Cover Sheet Yes

510(k) Cover Letter Yes

Indications for Use page ,T~Iia b"rj .... j~ Yes

Truthful and Accuracy Statement Yes

510(k) Summary or 510(k) Statementl ..... IJfl[4 Yes

Class III Summary and CertificationA n/a

Financial Certification or Disclosure Statement (Clinical) na

Certification Statement/Information Form 3674 (Clinical)Bi n/a

Standards Data Report for 510(ks {Yes
Executive Summary IYes

Table 1: Summary of administrative documents provided in the submission.

':~I 807,r(FX) and! 517,94

If box 9C i: checked. record the Natinal Clinical'.1 ial (N ClI) une' and .ake a cope of he Cetifiatin, Porn and ( r-'ard to the

IDR Stiff ([I ln-4(12.
Ii rni fw w d, ......i in , ,, rchic ldw, F 1ci/ FlDA -1674 Ud

Review Team
Lead Reviewer Dexiu Shi, Rahul Ram (ONDB)

REVIEW COMMENT: Administrative requirements for the device
submission have been ADEQUATELY met.

III Compatison of Indications for Use to Predicate Devices

Current Submnission. 1(090416 (OTC TENS for Arm and Leg Pain Relief (Model WL-2407):

C'Th e 07TC TE NS for A tm and Le~g Pain Relief /Model [IL-24 07 are inte nded for temto ragy relief of

pain associated with sore and aching muscles in the upper and lower extremities (arm and! or le) due to
strain from exercise or normal household anti work activities. " (OTC)

K Memo Page 3 of I 1
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Predicate Submission_ K060846 (Therapeutic Massage Companion):

'To be used for temporary relief ofpain associated with sore and aching muscles in the lower back due to
strain from exercise or normal household work activities choose
Manual modes 1, 2, 3, 4, 5, 6 or Auto 4

To be used for temporay relief ofpain associated with sore and aching muscles in the upper extremities (arm)
due to strain from exercyse or normal household work activities choose Manual modes 1, 2, 3, 4, 5, 6 or
Auto 1 or Auto 3
To be usedfor temporasy relief ofpain associated with sore and aching muscles in the lower extremities (leg)
due to strainfrom exercise or normal household work activities choose Manual modes 1, 2, 6 or Auto I or
Auto 4

Used to stimulate healtly muscles in order to improve andfacilitate muscle performance choose Manual Mode
I orAuto Mode 2"

Predicate Submission. K033122 (5000Z System):

'The 5000Z System (OTC) is intended for the symptomatic relief and management of pain in the upper and
lower extremities (arms and legs)"

REVIEW COMMENT: The applicant's own predicate device (whose IFU is
not listed above) does not have a similar IFU to the current device.
However, the IFU of the current device is equivalent to the above IFU
statements. Furthermore, the IFU statement for the current device, as
listed above, has been reproduced identically in the labeling. THE
INDICATIONS FOR USE ARE ADEQUATE.

IV Device Description - Overall

OTC TENS for Arm and Leg Pain Relief, Model WL-2407 (hereinafter "the current
device") is a TENS device intended for temporary relief of pain associated with sore and
aching muscles in the upper and lower extremities. The applicant states that the "hardware
and software design of the device is completely identical to that of K063660 (the applicant's
own device), "except for ...... the electrode."

REVIEW COMMENT: The applicant provides no conflicting information
that disputes the claim that the current device is identical to the predicate
K063360 (WL-2407 for lower back), except for the new electrodes.
Therefore, this review will focus on device performance for the new IFU
and safety and effectiveness of the new electrodes.

V Device Description - Electrodes

The applicant has included six types of electrodes as part of this device:

K Memo Page 4 of 11
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- 1) Glove garment electrode
- 2) Elbow Sleeve garment electrode

- 3) Knee Sleeve garment electrode

- 4) Sock garment electrode

The applicant stated in the original submission that the above garment electrodes have been
cleared under K053214 (TheraKnit Garment Electrodes).I REVIEwCOMMENT: The above information is acceptable for this use.

However, the applicant has not placed this information in the labeling or
510(k) summary. DEFICIENCY 1 SHOULD BE CONVEYED TO THE APPLICANT.

- 5) Snap-type adhesive electrodes

The applicant stated in the original submission that the adhesive electrodes have been
cleared under K082065 (Well Life Self Adhesive Electrode).

REVIEW COMMENT: As noted above with the garment electrodes, the

above information is acceptable for this use. However, the applicant has
not placed this information in the labeling or 510(k) summary.
DEFICIENCY 1 SHOULD BE CONVEYED TO THE APPLICANT.

- 6) Neoprene + conductive silicone pad

In the original submission, the applicant stated that the conductive gel was cleared under
K983964 (Batch #6060 Conductive Gel).

REVIEW COMMENT: The applicant has not placed information regarding
the conductive gel in the 510(k) summary or labeling. DEFICIENCY 1
SHOULD BE CONVEYED TO THE APPLICANT. Furthermore, the applicant has
provided biocompatibility testing for the neoprene + silicone pad. See the
"biocompatibility" section for more information.

Is the device life-supporting or life sustaining? No

Is the device an implant (implanted longer than No
30 days)?

Does the device design use software? No

Is the device sterile? No

Is the device for single person use? No

Is the device reusable (not reprocessed single Yes
use)?

K Memo Page 5 of 11
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Are "cleaning" instructions included for the end Ye
user?

Table 2: Summary of important device characteristics

I. If implanted, see ISO 10933-3, 61 11, as well as the usual electrode
tests.

Third IPar~y Components / Accessories

The device contains 3 third party components (mentioned in detail above):

- 1K082065 (Well Life Self Adhesive Electrode).

- K(983964 (Batch #6060 Conductive Gel).

- K(053214 ('iheral~nit Garment Electrodes)

Cleanin~g Instrvctions

The applicant provides cleaning instructions for each component of the device in the
labeling.

REVIEW COMMENT Upon review of the labeling, it is noted that the
cleaning instructions are ADEQUATE.

VI Comparison of Performance to Predicate Devices

The applicant, in the current submission, has provided output characteristics for the current
device and two devices which have the same indications for use, with corresponding
waveforms. Information for the output characteristics of the predicate devices have been
taken from those respective 510(k) summaries.

REVIEW COMMENT. The output characteristics are reasonably similar to
the 11040 (Therapeutic Massage Companion), however current density is
an order of magnitude lower than the 11040. The following is not clear: a)
how this current density was calculated, and b) whether this low current
density affects the device's ability to treat pain. DEFICIENCY 2 SHOULD BE
CONVEYED TO THE APPLICANT.

VII Labeling

For all "No" answers see explanation in Reviewer Comments below table.

H-as the prescription statement been provided in n

K Memo Page 6 of I11
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accordance with 21 CFR 801.109(b)(1)) or "Rx only".

Adequate instructions for OTC use? Yes

Appropriate indications for use provided? Yes

Appropriate contraindications provided? Yes

Appropriate warnings provided? Yes

Appropriate cautions provided? Yes

Appropriate precautions provided? Ye

Appropriate labeling inside device? (e.g. color codes, PS
label)

Appropriate labeling/alarm outside device? (e.g. name,
BF, class)

Appropriate labeling in Manual? (e.g. font, contact #,
print date) Yes

Table 4: Summary of the appropriateness of several aspects of the labeling.
These were checked in accordance with appropriate guidance documents
and/or standards.IREVIEWVCOMMENT:The labeling is equivalent - in some cases verbatim -

to that provided in the two predicate devices. However, some necessary
information is missing from the labeling, related to the electrodes change.
SEE DEFICIENCY 1.

VIII Sterilization, Shelf Life and/or Reuse

The device is not labeled as a sterile or single use device.

1. Sterilant:

a. Sterilization method description
(e.g., Steam, EtO, Radiation): n/a

b. Dose, for radiation
(e.g., 25 - 50 kGy): n/a

c. Sterilant residuals remaining on the device: n/a

2. A description of the Validation Method for the
sterilization cycle (not data):
(Full citation of an FDA recognized standard is n/a
recommended
(e.g., ANSI/AAMI/ISO 11135))

3. Sterility assurance level (SAL):
(e.g., 10 6 for all devices (except 10'3 for devices that n/a
contact intact skin))

K Memo Page 7 of 11
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4. Is it labeled "Pyrogen Free" ('50.06 EU/mnL neural; n/
0.5 everywhere else)?

5. A description of the packagingna
(not including package integrity test data):na

IREvIEw COMMvENT The device is not-sterile, not implanted, and only
makes contact with the skin for a limited amount of time; therefore this I
section is NOT APPLICABLE.

IX Biocompatibiliy

The applicant has provided an "intracutaneous reactivity test" and "maximization test for
delayed hypersensitivity" for the neoprene belt with silicone pad.IREVIEW COMMENT The information provided demonstrates that the new1
electrode and belt are BIOCOMPATIBLE.j

X SoftwareIREVIEW COMMENT The device does not include software; therefore this 1
section is NOT APPLICABLE.j

xi Electromagnetic Compatibility and Electrical. Mechanical and Thermal Safety

Impedance Teslin~g

The applicant has not provided impedance testing for the new silicone pad.IREvIEW COMMENT This is NOT ADEQUATE. The applicant should provide

impedance testing to demonstrate effectiveness of the new electrode.
IDEFICIENCY X SHALL BE CONVEYED TO THE APPLICANT.

XII Performance TestingIREVIEW COMMENIT No testing was conducted aside from the
biocompatibility and electrical performance testing; no more testing is

necessary._______ Iefrac etn sNTAEUT.Sedfcece eae

to electrical performance testing above.

XIII Kit Certification

IREVIEW COMMENT The device is not a kit; therefore this section is NOT j
APPLICABLE.I

K Memo Page 8 of I11
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XIV Substantial Equivalence Discussion

YES NO __________

1. Is the product a device? V If NO, See 510(k)
staff

2. Is the device subject to 510(k)? 1e If NO, See 510(k)
staff

3. Same indications for use? V, if YES, Go To 5
4. Do the differences alter the effect or raise new questions of safety and/or If YES, Stop NSE

effectiveness?
5. Same technological characteristics? .V If YES, Go To 7
6. Could the new characteristics affect safety and/or effectiveness? VIf YES, Go To 8

7. Are the descriptive characteristics precise enough? If NO, Go To 10
____ ____ ___ ____ ____ ___ ____ ____ ___ ____ ____ ___ ____ ____ ___ ____ ___ If YES, Stop SE

8. Are there new types of safety or effectiveness questions? If YES, Stop NSE
9. Do accepted scientific methods exist for assessing the effects of the new If NO, Stop NSE

characteristics?
10. Are performance data available to allow for assessment of equivalence? V If NO, Request Data

11. Do the data demonstrate equivalence?

Final decision:

'Yes' responses to questions 4, 6, 8, and 1 1, and every "no' response requires an explanation.

1 . Explain why not a device: IT IS A DEVICE

2. Explain why not subject to 510(k): IT IS SUBTECT TO A 510K)

3. Explain how the new indication differs from the predicate device's indication:

THE NEW INDICATION DOES NOT DIFFER FROM THE PREDICATE'S INDICATION.

4. Explain why there is or is not a new effect or safety or. effectiveness issue:

NOT APPLICABLE. SINCE THE INDICATIONS FOR USE ARE THE SAME,

5. Describe the new technological characteristics;

NEW ELECTRODES (SOME PREVIOUSLY CLEARED UNDER OTHER 510(1(wj

6. Explain how new characteristics could or could not affect safety or effectiveness:

ELECTRICAL PERFORMANCE OF THE STIMULATOR WITH THESE ELECTRODES MAY BE
DIFFERENT (AND THUS RAISE POTENTIAL SAFETY /EFFECTIVENESS CONCERNS)

7. Explain how descriptive characteristics are not precise enough:

ELECTRICAL PERFORMANCE OF THE STIMULATOR / ELECTRODES NEEDS

CLARIFICATION

K Memo Page 9 of I1I
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8. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not
new:

THESE CONCERNS ARE TYPICAL OF THIS DEVICE TYPE.

9. Explain why existing scientific methods can not be used:

NOT APPLICABLE

10. Explain what performance data are needed:

IMPEDANCE TESTING AND CLARIFICATION OF PERFORMANCE TESTING IS RFOUESTED.

11. Explain how the performance data demonstrate that the device is or is not substantially
equivalent:

NOT APPLICABLE AT THIS TIME

X-V Deficiencies A 5cckk

I .You state that garment electrodes have been cleared under K0532 14 (TheraKnit Garment
Electrodes). You further state that the adhesive electrodes have been cleared under
K082065 (Well Life Self Adhesive Electrode), and the conductive gel has been cleared
under K983964 (Batch #6060 Conductive Gel). Please address the following:

a. You have not placed any of the above information in the 5 1 0(k) summary or
labeling. Please provide a revised 5 10(k) summary and labeling that informs the
user of the following third party components.

b. You have not indicated whether these third party components are packaged with
the device. Please be aware that some of these components are for prescription
use only, and it is inappropriate to package a prescription use device with an over-
the-counter device. Please clarify which components are packaged with your
device, if any.4

pv ~W au
2. You have-providedta comparison of output characteristics between your device and your

predicate devices. In this comparison, it is clear that the current density for your device is
significantly lower than that of your predicate devices. This may affect the device's ability
to reduce pain. Please provide the following:

a. Calculations for how you determined current and power density;

b. A revised comparison including a predicate with more similar out
characteristics (may be of the product code "NUH"' or "GZJ"), o ~a narrative
justification of why this low current density does not affect the device's ability to
reduce pain.

K Memo 0 ["-'Page IO oflII

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



3. You have included a cuff of neoprene and conductive silicone pads, which is new to this
device (not cleared under any other 510(k) submissions). However, you have not
demonstrated these electrodes' ability to conduct current. Please provide impedance testing
that demonstrates the ability to conduct current.

XVI Recommendation

The OTC TENS for Arm and Leg Pain Relief, Model WL-2407 requires additional
information in order to proceed with the review.

Therefore, I recommend that the file be put on telephone hold (TH).

Lead Reviewer Sign -'-~

Rahul Ram, B.S. (ODE!6ON 1ION B)

Dexi. Shi, Ph.T. (O qE/IDONED/O.N]V

Division Signoff.

Kesia Alexander, Ph.D. (ODE/DONED)

Date Concur: Yes E No E

K Memo Page 11 of 11

/r3

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Public Health Service
DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
Memorandum

Date: October 13, 2009

From: Rahul K. Ram.
Lead Reviewer, K091757 / SI
Ophthalmic Lasers, Neuromuscular Stimulators, & Diagnostic Devices Branch
Division of Ophthalmic, Neurologic and ENT Devices
Center for Devices and Radiological Health

To: Jenny Hsieh
Official Correspondent, Well Life Healthcare, Ltd.
I Fl., No. 16, Lane 454, Jungjeng Rd.
Yunghe City, Taipei County, Taiwan, R.O.C.
jenny~welllifehealthcare.com.wtw

Subject: 510(k): K091757 / SI
Trade Name: OTC TENS for Arm and Leg Pain Relief, Model WL-2407
Dated: August 20, 2009
Received: August 28, 2009

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. This 5 10(k)
submission is being placed on HOLD pending the submission of responses to the following
deficiencies:

1. You state that garment electrodes have been cleared under K053214 (TheraKnit
Garment Electrodes). You further state that the adhesive electrodes have been
cleared under K082065 (Well Life Self Adhesive Electrode), and the conductive gel
has been cleared under K983964 (Batch #6060 Conductive Gel). Please address the
following:

a. You have not placed any of the above information in the 510(k) summary or
labeling. Please provide a revised 510(k) summary and labeling that informs
the user of the following third party components.

b. Some of these third party components are indicated for prescription use.
However, you have not conducted any performance testing that shows they
would be safe and effective for over-the-counter use, which is the case when

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



used as part of your device. Please provide performance testing that shows
that these components are suitable for over-the-counter use.

2. You provide a comparison of output characteristics between your device and your
predicate devices. In this comparison, it is clear that the current density for your
device is significantly lower than that of your predicate devices. This may affect the
device's ability to reduce pain. Please provide the following:

a. Calculations for how you determined current and power density;

b. A revised comparison including a predicate with more similar output
characteristics (may be of the product code "NUH" or "GZJ"), or
performance data demonstrating that this low current density does not affect
the device's ability to reduce pain.

This information will aid in demonstrating the effectiveness of your device.

3. You include a cuff of neoprene and conductive silicone pads, which is new to this
device (not cleared under any other 5 10(k) submissions). However, you have not
demonstrated these electrodes' ability to conduct current. Please provide impedance
testing that demonstrates the ability to conduct current. This information will ensure
that your new electrodes are effective.

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 5 10(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues" document. It is available on our Center web page at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalD'vice
ProvisionsofFDAModernizationAct/ucm I 36685.htm

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(l), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish substantial
equivalence. Clinical investigations of this device must be conducted in accordance with the
investigational device exemption (IDE) regulations.
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If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k); therefore, all information previously submitted must be resubmitted
so that your new 510(k) is complete. Please note our guidance document entitled, "Guidance
for Industry and FDA Staff FDA and Industry Actions on Premarket Notification (510(k))
Submissions: Effect on FDA Review Clock and Performance Assessment". The purpose of
this document is to assist agency staff and the device industry in understanding how various
FDA and industry actions that may be taken on 510(k)s should affect the review clock for
purposes of meeting the Medical Device User Fee and Modernization Act. You may review
this document at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDevice
UserFeeandModernizationActMDUFMA/default.htm

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to the Document Mail Center at the Center
for Devices and Radiological Health (CDRH):

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (WO66-G609)
10903 New Hampshire Avenue
Silver Spring, Maryland 20993-0002

If you have any questions concerning the contents of this memorandum, please contact Rahul
Ram at (301) 796-6620.
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Food and Drug Administration
Office of Device Evaluation &

COV4R SHEET .MEMORANDUM Office of In Vitro Diagnosticsa ,,~ COVER SHEET MEMORANDUM

W From: Reviewer Name Dexiu Shi

Subject: 510(k) Number K091757

To: The Record

Please list CTS decision code : TH
Li Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http://eroom.fda.pov/eRoomRep/Files/CDRH3/CDRHPremarketNotification5lOkProgram/O 5631/Screeninp%20Checklist%207%
202%2007.doc)

I Hold (Additional Information or Telephone Hold).
El Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.)

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page Attach IFU

510(k) Summary /510(k) Statement Attach Summary (Appendix G)

Truthful and Accurate Statement. Must be present for a Final Decision

Is the device Class III?

If yes, does firm include Class III Summary? Must be present for a Final Decision

Does firm reference standards?
(If yes, please attach form from http://www.fda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf)

Is this a combination product?
(Please specify category N see
http://eroom.fda.pov/eRoomRep/Files/CDRH3/CDRHPremarketNotification5lOkProgram/0 413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).DOC

Is this a reprocessed single use device? ./

(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://www.fda.gov/cdrh/ode/puidance/1216.html)

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.) v

Is clinical data necessary to support the review of this 510(k)? /
Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?
(If not, then applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?

Is this device subject to Section 522 Postmarket Surveillance? Contact 08B.
(Postmarket Surveillance Guidance,
http://www.fda.qov/cdrh/osb/puidance/316.html)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, http://www.fda.qov/cdrh/comp/puidance/169.html)

Regulation Number: 882.5890 Class*: II Product Code: NUH

Review: k\2Q5~~
> RBanch Chief) (Branch Code) (Date)

. Final ReviewY ...-- 7'-~,V Z P /,za. 7A44 ivision Director) (Date)

Rev. 7/2/07 4 10
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PRE-REVIEW FORM: COMPANY/DEVICE HISTORY

Please complete the pre-review form prior to beginning the review of this 510(k). This form
is designed to be a tool to identify key items that may be important to consider regarding
the regulation of the subject device and if you should even begin the review of the 510(k).

If you answer YES to questions 1, 2 or 3; do NOT begin the review of this 510(k): :1111 e

1 . Are you aware of the submitter being the subject of an integrity investigation?
(Please see HAINTEGRITY LIST\CDRH REVIEWER SCREENING LISTODOC)

2. Is the device exempt from 510(k) by regulation (Please see V
httpx//eroom.fda.pov/eRoomRea/Files/CDRH3/CDRHPremarketNotification5l OkProara
m/0 41 34/510(K)%20EXEMPT%20%20FORM.DOC or subject to enforcement
discretion (No regulation - See 510(k) Staff)?

3. Does this device type require a PMA by regulation?
(Please see management.)

Questions 4-8 are intended to help you start your review: S
4. Is this 51 0(k) a candidate for "Refuse to Accept"?

(If so, please use the Traditional/Abbreviated or Special 51 0(k) Refuse to Accept
Screening Checklist,
http://eroom.fda.pov/eRoomReplFileslCDRH3lCDRH PremarketNotification~ilOkProgra
in/0 5631 /Screeninp%20Checklist%207%202%2007.doc)

5. a. Did the firm request expedited review? (See management,)
b. Was expedited review granted? (See Guidance for lndustr'y and FDA Staff.

Expedited Review of Devices for Premarket Submissions,
httpr//www.fda.pov/cdrh/mdufma/auidance/I 08. html)

6. To the best of your knowledge, was there a Please list document number
pre-I DE, 513(g) or other pre-submission for this and/or date, here:
type of device?

7. To the best of your knowledge. has a 510(k) Please list document number, herd:
previously been submitted for this specific device
(i.e., previously found NSE or withdrawn)?

B. Does this device have indications or technology that are cross-cutting and impact the
review policy of another branch(es)? (Please contact other branch(es) and see
Guidance for Industry and FDA Staff on Bundling Multiple Devices or Multiple
Indications in a Single Submission
hftt://www.fda.pov/cdrh/mdufma/puidance/1 21 5. html)

Rev. 7/2/07 44r
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Screening Checklist for Traditional/Abbreviated Premarket0 ~ ~~~~~Notification [510(k)] Submissions
based on

Guidance for Industry and FDA Staff
Format for Traditional and Abbreviated 51O(k)s
http://www.fda. cov/cd rh/ode/p uidance/1 567. html

MDUFMA Cover Sheet Medical Device User Fee Cover SheetV
www.fdapgov/oc/mdufma/coversheet. html

CDRH Premarket Review CDRH Premarket Review Submission Voluntary
Submission Cover Sheet Cover Sheet

www.fdaciov/opacom/morechoices/fdaforms/FDA-
3514. pdf

51 0(k) Cover Letter Appendix A of "Guidance for Industry and FDA Staff
Format for Traditional and Abbreviated 51 0(k)s"
updated November 17, 2005
hftb //www.fdapgov/cdrh/ode/puidance/1 567.html

Indications for Use Device Advice " Content of a 51 0(k)" Section D
Statement www fda pov/cdrh/devadvice/314312.html#link 6
510(k) Summary or Device Advice " Content of a251 0(k)" Section E X
510(k) Statement www.fda.cov/cdrh/devadvice/31431 2.html#link 7 Inadequate

Truthful and Accuracy Device Advice " Content of a 51 0(k)" Section G
ttement www fda pov/cdrh/devadvice/314312. html#link 9

lass III Summary and Class Ill Summary and Certification FormV
Certification . www.fda.pov/cdrh/manual/stmnciii.htmI

Financial Certification or FORM FDA 3454, Certification: Financial Interests
Disclosure Statement and Arrangements of Clinical Investigators

www.fda.pov/opacom/morechoices/fdaforms/FDA-
3454. pdf
FORM FDA 3455, Disclosure: Financial Interests and
Arrangements of Clinical Investigators
www.fda.pov/opacom/morechoices/fdaforms/FDA-
3455.Ddf
Financial Disclosure by Clinical Investigators
ww~trfda.pov/oc/puidance/financialdis.html.

Declarations of Use of Standards in Substantial EquivalenceV
Conformity and Summary Determinations
Reports (Abbreviated www fda ciov/cdrh/ode/puidance/1 131. html.
510(k)s) FDA Standards program

www.fda.pov/cdrh/stdsr~rop.html.
Declaration of conformity
www.fdapgov/cdrh/devadvice/3145.html#link 9
Required Elements for Declaration of Conformity to-
Recognized Standard

www.fda.cov/cdrh/ode/reprecstand. html

0
Rev. 5/30/07
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-xecutive Summary See section 10 in Chapter II of "Guidance for Industry X
and FDA Staff Format for Traditional and Not provide
Abbreviated 510(k)s" updated November 17, 2005

Device Description See section 11 in Chapter II of "Guidance for Industry X
and FDA Staff Format for Traditional and Inadequate
Abbreviated 510(k)s" updated November 17, 2005

Substantial Equivalence Guidance on the CDRH Premarket Notification X
Discussion Review Program 6/30/86 (K86-3), Inadequate

http://www.fda..ov/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/ucmO8l383.htm

Proposed Labeling Device Advice" Content of a 510(k)" Section H X
www.fda.aov/cdrh/devadvice/314312.html#link 10 Inadequate(

Sterilization/Shelf Life Updated 510(k) Sterility Review Guidance (K90-1) X
http://www.fda..ov/MedicalDevices/DeviceReaulation Not provide
andGuidance/GuidanceDocuments/ucm072783.htm
For reuse of single use devices, see Guidance for
Industry and FDA Staff - Medical Device User Fee
and Modernization Act of 2002 Validation Data in
Premarket Notification Submissions (510(k)s) for
Reprocessed Single-Use Medical Devices
http://www.fda.,ov/downloads/MedicalDevices/Devic
eRequlationandGuidance/GuidanceDocuments/UCM
071441 pdf

iocompatibility FDA Blue Book Memo, G95-1, Use of International X
Standard ISO-10993, "Biological Evaluation of Not provide
Medical Devices Part 1: Evaluation and Testing"
http://www.fda..qov/MedicalDevices/DeviceRequlation
andGuidance/GuidanceDocuments/ucm080735.htm

Software Guidance for the Content of Premarket Submissions X
for Software Contained in Medical Devices
http://www.fda.pov/MedicalDevices/DeviceRepulation
andGuidance/GuidanceDocuments/ucm089543.htm

Electromagnetic CDRH Medical Device Electromagnetic Compatibility X
Compatibility/Electrical Program Not provide
Safety http://www.fda.aov/Radiation-

Emitting Products/RadiationSafety/ElectromagneticCo
mpatibilityEMC/ucml16566.htm
See also IEC 60601-1- 2 Medical Electrical
Equipment -- Part 1: General Requirements for
Safety; Electromagnetic Compatibility --
Requirements and Tests (Second Edition, 2001)

Performance Testing - See section 18 in Chapter II of "Guidance for Industry X
Bench and FDA Staff Format for Traditional and Not provide

Abbreviated 510(k)s" updated November 17, 2005

Performance Testing - See section 19 in Chapter II of "Guidance for Industry
Animal and FDA Staff Format for Traditional and

Abbreviated 510(k)s" updated November 17, 2005

¢I~~~~~~~~~~~~7
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.. .~~am

erfrmance Tsting - See section 20 in Chapter II of "Guidance for Industry X
Clinical and FDA Staff Format for Traditional and Not provide

Abbreviated 510(k)s" updated November 17, 2005
Certification/Disclosure Forms: Financial Interests
and Arrangements of Clinical Investigators
www.fda.cjov/opacom/morechoices/fdaforms/FDA-
34.df
www.fda.pov/opacom/morechoices/fdaforms/FDA-
3455.pdf

FORM FDA 3654, Standards Data Report Form - Farm 3654 x
Standards Data Report Not provide
for 510(k)s - 1: No standard used -
http:/Alwww. fda. gov/opaco Na Standards Form Required
m/morechoices/fdaforms1
FDA-3654.pdf 2: Declaration of Conformity -

Yes Standards Form Required

3: Standard but no declaration -
Yes Standards Farm Required

Kit Certification Device Advice
http://www.fda.pov/Medical~evices/DeviceReaulation
andGuidance/GuidanceDocuments/ucmOBO2l 3.htm

A<77
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Screening Checklist for Traditional/Abbreviated Premarket
Notification [510(k)] Submissions

based on
Guidance for Industry and FDA Staff

Format for Traditional and Abbreviated 510(k)s
http://www.fda.qov/cdrh/ode/quidance/1 567.html

MDUFMA Cover Sheet Medical Device User Fee Cover Sheet
www.fda.qov/oc/mdufma/coversheet.html

CDRH Premarket Review CDRH Premarket Review Submission Voluntary
Submission Cover Sheet Cover Sheet

www.fda..ov/opacom/morechoices/fdaforms/FDA-
3514.pdf

510(k) Cover Letter Appendix A of "Guidance for Industry and FDA Staff ,
Format for Traditional'and Abbreviated 510(k)s"
updated November 17, 2005
http://www.fda..ov/cdrh/ode/quidance/1 567.html

Indications for Use Device Advice " Content of a 510(k)" Section D ,
Statement www.fda.pov/cdrh/devadvice/314312.html#link 6

510(k) Summary or Device Advice" Content of a 510(k)" Section E X
510(k) Statement www.fda.aov/cdrh/devadvice/314312.html#Iink 7 Inadequate

Truthful and Accuracy Device Advice " Content of a 510(k)" Section G '
Statement www.fda.pov/cdrh/devadvice/314312.html#link 9

Class III Summary and Class III Summary and Certification Form .
Certification www.fda.cRov/cdrh/manual/stmnciii.html

Financial Certification or FORM FDA 3454, Certification: Financial Interests ,
Disclosure Statement and Arrangements of Clinical Investigators

www.fda..ov/opacom/morechoices/fdaforms/FDA-
3454.pdf
FORM FDA 3455, Disclosure: Financial Interests and
Arrangements of Clinical Investigators
www.fda.gov/opacom/morechoices/fdaforms/FDA-
3455.pdf
Financial Disclosure by Clinical Investigators
www.fda.gov/oc/.quidance/financialdis.html.

Declarations of Use of Standards in Substantial Equivalence /
Conformity and Summary Determinations
Reports (Abbreviated www.fda.pov/cdrh/ode/puidance/1 131 html.
510(k)s) FDA Standards program

www.fda. ov/cdrh/stdsproR html.
Declaration of conformity

I www.fda.gov/cdrh/devadvice/3145. html#link 9
Required Elements for Declaration of Conformity to
Recognized Standard
www.fda.gov/cdrh/ode/reprecstand.html

. Page I - Screening Checklist for K091757
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xecutive Summary See section 10 in Chapter II of "Guidance for Industry X
and FDA Staff Format for Traditional and Not provided
Abbreviated 510(k)s" updated November 17, 2005

Device Description See section 11 in Chapter II of "Guidance for Industry X
and FDA Staff Format for Traditional and Inadequate
Abbreviated 510(k)s" updated November 17, 2005

Substantial Equivalence Guidance on the CDRH Premarket Notification X
Discussion Review Program 6/30/86 (K86-3), Inadequate

http://www.fda.qov/MedicalDevices/DeviceRepulation
andGuidance/GuidanceDocumentslucmO81383.htm

ProposedLabeling Device Advice" Content of a 510(k)" Section H X
www.fda.qov/cdrh/devadvice/314312.html#link 10 Inadequate

Sterilization/Shelf Life Updated 510(k) Sterility Review Guidance (K90-1) X
http://www.fda..ov/MedicalDevices/DeviceRequlation Not provided
andGuidance/GuidanceDocuments/ucm072783.htm
For reuse of single use devices, see Guidance for
Industry and FDA Staff - Medical Device User Fee
and Modernization Act of 2002 Validation Data in
Premarket Notification Submissions (510(k)s) for
Reprocessed Single-Use Medical Devices
http://www.fda.,ov/downloads/MedicalDevices/Devic
eRepulationandGuidance/GuidanceDocuments/UCM
071441.pdf

3iocompatibility FDA Blue Book Memo, G95-1, Use of International X
Standard ISO-10993, "Biological Evaluation of Not provided
Medical Devices Part 1: Evaluation and Testing"
http://www.fda.qov/MedicalDevices/DeviceRe¢ulation
andGuidance/GuidanceDocuments/ucmO80735.htm

Software Guidance for the Content of Premarket Submissions X
for Software Contained in Medical Devices
http://www.fda..ov/MedicalDevices/DeviceRequlation
andGuidance/GuidanceDocuments/ucm089543.htm

Electromagnetic CDRH Medical Device Electromagnetic Compatibility X
Compatibility/Electrical Program Not provided
Safety http://www.fda.qov/Radiation-

EmittinqProducts/RadiationSafety/ElectromapneticCo
mpatibilityEMC/ucml 16566.htm
See also IEC 60601-1- 2 Medical Electrical
Equipment -- Part 1: General Requirements for
Safety; Electromagnetic Compatibility --
Requirements and Tests (Second Edition, 2001)

Performance Testing - See section 18 in Chapter II of "Guidance for Industry X
Bench and FDA Staff Format for Traditional and Not provided

Abbreviated 510(k)s" updated November 17, 2005

Performance Testing - See section 19 in Chapter II of "Guidance for Industry ,
Animal and FDA Staff Format for Traditional and

Abbreviated 510(k)s" updated November 17, 2005

Page 2- Screening Checklist for K091757
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erformance Testing - See section 20 in Chapter II of "Guidance for Industry X
Clinical and FDA Staff Format for Traditional and Not provided

Abbreviated 510(k)s" updated November 17, 2005
Certification/Disclosure Forms: Financial Interests
and Arrangements of Clinical Investigators
www.fda..ov/opacom/morechoices/fdaforms/FDA-
3454. pdf
www.fda.qov/opacom/morechoices/fdaforms/FDA-
3455. pdf

FORM FDA 3654, Standards Data Report Form - Form 3654 x
Standards Data Report Not provided
for 510(k)s - 1: No standard used -
http://www.fda.gov/opaco No Standards Form Required
m/morechoices/fdaforms!
FDA-3654.pdf 2: Declaration of Conformity -

Yes Standards Form Required

3: Standard but no declaration -
Yes Standards Form Required I

Kit Certification Device Advice .
http://www.fda.pov/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/ucmO8O2l3.htm

DA has recently redesigned the FDA website. As a result, some Web links embedded within the
above 510(k) Screening Checklist and Guidance documents are no longer valid If you find a link
that does not work, please try searching for the document using the document title. The updated
FDA 510(k) Screening Checklist is available at

http://www. fda. £ov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/Pre
marketSubmissions/PremarketNotification510 k/ucm071360. htm

.O Page 3 - Screening Checklist for K091757
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SPECIAL 510(k): Device Modification
ODE Review Memorandum

(Form for converting a special 510(k) to a traditional 510(k) is attached)

To: THE FILE RE: DOCUMENT NUMBER K091757

This 510(k) submission contains information/data on modifications made to the SUBMITTER'S own
Class II, Class III or Class I devices requiring 510(k). The following items are present and acceptable
(delete/add items as necessary):

1. The name and 510(k) number'of the SUBMITTER'S previously cleared device. (For a
preamendments device, a statement'to this effect has been provided.)

K063660 - OTC TENs for Low Back Pain Relief, Model Wl-2407

2. Submitters statement that the INDICATIONIINTENDED USE of the modified device as described in
its labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for
use, package labeling, and, if available, advertisements or promotional materials (labeling changes
are permitted as long as they do not affect the intended use).

Change in Indications for Use (IFU)

Proposed new IFU for modified device:

The OTC TENS for Arm & Leg Pain Relief, Model WL -2407 is intended for temporary relief of
pain associated with sore and aching muscles in the upper and lower extremities (arm and/or ley)
due to strain from exercise or normal household and work activities.

IFU for predicate device (I(063660):

The model WL-2407 TENs is intended for temporary relief of pain associated with sore and
aching muscles in the lower back due to strain from exercise or normal household and work
activities.

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering
drawings, photographs, users and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

The proposed modifications:

1. The change for the use of garment electrodes as standard accessories.
2. The change for the use of upper arm belt and snap type adhesive electrode as optional accessories.
3. The change in device labeling to change the description of indication for use based on the chane

of electrode as mentioned in I and 2.

e~~~~~~~~~~~~~~~~1s
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Reviewer's Comment:

The proposed Indication for Use and labeling has been changed. FDA guidance "The New 5 10(k)
Paradigm - Alternate Approaches to Demonstrating Substantial Equivalence in Premarket
Notifications - Final Guidance" clearly states that:

Modifications to the indications for usd of the device or any labeling change that affects the intended
use of the device should not be submitted as a Special 5 10(k)...

In addition, it should be clearly stated in the Special 5 10O(k) that the intended use of the modified
device, as described in its labeling, has not changed as a result of the modification(s).

Therefore, I believe this premarket application is not qualified for a special and it has been converted to a
traditional 5 10(k) based on the above reasons.

4. Comparison Information (similarities and differences) to applicant's legally marketed predicate
device including, labeling, intended use, physical characteristics.

The cited predicate device is for temporary relief of pain associated with sore and aching muscles in
the upper and lower extremities (arm and/or leg) however, the modified device is for muscles in the
lower back. The sponsor should identify an appropriate predicate device which has been cleared for
temporary relief of pain associated with sore and aching muscles in the lower back.

5. A Design Control Activities Summary which includes:
a) Identification of Risk Analysis method(s) used to assess the impact of the modification on the

device and its components, and the results of the analysis.
b) Based on the Risk Analysis, an identification of the verification and/or validation activities

required, including methods or tests used and acceptance criteria to be applied.
c) A declaration of conformity with design controls. The declaration of conformity should include:

i) A statement signed by the individual responsible, that, as required by the risk analysis, all
verification and validation activities were performed by the designated individual(s) and the
results demonstrated that the predetermined acceptance criteria were met, and

ii) A statement signed by the individual responsible, that the manufacturing facility is in
conformance with design control procedure requirements as specified in 21 CFR 820.30
and the records are available for review.

Reviewer's Comment: Since this special 5 10(k) has been convented to a traditional 5 10(k). The sponsor
needs to submit all appropriate documents required for traditional 5 10(k). (See attached deficiencies.)

6. A Truthful and Accurate Statementa 510(k) Su~mmary or Statement and the Indications for
Use Enclosure (and Class Ill Summary for Class Ill devices). Provided and acceptable.

2
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Recommendation: TH

The proposed Indication for Use and labeling has been changed. Therefore, this premarket application is
not qualified for a special and it has been converted to a traditional 510(k). The sponsor needs to submit
all appropriate documents required for traditional 510(k).

Dexiu Shi 7/24/2008
(Reviewer's Signature) (Date)

Daryl Kaufman 7/24/2008
(Concurrence by Review Branch) (Date)

Memo of Converting this Special 510(k) to a Traditional 510(k) (see attached form)

Division Director Concurrence:

July 7,2009: Concurrence by Jan Callaway, Acting Deputy Director of DONED, July 7,2009.

Date of POS Concurrence:

July 8,.2009: Concurrence by Marjorie Shulman, Premarket Notification (510(k)) Staff

Date of Phone Conversation with Sponsor:

July 8, 2009: Lead reviewer sent email to inform the sponsor that we believe this premarket application is not
qualified for a special and it has been converted to a traditional 510(k) based on the above reasons.

3 25¥73
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

Date: July 28, 2009

From: Dexiu Shi, Ph.D.
Lead Reviewer
Ophthalmic Lasers, Neurostimulators & Diagnostic Devices Branch
Division of Ophthalmic, Neurological and ENT Devices
Center for Devices and Radiological Health

To: Well Life Healthcare Ltd.
c/o Ms. Jenny Hsieh
1 FL, No. 16, Lane 454 Jungjeng Rd.
Yunghe City, Taipei County
China (Taiwan) 234

Re: K091757
Trade Name: OTC TENs for arm and leg pain relief, model WL-2407
Dated: June 10, 2009
Received: June 17, 2009

Dear Ms. Hsieh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the review
of your submission, we require the following additional information:

1. As we informed you in our email of July 8, 2009, your proposed Indication for Use and
labeling for your modified device has been changed in comparison to your previously cleared
device. FDA guidance "The New 510(k) Paradigm - Alternate Approaches to
Demonstrating Substantial Equivalence in Premarket Notifications - Final Guidance" clearly
states that:

"Modifications to the indications for use of the device or any labeling change that affects the
intended use of the device should not be submitted as a Special 510(k)..."

"In addition, it should be clearly stated in the Special 510(k) that the intended use of the
modified device, as described in its labeling, has not changed as a result of the
modification(s)."

We believe this premarket application is not qualified for a special 510(k), and it has been
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converted to a traditional 510(k) based on the above reasons. Our review indicates that your
510(k) is administratively incomplete for a traditional 510(k) and requires additional
information listed in the enclosure. We believe that this basic information is necessary for us
to begin our substantive review and to determine whether or not this device is substantially
equivalent to devices marketed prior to May 28, 1976, the enactment date of the Medical
Device Amendments to the Federal Food, Drug, and Cosmetic Act (Act).

Please submit the required additional information in duplicate along with a CD copy. Please see
FDA "Guidance for Industry and FDA Staff Format for Traditional and Abbreviated 51 0(k)s",
available at
http: Iwww.fdapqov/MedicalDevices/DeviceRequlationandGuidance/GuidanceDocuments/ucm084365.htm

2. Please be advised that your cited predicate device is for temporary relief of pain associated
with sore and aching muscles in the upper and lower extremities (arm and/or leg). However,
your modified device is for temporary relief of pain associated with sore and aching muscles
in the lower back. Please identify an appropriate predicate device which has been cleared for
temporary relief of pain associated with sore and aching muscles in the lower back. Please
provide side-be-side comparison information (similarities and differences) to the predicate
device including, labeling, intended use, physical characteristics.

The deficiencies identified above represent the issues that we believe need to be resolved before
our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act (Act) for determining substantial equivalence of your
device.

We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the document titled "A Suggested Approach to Resolving Least
Burdensome Issues" located at
http://www.fda. gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDevicePr
ovisionsofFDAModemizationAct/ucm 136685.htm

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Act. You may, however, distribute this device for investigational purposes to obtain
clinical data if needed to establish substantial equivalence. Clinical investigations of this device
must be conducted in accordance with the investigational device exemption (IDE) regulations
(21 CFR 812).

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k)(21 CFR 807.87(1)); therefore, all information previously submitted
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must be resubmitted so that your new 510(k) is complete. For guidance on 510(k) actions, please

see our guidance document entitled, "Guidance for Iidustry and FDA Staff: Interactive Review

for Medical Device Submissions: 5 10(k)s, Original PMAs, PMA Supplements, Original BLAs,
and BLA Supplements" at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm 8
9402.htm

If the submitter does submit a written request for an extension, FDA will permit the 510(k) to

remain on hold for up to a maximum of 180 days from the date of the additional information
request.

The purpose of this document is to assist agency staff and the device industry in understanding

how various FDA and industry actions that may be taken on 51 0(k)s should affect the review

clock for purposes of meeting the Medical Device User Fee and Modernization Act. You may
review this document at http://www.fda.gov/cdrh/mdufma/guidance/1219.html.

The requested information, or a request for an extension of time, should reference your above

510(k) number and should be submitted in duplicate to the Document Mail Center at the Center
for Devices and Radiological Health (CDRH).

CDRH will be relocated to the Food and Drug (FDA) White Oak Campus during the summer of

2009. The move will be complete by August 3, 2009. The Document Mail Center will continue

to accept regulatory documents at the following address until 4:30 on July 31, 2009:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

Documents that are to be received August 3, 2009 and after should be sent to the following
address:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (WO66-0609)
10903 New Hampshire Avenue
Silver Spring, Maryland 20993-0002

If you have any questions concerning the contents of this memorandum, please contact Dexiu
Shi, Ph.D. at (301) 796-6470.

Enclosure: Screening Checklist for All Premarket Notification [510(k)] Submissions
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Screening Checklist for Traditional/Abbreviated Premarket
Notification [510(k)] Submissions

based on
Guidance for Industry and FDA Staff

Format for Traditional and Abbreviated 510(k)s
http://www.fda.qov/cdrh/ode/quidance/1 567.html

MDUFMA Cover Sheet Medical Device User Fee Cover Sheet ,
www.fda.pov/oc/mdufma/coversheet.html

CDRH Premarket Review CDRH Premarket Review Submission Voluntary ,
Submission Cover Sheet Cover Sheet

www.fda.qov/opacom/morechoices/fdaforms/FDA-
3514.pdf

510(k) Cover Letter Appendix A of "Guidance for Industry and FDA Staff /
Format for Traditional and Abbreviated 510(k)s"
updated November 17, 2005
http:Ilwww.fda.povlcdrhlodelpuidance/1 567.html

Indications for Use Device Advice U Content of a 510(k)" Section D /
Statement www.fda.gov/cdrh/devadvice/314312.html#link 6

510(k) Summary or Device Advice U Content of a 510(k)" Section E X
510(k) Statement www.fda.aov/cdrh/devadvice/314312.html#link 7 Inadequate

Truthful and Accuracy Device Advice" Content of a 510(k)" Section G
Statement www.fda.pov/cdrh/devadvice/314312.html#link 9

Class III Summary and Class III Summary and Certification Form ,
Certification www.fda.pov/cdrh/manual/stmnciii.htmI

Financial Certification or FORM FDA 3454, Certification: Financial Interests
Disclosure Statement and Arrangements of Clinical Investigators

www.fda.pov/opacom/morechoices/fdaforms/FDA-
3454. pdf
FORM FDA 3455, Disclosure: Financial Interests and
Arrangements of Clinical Investigators
www.fda.qov/opacom/morechoices/fdaforms/FDA-
3455.pdf
Financial Disclosure by Clinical Investigators
www.fda.qov/oc/q uidance/financialdis.html.

Declarations of Use of Standards in Substantial Equivalence ,
Conformity and Summary Determinations
Reports (Abbreviated www.fda.pov/cdrh/ode/quidance/1 131 html.
510(k)s) FDA Standards program

www.fda.pov/cdrh/stdsprol. html.
Declaration of conformity
www.fda.cov/cdrh/devadvice/3145.html#link 9
Required Elements for Declaration of Conformity to
Recognized Standard
www.fda.qov/cdrh/ode/reqrecstand. html

Page 1 - Screening Checklist for K091757
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Executive Summary See section 10 in Chapter II of "Guidance for Industry X
and FDA Staff Format for Traditional and Not provided
Abbreviated 510(k)s" updated November 17, 2005

Device Description See section 11 in Chapter II of "Guidance for Industry X
and FDA Staff Format for Traditional and
Abbreviated 510(k)s" updated November 17, 2005

Substantial Equivalence Guidance on the CDRH Premarket Notification X
Discussion Review Program 6/30/86 (K86-3),

http://www.fda.gov/MedicalDevices/DeviceRecqulation
andGuidance/GuidanceDocuments/ucmO8l383.htm

Proposed Labeling Device Advice" Content of a 510(k)" Section H X
www.fda.gov/cdrh/devadvice/314312. html#link 10 Inadequate

Sterilization/Shelf Life Updated 510(k) Sterility Review Guidance (K90-1) X
http://www.fda.qov/MedicalDevices/DeviceRegulation Not provided
andGuidance/GuidanceDocuments/ucm072783.htm
For reuse of single use devices, see Guidance for
Industry and FDA Staff- Medical Device User Fee
and Modernization Act of 2002 Validation Data in
Premarket Notification Submissions (510(k)s) for
Reprocessed Single-Use Medical Devices
http://www.fda.qov/downloads/MedicalDevices/Devic
eRegulationandGuidance/GuidanceDocuments/UCM
071441.pdf

~ Biocompatibility FDA Blue Book Memo, G95-1, Use of International X
Standard ISO-1 0993, "Biological Evaluation of Not provided
Medical Devices Part 1: Evaluation and Testing"
http://www.fda..ov/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/ucm080735.htm

Software Guidance for the Content of Premarket Submissions X
for Software Contained in Medical Devices
http://www.fda.gov/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/ucm089543.htm

Electromagnetic CDRH Medical Device Electromagnetic Compatibility X
Compatibility/Electrical Program Not provided
Safety http://www.fda.qov/Radiation-

Emittinq Products/RadiationSafety/ElectromagneticCo
mpatibilityEMC/ucml 16566.htm
See also IEC 60601-1- 2 Medical Electrical
Equipment -- Part 1: General Requirements for
Safety; Electromagnetic Compatibility --
Requirements and Tests (Second Edition, 2001)

Performance Testing - See section 18 in Chapter II of "Guidance for Industry X
Bench and FDA Staff Format for Traditional and Not provided

Abbreviated 510(k)s" updated November 17, 2005

Performance Testing - See section 19 in Chapter II of "Guidance for Industry /
Animal and FDA Staff Format for Traditional and

Abbreviated 510(k)s" updated November 17, 2005

Page 2 - Screening Checklist for K091757
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Performance Testing - See section 20 in Chapter II of 'Guidance for Industry X
Clinical and FDA Staff Format for Traditional and Not provided

Abbreviated 51 0(k)s" updated November 17, 2005
Certification/Disclosure Forms: Financial Interests
and Arrangements of Clinical Investigators
www.fda.pov/opacom/morechoices/fdaforms/FDA-
3454.pdf
www.fda.pov/opacom/morechoices/fdaforms/FDA-
3455.dfI

FORM FDA 3654, Standards Data Report Farm - Form 3654 x
Standards Data Report Not provided
for 510(k)s - 1: No standard used -
http://wwvvw.fda.gov/opaco No Standards Form Required
mlmorechoiceslfdaformsl
FDA -3654.pdf 2: Declaration of Conformity -

Yes Standards Form Required

3: Standard but no declaration -
__________________________________ Yes__Standards__Form Required _______________________

Kit Certification Device Advice
httD://www.fda.clov/MedicalDevices/DeviceRepgulation
andGuidance/GuidanceDocuments/ucmOS02l13. htm

FDA has recently redesigned the FDA website. As a result, some Web links embedded within the
above 510(k) Screening Checklist and Guidance documents are no longer valid. If you find alink
that does not work, please try searching for the document using the document title. The updated
FDA 51 0(k) Screening Checklist is available at

httm//Iwww. fda. £ov/MedicalDevices/DeviceReg-ulationandGuidanc~/HowtoMarketYourDevice/Pre
marketSuhmissions/PremarketNotification5 1Ok/ucm0 71360. htm

. Page 3 - Screening Checklist for K091757
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Form for Converting a Special 510(k) to a Traditional or Abbreviated 510(k)
Note: Please send this to the 510k Staff in Word. You do not need anyone to sign this in person.

Date: July 7, 2009

Reviewer: Dexiu Shi, ODE/DONED/ONDB

510(k) Number: K091757

Device Name: OTC TENs for arm and leg pain relief, model WL-2407

Reason for Conversion: (If change in indications for use please list old and new indications.)

1. Change in Indications for Use (IFU)

Proposed new IFU for modified device:

The OTC TENS for Arm & Leg Pain Relief, Model WL -2407 is intended for temporary relief of pain
associated with sore and aching muscles in the upper and lower extremities (arm and/or leg) due to
strain from exercise or normal household and work activities.

Old IFU for K063660

The model WL-2407 TENs is intended for temporary relief of pain associated with sore and
aching muscles in the lower back due to strain from exercise or normal household and workO~ activities.

2. Change in Labeling

The proposed modifications:

1. The change for the use of garment electrodes as standard accessories.
2. The change for the use of upper arm belt and snap type adhesive electrode as optional accessories.
3. The change in device labeling to change the description of indication for use based on the change

of electrode as mentioned in I and 2.

Division Director Concurrence/Name: (Please obtain before calling or e-mailing POS.)

July 7, 2009: Concurrence by Jan Callaway, Acting Deputy Director of DONED, July 7, 2009.

Date of POS Concurrence: (Please document POS contact (email or memo)):

July 8, 2009: Concurrence by Marjorie Shulman, Premarket Notification (510(k)) Staff

Date of Phone Conversation with Sponsor:

July 8, 2009: Lead reviewer sent email to inform the sponsor that we believe this premarket application is
not qualified for a special and it has been converted to a traditional 510(k) based on the above reasons.

O~~~~~~~~~
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Proposed new IFU for modified device:

The OTC TENS for Arm & Leg Pain Relief, Model WL -2407 is intended for temporary relief of pain
associated with sore and aching mnuscles in the uppe adlwretmies(madoreg) due to strain
from exercise or normal household and work activities.

Old 1FU for K063660

The model WL-2407 TENs is intended for temporary relief of pain associated with sore and aching
muscles in the lower back due to strain from exercise or normal household and work activities.

2. Change in Labeling

The proposed modifications:

1 . The change for the use of garment electrodes as standard accessories.
2. The change for the use of upper arm belt and snap type adhesive electrode as optional accessories.
3. The changeievc lbligtocage the description of indication for use based Jon the change-of

electrode as mentioned in 1 and 2.

I need BC and Division's Concurrence before c-mailing P08.

Thanks/Dexiu

0~~~~~~~~~~~~~~~~14
7/8/2009
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Shi, Dexiu

From: Shulman, Marorie G.
Sent: Tuesday, July 07, 2009 5:22 PM
To: Shi, Dexiu
Subject: RE: K091757 - Form for Converting a Special 510(k) to a Traditional

Hi Dexiu,

I have converted this file to a traditional. The new (9 0th day) due date is September 15, 2009. Please let me know if you
need anything else.

Thanks,

Marjorie

'larjorie Sul[man
Premarket Notification (510(k)) Staff
(240) 276-4040
email: Marorie. Shulman@FDA.HHS.GOV (please note new email address and new telephone number)

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS

PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the
document to the addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone.

e m: Shi, Dexiu
Sent: Tuesday, July 07, 2009 2:44 PM
To: Shulman, Marjorie G.
Cc: Shi, Dexiu
Subject: K091757 - Form for Converting a Special 510(k) to a Traditional

Hi Marjorie:

I am sending you the form for converting above Special 510(k) to a Traditional. The reason for conversion is th;
there are changes in Indication for Use and Labeling.

1. Change in Indications for Use (IFU)

Proposed new IEU for modified device:

The OTC TENS for Arm & Leg Pain Relief, Model WL -2407 is intended for temporary relief of pain
associated with sore and aching muscles in the upper and lower extremities (arm and/or leg) due to strain from
exercise or normal household and work activities.

Old IFU for K063660

The model WL-2407 TENs is intended for temporary relief of pain associated with sore and aching muscles inQ ll~ tower back due to strain from exercise or normal household and work activities.

Change in Labeling

7/8/2009
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The proposed modifications:

1. The change for the use of garment electrodes as standard accessories.
The change for the use of upper arm belt and snap type adhesive electrode as optional accessories.
The change in device labeling to change the description of indication for use based on the change of
electrode as mentioned in I and 2.

Thanks,

Dexiu Shi, Ph.D., Physicist and Biomedical Engineer
Division of Ophthalmic, Neurological and Ear, Nose and Throat Devices
FDA/CDRH/ODE, HFZ460
9200 Corporate Blvd
Rockville, MD 20850
phone: 240-276-4216
fax: 240-276-4111
dexiu~shifda.hhs.gov

This communication is consistent with 21 CFR 10.85 (k) and constitutes an informal communication that represents my best judgment at this time but
does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or committhe agency to the views expressed, This e- mail message is intended for the exclusive use of the recipient named above. It may contain information that
is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If
you are not the intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you have received this e-mail message in
error, please e-mail the sender immediately at dexiu.shi.fda.hhs.§ov or call (240) 276-4216.

7/8/2009
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Shi, Dexiu

From: Callaway, Jan C.
Sent: Tuesday, July 07, 2009 2:31 PM
To: Shi, Dexiu
Cc: Ulmer, Kwame; Mann, Eric A
Subject: FW: K091757 - Form for Converting a Special 510(k) to a Traditional
Attachments: Ulmer, Kwame.vcf

Dexiu,

I concur as well.

Jan Callaway
Acting Deputy Director

From: Ulmer, Kwame
Sent: Tuesday, July 07, 2009 2:14 PM
To: Shi, Dexiu; Callaway, Jan C.; Mann, Eric A
Subject: RE: K091757 - Form for Converting a Special 510(k) to a Traditional

Dexiu,
I concur that this should be converted because of the change in IFU. When a Division manager concurs, please continue,
processing.

.~a me

Kwame Ulmer Food & Drug Administration
Chief 9200 Corporate Blvd
Ophthalmic lasers HFZ-460
Neurostimulators Rockville, MD 20850
& Diagnostic devices Branch 240.276.4262 (v) 240.276.4234 (f)

This communication is consistent with 21 CFR 10.85 (k) and constitutes an informal communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the views expressed.

From: Shi, Dexiu
Sent: Tuesday, July 07, 2009 2:11 PM
To: Ulmer, Kwame; Callaway, Jan C.; Mann, Eric A
Subject: K091757 - Form for Converting a Special 510(k) to a Traditional

Hi,

I am sending you the form for converting above Special 510(k) to a Traditional. The reason for conversioi
that there are changes in Indication for Use and Labeling.

1. Change in Indications for Use (IFU)

7/8/2009
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center - W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

September 01, 2009

WELL-LIFE HEALTHCARE LIMITED
I FL; NO.16, LANE 454 JUNGJENG RD.
YFLNO.E CIT, TAIPEI CO4UNTYENG RD. Product: OTC TENS FOR ARM AND LEG PAIN
YUNGHE CITY, TAIPEI COUNTY
CHINA (TAIWAN) 234
ATTN: JENNY HSIEH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
51 0(k)s. This guidance can be found at
http://www.fda.gov/Medica1Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
5 10(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 51 0k staff at
(301)796-5640.

Sincerely,

5 10(k) Staff

1/f?
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Response Report for K091757

Device Name: OTC TENS For Arm & Leg Pain Relief

Model Number: WL - 2407

Presented by

Well Life Healthcare Limited

Taiwan Branch: 1FI., No.16, Lane 454, Jungjeng Rd., Yunghe
City, Taipei County, Taiwan, R.O.C

/H
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K09 1757 Response Report

To: Dexiu Shi, Ph.D. Date : Aug. 20,2009
Lead Reviewer
Ophthalmic Lasers, Neurostimulators & Diagnostic Devices Branch
Division of Ophthalmic, Neurological and ENT Devices
Center for Devices and Radiological Health

From: Well Life Healthcare Ltd.FD CRHD C
c/o Ms. Jenny Hsieh AUG 2 8
I FL, No. 16, Lane 454 Jungjeng Rd. Reje
Yunghe City, Taipei County
China (Taiwan) 234

Re: K091757
Trade Name: OTC TENS for arm and leg pain relief, model WL-2407
Dated: June 10,2009
Received: June 17,2009

Dear Dr. Shi

First of all, we appreciate your work to review our 5 10(K) submission and give us the review comments
with a very clear screening checklist. We believe it is a good way to instruct us to convert our "Special
510(K)" application into "Traditional 510(K)" via providing missing or inadequate information as
mentioned on the checklist.

Enclosed hereafter are our response reports made against your review screening checklist via using the
same table of the checklist. In our response reports, we raised some justification for some questions on
which we have some different consideration, and provided some additional or revised information to
support our response. Please check if our response, justification, and attached information are adequate to
address the problems of your review comments.
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Review Results Response ID Brief Description of Identification ofTitle _ _
Present Inadequate N/A No. the response attached information

MDUFMA Cover Sheet 4
CDRH Premarket

Review Submission 4
Cover Sheet

5 10(K) cover Letter /

Indications for Use
,/

Statement

5 10(K) Summary or X We provide revised
I Attachment 1

5 10(K) Statement Inadequate 510(K) Summary

Truthful and Accuracy

Statement

Class III Summary and
4

Certification

Financial Certification

or Disclosure Statement

Declarations of

conformity and

Summary Reports

(Abbreviated 5 10(K)s)

Executive Summary X We provide additional
2 Attachment 2

Inadequate Executive Summary

Device Description X We provide revised
3 Attachment 3

Inadequate Device Description

Substantial Equivalence X We provide additional
4 Attachment 4Discussion Inadequate SE Discussion Reports

Proposed Labeling X We provide revised
5 Attachment 5

Inadequate labeling Information

Sterilization/Shelf Life Since our device does neither need sterilization nor

X specify shelf life for product specification, we believe
6

Inadequate it is not necessary to provide any sterilization/shelf

life evaluation report for our device.

Biocompatibility X We provide bio-

Inadequate Compatibility reports for
7 Attachment 6

every skin contact

material of our device.

/So

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Title Review Results Re.au w Brief Description of Identification of
Neat fand~quws. N/A No. the response attached information

Software X We provide software

Infquut. a validation report for Attachment 7

WL-2407 model

Electromagnetic X We provide EMC test

Compatibility Ioadue. report according to Attachment S

Electrical Safety EN60601-1-2.

and electrical safety teat

report according to Attachment 9

EN60601-I.

Performance X We provide performance

Testing-Bench iIaqua 10 test report according to Attachment 10

ANSI/AAMI-NS4

Performance

Terting-Animal

Performfance x As per thie predicate devices, FDA approved the
gimilar devices with the same indication for use.

Testing-Clinical Ita.w~,* We, therefore, believe it is not necessary to provide
additional clinical test report for our device. For the
cleared evidence and justifleation, please see
information of attachment 4.

FORM FDA36S4, X We provide revised

Standards Data Report Wdn,,asem 12 information on FDA Attachment II

for 5 I0(k)s Form 3514 & Form 3654

Kit Certification

Based upon the "Brief description of the response" as indicated on the table, we include 11 Attachments
to address the questions as mentioned on your review comment. Hopefully our response and additional

information help to complete your review work. Any question about our response, please keep us

informed via e-mail and/or any convenient way. We will keep providing our response as well as missing

or inadequate information sooner after receiving your Information.

Yours faithfully,

Jenny Hsieh

Official Correspondent
Well-Life Healthcare Ltd.

/5/f
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Attachment 1.
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510(K)' Summary

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 510(k) number is: K091757.

1. Submitter's Identifications:
Well Life Healthcare Limited
1F, No. 16, Lane 454, Jungjeng Road, Yunghe City, Taipei County 234, Taiwan, ROC

Contact: Jenny Hsieh

Date of Summary Preparation: August 20, 2009

2. Name of the Device:

OTC TENS for Arm & Leg Pain Relief/ Model: WL-2407.

3. Information of the 510(k) Cleared Device (Predicate Device):
1> The Prizm 5000-Z system (K033122)
2> Endurance Therapeutics T1 040'(K060846).

4. Device Description:

The Well Life TENS devices, WL-2407 is the model of OTC TENS intended for
temporary relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and work
activities. Basically the stimulation model WL-2407 is completely identical to that of
model as mentioned in the Well-Life K063660- 510(K) cleared device. To change the
indication for use for the treatment location as the chosen predicate devices, Well-Life
change the design of electrode.

WL-2407 is a selectable dual channel, 4.5V (3xAAA/Alkaline battery) operated TENS
device with the following features:

<1> The operation function is dual channels completely identical to the model being
modified, WL-2407 for low back pain relief(K063660).

<2> For the stimulation electrode, Well-Life uses garment electrodes as standard
accessories, and upper arm belt as well as snap type adhesive electrode as
optional accessories.

<3> The output waveform is selectable pre-programming change among P1 -P8.
<4> The output strength is adjustable at 0-8OmA, with variable setting time 1-60

minutes counting from switching ON.
<5> The LCD display is provided for the indication of operation status including

operation mode, output program mode, output intensity, time to cut-off, and battery
low warning.

1'3
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5. Intended Use:

The OTC TENS for Arm & Leg Pain Relief / model WL-2407 is intended for temporary
relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and work
activities

The standard format for the statement of indications and contraindication for use are
provided hereafter.

6. Discussion of Non-Clinical Tests Performed Determination of Substantial Equivalence
are as follows:

Compliance to applicable voluntary standards includes ANSI/AAMI, NS4-1985, as well
as EN 60601-1, and EN 60601-1-2 requirement.

In addition to the compliance of voluntary standards, the software verification has been
carried out according to the FDA software guidance.

7. Conclusions

The OTC TENS for Arm & Leg Pain Relief/ model WL-2407 has the same intended use
and the similar technological characteristics as the cleared device of Prizm 5000-Z
system (K033122) and Endurance Therapeutics T1040 (K060846). Moreover,
verification and validation tests contained in this submission demonstrate that the
difference in the submitted demonstrate that the difference in the submitted models
could maintain the same safety and effectiveness as that of cleared device.

In the other words, those engineering difference do not: (1) affect the intended
use or (2) alter the fundamental scientific technology of the device.
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Indications For Use

510(k) Number (if known): K091757

Device Name: OTC TENS For Arm & Leg Pain Relief / Model WL-2407.

Indications For Use:

- The OTC TENS for Arm & Leg Pain Relief/model WL-2407 are intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities
(arm and/or leg) due to strain from exercise or normal household and work activities.

Prescription Use OR Over-The-Counter Use '/
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

I~~~~~~~~~~~~~~~~~~~~5_
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Attachment 2.
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Executive Summary For K091757

1 > Device Name

Trade name: OTC TENS For Arm & Leg Pain Relief / Model : WL- 2407.

Common name : OTC TENS For Arm & Leg Pain Relief / Model : WL- 2407.

Classification name :Stimulator, Nerve. Transcutaneous For Pain Relief.

2> Classification

Trade/Device Name: OTC TENS For Arm & Leg Pain Relief/ Model : WL -2407.
Regulation Number: 21 CFR 882.5890
Regulation Name: Stimulator, Nerve, Transcutaneous For Pain Relief.
Regulatory Class: II
Product Code: NUH

3> Indication for use

The OTC TENS For Arm & Leg Pain Relief; Model : WL -2407 is intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities
(arm and/or leg) due to strain from exercise or normal household and work activities.

For the statement of indication for use, please see attachments.
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4> Technology of Device

The Well Life OTC TENS For Arm & Leg Pain Relief; Model: WL-2407 is the
model of OTC TENS intended for temporary relief of pain associated with
sore and aching muscles in the upper and lower extremities (arm and/or
leg) due to strain from exercise or normal household and work activities.

WL-2407 is a selectable dual channel, 4.5V (3xAAA/Alkailne battery)
operated TENS device with the following features:

<1> The operation function is dual channels completely identical to the model
being modified, WL-2407 for low back pain relief(K063660).

<2> The stimulation electrodes are by garment electrodes as standard accessories and
upper arm support belt and snap type adhesive electrodes as optional accessories.

<3> The output waveform is selectable pre-programming change among P1-P8.

<4> The output strength is adjustable at 0-8OmA, with variable setting time 1-60
minutes counting from switching ON.

<5> The LCD display is provided for the indication of operation status, including
operation mode, output program mode, output intensity,time to cut-off, and
battery low warning.

Basically the hardware and software design of device is completely identical to that of
previous 510(k) cleared models OTC TENS for Low Back Pain Relief / Model
WL-2407(K063660) except for the use of electrode. Due to the reason that we are
intended to change the indication for use, we made some new design on the electrodes.

/_:?
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5> 510(K) Predicate devices

For Well Life OTC TENS For Arm & Leg Pain Relief; Model : WL -2407, Well-Life
chose the following two 510O(K) cleared devices in which the garment electrode,
and snap type adhesive electrodes were used on the arm & leg treatment location

1. Re: K033122.

Classification Name: Transcutaneous Nerve Stimulator.

Trade/Proprietary Name: Prizm Medical, Inc. 5000-Z System.

Classification: Class 11 (21 CFR 582.5890)

Product Code: NUH

Dated : February 10, 2005.

2. Re: K060846.

Classification Name: Transcutaneous Nerve Stimulator.

Trade/Proprietary Name: Endurance Therapeutics Ti 040.

Classification: Class 11 (21 CFR 882.5890)

Product Code: NUH, NGX, GZJ

Dated : December 03, 2007.

The comparison table among the three compared models was presented hereafter.
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6> Comparison table between new models and cleared model

The main reason for choosing these two predicate 510(K) clear model are because that
all of them bear the same intended use as well as almost the same accessories.

For the comparison concerning these features, please see the following comparison table:

Comparison Models to be Compared
Features WL-2407 5000Z T1040 (Endurance)

(Well-life) (Prizm)
Prescription or OTC OTC OTC
OTC
Indication for use Pain relief for Pain relief for Pain relief for

Arm and leg Arm and leg Arm and leg
FDA product code NUH NUH NUH & NGX
Electrode Used 1. Garment electrodes Garment adhesive electrode

2. Adhesive electrode electrode
3. Arm belt electrode

with conductive gel

In addition to the significant comparison feature, we also provided the comparison for
the output characteristics as the following table

Quantity WL-2407 5000Z T1040
(Well-life) (Prizm) (Endurance)

Max. voltage over 10kG, V 94 226 154.1
Max. Current over 10kG, mA 9.4 22.6 15.4
Max. Voltage over 2.2kO, V 56 218 105.1
Max. Current over 2.2kO, mA 18.18 99 47.8
Max. Voltage over 5000, V 40 208 40.7
Max. Current over 5000, mA 80 416 81.4
Pulse Width, ,seconds 260 100 210
Pulse Period, msec No specified 10 4.1-500
Max. Pulse Frequency, Hz 120 120 245
Max. Charge per Phase over
5000, ,,c 5000, ac ~~~~20.8 3.4 16.916.9
Max. Current density over
5000, mA/cm 25000, MA/CM2 ~~~0.1 16.64 2.71
Max. Average Power Density
over 5000, mW/cm2

Note: 1. The technical information for WL-2407 is based on the testing waveform and calculation of
real sampling model.

2. According to the information in the comparison table, the technical specification for all of
three models are within the acceptable limit as specified by FDA guidance for TENS devices.

3. The information of 5000z(Prizm) and T1040(Endurance)comes from the 510(K) summary of
T1040(Endurance/K060846) released on FDA web-site.

4~~~~~~~~~~~~~~~~~/
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7> Summary for performance testing required for this submission.

According to the device features, the testing for the following standards were considered
required for the device:

- The American Standard ANSI/AAMI NS4: 1985 - American National Standard for
Transcutaneous Electrical Nerve Stimulators.

- The European Standard EN 60601-1: 1990, Amendment Al 3: 1996 - Safety of medical
device; Electrical equipment - General safety.

- The European Standard EN 60601-1-2: 2001 ; Medical - Electrical equipment -
Safety - Electromagnetic Compatibility.

- International Standard EN/ISO 10993-1: 2003; Biological evaluation of medical
devices - Part 1: Guidance on selection of tests.

- International standard EN/ISO 10993-5:1999 Biological evaluation of medical devices -
Part 5: Tests for in vitro cytotoxicity (ISO 10993-5:1999)

- International standard EN/ISO .10993-10:2002 Biological evaluation of medical
devices - Part 1 0: Tests for irritation and delayed-type hypersensitivity (ISO
10993-10:2002)
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Attachment: Standard Format for the statement of indication for use.

/[02
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Indications For Use

510(k) Number (if known):

Device Name: OTC TENS For Arm & Leg Pain Relief / Modei WL-2407.

Indications For Use:

-The OTC TENS for Arm &Leg Pain Relief /model WL-2407 are intended for temporary
relief of pain associated with sore and aching muscles in the upper and lower
extremities (arm and/or leg) due to strain from exercise or normal household and
work activities.

Prescription Use ___OR Over-The-Counter Use '
(Part 21 CFR 801 Subpart 0) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

/63
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Attachment 3.
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Device Description for K091757/WvL-2407

1> Device Name:

Trade name: OTC TENS For Arm & Leg Pain Relief I Model: WL- 2407.

Common name : OTC TENS For Arm & Leg Pain Relief I Model: WL- 2407.

Classification name :Stimulator, Nerve, Transcutaneous For Pain Relief.

2> General Description of Device

The Well Life OTC TENS For Arm & Leg Pain Relief; Model: WL -2407 is the model
of OTC TENS intended for temporary relief of pain associated with sore and
aching muscles in the upper and lower extremities (arm and/or leg) due to
strain from exercise or normal household and work activities.

WL-2407 is a selectable dual channel, 4.5V (3xAAA/Alkailne battery) operated
TENS device with the following features:
<1> The operation function is dual channels completely identical to the model

being modified, WL-2407 for low back pain relief(K063660).
<2> The stimulation electrodes are by garment electrodes as standard

accessories and upper arm support belt and snap type adhesive electrodes as
optional accessories.

<3> The output waveform is selectable pre-programming change among
P1-P8.

<4> The output strength is adjustable at 0-SO mA, with variable setting time
0-60 minutes counting from switching ON.

<5> The LCD display is provided for the indication of operation status including
operation mode, output program mode, output intensity, time to cut-off,
and battery low warning.

Basically the hardware and software design of device is completely identical to
that of previous 510(k) cleared models OTC TENS for Low Back Pain Relief /
Model WL-2407(K063660) except for the use of electrode. Due to the reason
that we are intended to change the indication for use, we made some new
design on the electrodes.

The photos for the WL-2407 were provided in section 3, the wave form
diagram was provided in section 4, the new design of electrodes was provided
in section 5, the device specification was described in section 6, and the
relevant drawing was provided in section 7.

/6•
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3> Device Photos.

Device package'D viie acka / and contains

Devie cntans n sandrd pckaMai TES dvic
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Accessories

Upper Arm support Belt (front side) Upper Arm support Belt (Back side; Skin

Conductive Gel (used with upper arm Self-Adhesive Electrode(Snap Type)
belt)

Conductive Gel

4> Waveform Diagram

For the device specification & waveform diagram, please see the
following details.

/6?
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Well-Life Healthcare Ltd.
Product Waveform Record

Model WL-2407 File No.

Test Conditions:
No. Item SPEC
1 Power Source 4.5V
2 Load 5000 ±10%
3
4
5

Test Instrument

No. Instrument Company Model
1 Power supply ABM 8602D
2 Oscilloscope Tektronix TDS1O12
3

4
5

Function Mode SPEC:
Function Pulse width Pulse rate Waveform Type

Mode (uS / Vp) (Hz / Vp)
P1 260 15 Constant
P2 260 60 Burst
P3 260 60 Constant
P4 260-156 2-60 Dense-Disperese
P5 260-156 60 Modulation Pulse Width
P6 260 7-60 SD Pulse Rate
P7 260-156 60 SD Pulse Width
P8 Recycle (PI-P7)

· Z-Function Mode SPEC : ±20% o

Date: Test:
2007.05.21 1/8
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Well-Life Healthcare Ltd.
Product Waveform Record

Model: WL-2407
Test Channel: CH1 Function mode: P1 (Continuous) Load: 5000

Standard SPEC
Tolerance Output Voltage (VNp) Waves Width (uSNp) Frequency (HzfVp)

±20% 40 260 15
Tek J'L Acq Complete M PMs: OGO0S CURSUR

I

.~~~~~~~~~~~~~~~0O
o~av

O.00V

40.OV
CH1 20.OV M 250vus CH1 I -S2OmV

14.1540Hz

Output Voltage 40 (VVp)
Tek J'LJ S Acq Complete M Pos: OflO0s CURSOR

250,0)us

FI. . .. ARM'

0.000kS

250G0mj
CH1 20,0V M 250Gus CH1 . -52GmV

14.1576Hz

Waves Width 250 (uS)
Tek .JL * Acq Complete M Pos: O,00Os CURSOR

1'.- 7000ms
144.2Hz

0.00Os

70.0oms
CH1 20GdV' M 25,Oms CH1 f -520mV

14.1553Hz

Frequency: 14.29 (HzNp)

Date: Test :
2007.05.21
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Well-Life Healthcare Ltd.
Product Waveform Record

Model: WL-2407
Test Channel : CH1 Function mode: P2 (Burst) Load: 50001

Standard SPEC
Tolerance Output Voltage (VNp) Waves Width (uSNp) Frequency (Hz/Vp)

±20% 40 260 60
lek JL · Acq Complete m Pos: u.uoOs CURSOR

" ............................. ....... ..... .......:- - , - ..............................................

A'F

o0o0v
~t2

40.OV
CH1 20.0V M 250sis CH1 / -52OmV

<10Hz

Output Voltage: 40 (VNp)
Tek JL. S Acq Complete M Pos0 O.s CURSOR

i i~ ~ ii

~'" ........ ~4 fsoo1u
4.000klH

O.000s

250.O,us
CH1 20,0V M, 250,Jus CHi I -52OmV

<10Hz

Waves Width: 250 (uS)
Tek IL S Acq Complete M Pos: 0OOOs CURSOR

=Eli

16lG4Oms
6O 58Hz

O.000s

16.40ms
CH1 20.OV M 10.Oms CtHi f -520mV

<10Hz

Frequency: 60.98 (HzNp)

Date: Test:
2007.05.21 3/8
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Well-Life Healthcare Ltd.
Product Waveform Record

Model: WL-2407
Test Channel: CH1 Function mode: P3 (Continuous) Load: 5000

Standard SPEC
Tolerance Output Voltage (VNp) Waves Width (uSNP) Frequency (HzNp)

±20% 40 260 60
Tek IL · Acq Complete m Fos: u. U

~~~~~~~~~~~~~~,.. ........ .......................... ...............

....... -~ - , ,...... . ~ _ _1 N fi

? O.0V

I 40.OV
CH1 20.OV M 250Dus CH1 f -520mV

53.3310Hz

Output Voltage 40 (VNp)
Tek JI 0 Acq Complete M Pos: GOO0s CURSOR

1t.--- ___ I: ,4 INffili~~~~~~~i4.000kHz

O,000s

2 250.0,uw
CH1 20.OV M 250 s CH1 I -52DmV

59.3774Hz
Waves Width: 250 (uSNp)

Tek J1.. 6_ Acq Complete M Pos: 0.O00s CURSOR

~'''" . ...... ; ~~~~~~~16.§0ms
60.24Hz

CH1 200V M 5,00ms CH1 I -52DmV
53.3844Hz

Frequency: 60.24 (HzNp)

Date Test
2007.05.21 4.84/8
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Well-Life Healthcare Ltd.
Product Waveform Record

Model : WL-2407
Test Channel : CHII Function mode : P4 (Dense-Disperese) Load : 5000

Standard SPEC
Tolerance Output Voltage (VNp Waves Width (uSNp Frequency HzNp

±20% 40 260-156 2-60
e13 L VAcq Complete a FS: U.U UI S II

A&II
† ........ ..... ... :... r gA

O.O~V

CH1 20.OV MI 25Dmi C11 1 -52OmV
<10Hz

Output Voltage : 40 (V/Vp)
Tek _t. S Acq complete M Pos: O.OO6s CURSOR Tek JL S Acq Complete NI Pas: 0O0O0s CURSOR

nr---- 4- ~~250.0mu 150Dm~u
4.000kHz 6.667kHz

250D0mu 150Dm.u
Cl-I 20.OV Ni 25Dm CHi I -520mV CHi 20.OV M1 250mj CHi I/ -52DmV

<10Hz <10Hz

Waves Width : 250 (uS/Vp) Waves Width : 150 (uSNp)
Tek ___IL S Acg Complete MI Pos: QOO00s CURSOR Tek .JtL S Ak Complete M Pos: 30ODOms CURSOR

60.24Hz 1.773Hz

16SS0ms . .564.Oms

Clii 0OV! M 5.0flms CHi / -52DmV CHi 20:DV MI l~Oms Clii I -S2OmV
53.3307Hz 53.3835Hz

Frequency : 60.24 (Hz/Vp) Frequency : 1.77 (Hz/Vp)

Date : Test :
2007.05.21 ..9'A1Ž/ZW 518
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Well-Life Healthcare Ltd.
Product Waveform Record

Model : WL-2407
Test Channel : CHi Function mode: P5 (Modulation Pulse Width) Load: 5000

Standard SPEC
Tolerance Output Voltage (VNp) Waves Width (uSNp) Frequency (HzNp)

±20% 40 260-156 60
Iek .. L_ Acq Complete 0 Fos: O.N CURSOR

+

.................................... . ........... ....................... D ·POV

I ~ ~IC fid I

0.00V

40.0Y
CH1 20.OV M 250us CIii f/ -S2OmV

533.887Hz

Output Voltage 40 (VNp)
Tek JtL S Acq Complete M Pos: 0.OOs CURSOR Tek JIn * Acq Complete M Pos: 0000s CURSOR

i _a ,' _a ,'~~~~i -

!.a L f.~4 .2Ovs 150OvsV ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~t~~~~~~~~~~~~~~~~~~~~~~~~~i~~~~~~~~~~~

#t~2 . .....~ - - t~soo2
4.oo'k.z i6' .667kR

250.0wj 150.0)5s
Ci1 20O.V M 250Gs CH1 / -520mV CR1 20O0V 'M 250),s CR1 I' -S2rmV

59.9788Hz 53.3681Hz
Waves Width 250 (uSNp) Waves Width 150 (uSNp)

Tek _JL . Acq Complete M Pos: 0.000s CURSOR

''' 16.60ms
60.24Hz

it~

16.60ms
CH1 20O0V M 5,00ms CH1 I -52OmV

53.9777Hz

Frequency : 60.24 (HzNp)

Date: Test:
2007.05.21 6/8 /7~3
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Well-Life Healthcare Ltd.
Product Waveform Record

Model: WL-2407
Test Channel : Cl- Function mode: P6 (SD Pulse Rate) Load: 5000

Standard SPEC
Standard SPEC Output Voltage (VNp) Waves Width (uSNp) Frequency (HzNp)

±20% 40 260 7-60
Tek _ _rl_ A cq Complete m Pos: O s C URSR

40.OV
CH1 20.OV M 250us 'CH1 -520mV

12.9373Hz

Output Voltage 40 (VNp)
Tek J-L Acq Complete M Pos: 0.000s CURSOR

K -

CH1 20.DV M 25Dus CH1 / -520mV
12.3333Hz

Waves Width 250 (uS/Vp)
Tek JL- Acq Complete M Pos: 0000s CURSOR Tek IL S Acq Complete M Pos: 0.000s CURSOR

NVII NNW~~~~~~~~~~~~~~~~~~~~I~j~

60.24Hz 7.353Hz

0,0005 0.000s

2 2t

16.60ms 136.0ms
CH1 20.OV M! 5,00ms CH1 / -52DmV CH1 20.OV M M0OrMs CH1 I -52OmV

53.3802Hz 15,3208Hz
Frequency : 60.24 (HzNp) Frequency: 7.35 (Hzip)

Date : Test:
2007.05.21 7/8
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Well-Life Healthcare Ltd.
Product Waveform Record

Model : WL-2407
Test Channel : CH1 Function mode: P7 (SD Pulse Width) Load : 500(

Standard SPEC
Standard SPEC Output Voltage (VNp) Waves Width (uSNp) Frequency (HzNp)

±20% 40 I 260-156 60
Tek Ji. S Acq Complete M Pos: 0.000s CURSOR

.......:.............. .................................. .................................................,
I .

40.0V

Chl 20.OV M 2SOsiu CH1 / -52OmV
59.3319Hz

Output Voltage: 40(VNp)
Tek i'L O Acq Complete M Pos: 000Os CURSOR Tek JIL S Acq Complete _M Pos: 0.000s CURSOR

: ~ ~ ~ . ..i+ +~~
:liA.41.0r
UNM-

1,It~A4 .. " ' "" I 1so.ous
250.0)js ~ ~ ~ ~ ~ ~ ~ ~ ~ 15G

4.0OOkHz 6.67kHz
'F~~~~~~~~~~ i ' '

ODD00s ODO00s

250G0um500u
CHi 20.OV M 2S0ju Chli I -S2OmV Clii 20.OV NI25Gmu C1Ii i-52OmV

53.3677Hz 53,383_Hz

Waves Width 250 (uS/Vp) Waves Width 150 (uSNp)
Tek JI L S Acq Complete I Pus: G.00s CURSOR

Al

16.6Oms

60.241Hz

rt2
16oOms

CH1 20.OV M 5.00ms CH1 I -52OmV
53.3780Hz

Frequency: 60.24 (HzNp)

Date: Test 8/8
2007.05.21 v75
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5> Explanation of electrodes

1) The use of garment electrode

Glove Elbow Sleeve Knee Sleeve sock

2) The use of Support Belt + Conductive gel

Before usedampen theInsert the belt through the square
inegoraed usilicompn elcrdswthering, stretch the ends of the cuff, Connecting the cable to the
water or a conductive gel. and press the electrodes firmly device.

against your skin

3) The use of Snap type adhesive electrode

Preparing treatment site and
accessories connect the lead
wires to the electrodes before Place the electrodes (a) shoulder (b) leg (c) elbow (d) Knee
applying the electrodes to the
skin.

As mentioned on the description of "Intended Use", u ser could choose from System arm /Leg

accessories pack , optional choices by individual from the followings
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Indication for Arm use

Conductive Mesh Conductive Mesh
Garment Electrode Garment Electrode Support belt + Conductive

Glove Elbow Sleeve Silicone pad with gel tube

'.!~ ,~ ;......

AS

Size indication: Size indication: One size fit all neoprene A pack of 4 pcs square size ( 5x5
belt (adjust by Velco cm) , or rectangular ( 5x10 cm) of

Theraknit Part no, Theraknit Part no, according to arm self-adhesive electrodes.
measured by Palm measured by elbow circumference 24-3 6
Width. circumference cm ), W eli-Life p art no. Well-Life part no.

TB-0040 CM-5050, CM-5010.
Small # 3001: up to 8 cm Small # 3008:15-23 cm
Medium #3002: 8-9 cm Medium #3009:25-30 Size of conductive silicone
Large # 3003: 9-10 cm cm pad is - 25x50mm, 2 pcs;
X-Large #3004: Over Large # 301 0: over 30 Well-Life part no. SP2550,
10cm cm or bigger size 5Ox5Omm

available
Indication for Leg use

Conductive Mesh Conductive Mesh
Garment Electrode Garment El ectrode Self Adhesive Electrodes

Socks Knee Sleeve

!-~- 'iN]

Size indication: Size Indication A pack of 4 pcs square size
( 5x5 cm), or rectangular ( 5x10 cm) of

Theraknit Part no, measured by shoe Theraknit Part no, measured by Knee self-adhesive electrodes.
size. circumference.

Well-Life part no. CM-5050, CM-5010.
Small # 3005: 6-9 shoe size Small # 3011: 30-36 cm
Medium #3006: 10-13 shoe size Medium #3012: 38-46 cm
Large # 3007: Over 14 shoe size Large #3013: Over 46cm

/77
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6> Device Specification As the following specification table.

Model WL-2407
Manufacturer W eli-Life
Classification Class II

Asymmetrical
Waveform Monophasic

Square
Channels Dual
Power supply 4.5 volt (3xAAA/Alkaline battery)
Circuit designed Digital & Pre-program
Software Yes
Amplitude (mA) 0-80 (Adjustable)
Pulse rate (Hz) 120 max
Width (Fis) 260 fixed
Power ON indicator LCD
Timer (min) 0- 60
Weight (grams) (batt. not 100
include)
Size (mm) 90x5.08x12.7
Prescription or OTC OTC
Maximum Output Voltage (V)
(±10%)
@ 5000 40
@ lkQ 68
@ 2kQ 92
Maximum Output Current
(mA) (±10%)
© 5000 80
@ ikO 68
@ 2k0 46
Pulse Width (/ gS) 30-260
Frequency (Hz) 1-150
Maximum Phase charge 20.8
(/zC) @500 0
Maximum Current Density 0.1
(mA/cm2) @500 0
Maximum Power Density
(W/cm 2) @500 0

/ ?
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7> Device Drawing: As the following specification table.

See the following details.

/7r
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(b) (4) Engineering Diagrams 

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Attachment 4.
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Substantial Equivalence Discussion for K091757

1> General

Basically this report is aimed at providing the substantial equivalence evidence for the
comparison among Well-Life new device of K091757 and the chosen predicate 510(K)
cleared devices. For this report, the information for the chosen predicate 510(K) cleared
devices was provided in section 2, the comparison table was presented in section 3,
and the results as well as the conclusions of Substantial Equivalence Comparison was
provided in section 4.

2> Information of chosen predicate 510(K) cleared model.

As mentioned in our previous submission, the new model was modified from our
Well-Life's K063660-510(K) cleared model and compared to the following
two predicate devices with the same operation method and indication for use:

1. Re: K033122.

Classification Name: Transcutaneous Nerve Stimulator.
Trade/Proprietary Name: Prizm Medical, Inc. 5000-Z System.
Classification: Class 11 (21 CFR 882.5890)
Product Code: NUH
Dated: February 10, 2005.

2. Re: K060846.

Classification Name: Transcutaneous Nerve Stimulator.
Trade/Proprietary Name: Endurance Therapeutics T1 040.
Classification: Class 11 (21 CFR 882.5890)
Product Code: NUH, NGX, GZJ
Dated: December 03, 2007.

For substantial equivalence comparison, we provided the following two
attached information for K033122 & K060846 hereafter:

- Appendix 1. SE information for K033122.
- Appendix 2. SE information for K060846.

I1-;
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3> Specification Comparison between new model and cleared models

For the comparison concerning these features, please see the following comparison table:

Comparison Models to be Comparedl
Features WL-2407 5000Z T1040 (Endurance)

(Well-life) (Prizm) _ _ _ _ _ _ _ _ _

Prescription or OTC OTC OTC
OTC
Indication for use Pain relief for Pain relief for Pain relief for

Amadrm a ndmadleg Arm and leg
FDA product code NUH NUH NUH &NGX
Electrode Used 1. Garment electrodes Garment adhesive electrode

2. Adhesive electrode electrode
3. Arm belt electrode

_______________ with conductive gel

In addition to the significant comparison feature, we also provided the comparison for
the output characteristics as the following table:

Quantity WL-2407 5000Z Ti1040
(Well-life) (Prizm)(Edrne

Max. voltage over l0kO, V 94 226 154.1
Max. Current over I10kG, mA 9.4 22.6 15.4
Max. Voltage over 2.2kG, V 56 218 105.1
Max. Current over 2.2kG, mA 18.15 99 47.8
Max. Voltage over 5000, V 40 208 40.7
Max. Current over 5000, mA 80 416 81.4
Pulse Width, aseconds 260 100 210
Pulse Period, msec No specified 10 4.1-500
Max. Pulse Frequency, Hz 120 120 245
Max. Charge per Phase over 20.8 3.4 16.916.9
5000,uec
Max. Current density over 011.427
5000, mAlc~m2 011.427
Max. Average Power Density 453
over 5000, mW/cm 2 453

Note: 1. The technical information for WL-2407 is based on the testing waveform and calculation of
reai sampling model.

2. According to the information in the comparison table, the technical specification for all of
three models are within the acceptable limit as specified by FDA guidance for TENS devices.

3. The information of 5000z (Prizm) and Tl040 (Endurance) comes from the 510O(K) summary of T1040
(Endurance/K060846) released on FDA web-site.

Far the further substantial equivalence comparison, please see the following section.
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4> Substantial Equivalence Comparison

Based on the detail information and comparison as above mentioned, the following
analysis for the possible impact concerning the comparison difference as well as its
conclusion is presented:

4.1. The Issue of Specification difference and risk assessment

According to the specification comparison described in chapter 3, the main specification
difference may be listed hereafter:

No Difference Brief Description of Difference Evaluation of difference and/or
justification

A Prizm 5000-z is 15 minutes -

1 Treatment 24 hours. This difference does not cause any
time ~ Unknown for Endurancetime UnknownfoETiu04impact on operation functionT1040.

A WL-2407 is 1- 60 minutes
A Prizm 5000-z is 0-200 Volts WL-2407 provided higher safety

2 ntensity Endurance Ti 040 is 0-150 operation level than prizm 5000-zamplitude Volts.
A WL-2407 is 0-160 Volts

3 A Prizm 5000-z is mono-phase
pulse with 100as fixed pulse For the WL-2407 wave form, Well-life

Wave duration. has proven the effectiveness in
form A Endurance T1040 provides K063660, so reasonable to claim the

210 us pulse duration. same clinical effectiveness, even
A WL-2407 is monophase pulse there exist some differences in wave

with 260 as fixed pulse form between two models.
duration

4 A, Prizm 5000-z use 3V (2*AAA
Power battery) power The difference on the use of power
Supply A WL-2407 use 4.5V (3*AAA specification does not cause any

battery)power impact on the performance and
A Endurance T1040 use 4.5V safety of device.

(3*AAA) battery.
5 A, Prizm 5000-z provides only

No. of single output channel. The difference in the No. of output
output A WL-2407 provide 2 channel dose not causes any impact

channel independent output channels on the performance and safety of
A- Endurance T1040 provide 2 device.

independent output channels.

/ 5
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6 - For prizm 5000-z, the weight is
2.5 ounce, and the dimension is The difference in the weight and

Weight 2"X2.4"XO.65" mm. dimensions of device does not cause
and A For WL-2407, the weight is any impact on the performance and

dimension 100 g, and the dimension is safety of device
90X5.08X12.7 mm

A Unknown for Endurance T1 040.

7 A Prizm 5000-z use only garment
electrode. A WL-2407 provides more operation

The use of A For WL-2407, not only garment options on Arm and Leg
electrodes electrode but also arm cuff with stimulation.

gel and adhesive electrode are A The safety for the use of electrodes
used for Arm and leg. for WL-2407 model was assessed

A Endurance T1040 use only with acceptable result in Clause
adhesive electrode for Arm & 7.2.
Leg pain relief.

As comparison evaluation on the above mentioned table, the only technical issue needs
justification is the use of electrode. For this technical issue, we have conducted and
completed the assessment for the major output characteristics concerning the use of
new electrode on our device WL-2407 in clause 4.2, and get the conclusion of
acceptable results. For the details of evaluation, please see clause 4.2.

For the main difference as above mentioned, Well-Life has completed the risk
assessment according to ISO 14971 and their quality management system. The
assessment result indicated that the new models OTC TENS for Arm & Leg Pain Relief/
model WL-2407 have the same safety level as well as the same indication for use, while
compared with the cleared model Prizm 5000-Z (K033122) and Endurance
Therapeutics T1040 (K060846).

186b
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4.2. Major output characteristics comparison

As previous discussion, the use of garment electrode is the most significant change for this new

510(k) submission. In order to prove that the safety for the use of garment electrodes is still

within the acceptable range of TENS device, we make assessment as this clause.

According to the safety requirement as mentioned in FDA guidance for the TENS device, the

current density and power density delivered from the TENS device shall be within the

acceptable range as specified in the FDA guidance.

Practically speaking, this issue could be easily ensured by comparing the cross-section area of

the electrode use. In section 2.4 of the original 510(K) submission document, we have given
very clear information to make comparison for the cross section area for each type of electrode.

We would like to repeat it again as the following table.

Location Electrode use condition Possible size Minimum Size

The use of glove garment -or elbo-w Glove: SIM/L c 2

garment. Wristlet Sleeve:10*18 45c

Adhesive electrode 50 mm x 100mm, or 50mm * 50mm = 25 cm'2
Am (Well-Life CMS505 or CM501 00) 50mm x 50mm

The Neoprene + Conductive 25mm x 50mm, or 25rpm * 50mm = 12.5
silicone pad with conductive gel. 50mm x 50 mm cm

The use of conductive sock S/M/LIXL 50cm'
Lg (garment electrode)
Lg The use of conductive ~knee slee-ve 10*27 380 cm

(garment electrode)

From the information of table, it is very clear that the cross section area of adhesive

electrode is far smaller than any one of garment electrode. Therefore it is also clear

without any additional approval that the maximum output current density and power

density happens in the condition of using adhesive.

(Note: The minimum cross-section of the new well-life electrode is 2.5 cm * 5.0 cm
=12.5cm 2)

Therefore, it could be reasonable foreseen that the use of garment electrode is safer

than the use of adhesive electrode for the same output specification of TENS device.

And the comparison of output characteristics is only required for the condition of using

adhesive electrode.
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Based on this conclusion, we would like to provide the comparing calculation for
WL-2407 in the condition of using adhesive electrode of the same dimension as the
followings.

The major output characteristics are compared hereafter:

1. Maximum charge per pulse.
Maximum charge per pulse = maximum current x maximum pulse width
Maximum charge per pulse of WL-2407 = 0.26s X 8OmA = 20.8 micro coulomb,

All the maximum charge per pulse of above devices are smaller than 25 micro coulomb.

2. Maximum average current density.
Maximum average current density = 12x R /Area

= (Ix Duty cycle) 2 /Area
In here, R = 500ohm, electrode area = 12.5 cm2; the calculation is as hereafter.
Maximum average current density of WL-2407 = 0.0998 mA/cm2 . 0.1 mA/cm 2

3. Maximum peak power density.
Maximum peak power density = I x V/Area; the calculation is as hereafter.
Maximum peak power density of WL-2407 = 3.99 mW/cm 2 - 0.004 W/cm 2

For the calculation of the data as above mentioned, please see NS4 test report.

Based on the comparison information as above mentioned, the major output
characteristics for the new model and the predicated cleared model are within the
acceptable range of ANSI/AAMI NS4.

/88
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4.3. Analysis for the other conformity issues

A. Design control actives

As mentioned in clause 3 and clause 4.1, the different hardware circuit and different
power supply voltage was used for the new device and 510(K) cleared device. Basically
the new device and Endurance Therapeutics T1040 (K060846) used 4.5V (3xAAA
battery) power. Prizm 5000-Z (K033122) used 3V (2xAAA battery) power.

For this difference, we have carried out the following tests to prove that our new devices
were still in compliance with the requirement of the following two standards:
- Performance test according to ANSI/AAMI NS-4 1985.
- EMC test according to EN 60601-1-2: 2001
-Electrical Safety Test according to EN 60601-1:1990/A13:1996.

All the design control actives were performed in accordance with the design control
procedures of Well Life. Therefore; we believe it is appropriate to address that the new
device, OTC TENS for Arm & Leg Pain Relief / model WL-2407 is substantial equivalent
to our predicated model Prizm 5000-Z (K033122) and Endurance Therapeutics T1 040
(K060846).

B. Materials and Composition

Basically the materials used for the construction of the different mechanical parts are
completely identical for the new device and the device being modified.

The garment electrode is the only new material used for our new device OTC TENS for
Arm & Leg Pain Relief/ model WL-2407. Since the garment electrode used for OTC TENS
for Arm & Leg Pain Relief / model WL-2407 is the 510(k) cleared electrodes which has
been claimed for the use of TENS device, it may be considered adequate to use this
garment electrode for our new device from the material and composition point of view. The
510(K) cleared information for the garment electrode has been provided in clause 2.4 of
original submission document.

Therefore, in terms of materials and composition, the OTC TENS for Arm & Leg
Pain Relief / model WL-2407 do not involve any changes or modifications which could
significantly affect the safety or effectiveness of the modified device, as compared to the
cleared models: Prizm 5000-Z (K033122) and Endurance Therapeutics T1040 K060846).
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5>. Assessment Conclusions and Signature

Based upon the clear 510(K) predicate model information and substantial equivalence
comparison as above mentioned, we can conclude that the Well-Life OTC TENS For Arm
& Leg Pain Relief/ Model: WL-2407 could be considered as substantial equivalent to the
chosen 510(K) cleared predicate models Prizm 5000-Z (K033122) and Endurance
Therapeutics T1040 (K060848).

This evaluation was carried out by David Wu, reviewed and approved by Jenny Hsieh.

Si nature
Companson conducted by Comparison approved by

David Wu Jenny Hsieh

\2x~~~/Yi vwL~i~
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Appendix 1. SE Information for K033122
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Prizm Medlical, Inc.

510(k) SUMMARY of SAFETY and EFfFCTIVENESS

1. GENERAL INFORMATION

Trade or (Proprietary) Name: 500OZ System (OTC)

Common or usalm name: Transcutaneous Electronic Nerve
Stimulator (TENS)

Classification Name: FDA has classified Transcutanoous
Electronic Nerve Stimulator (TENS) as
Class II devices. (21 CE.FI §
882.5890)

Submitter's Name Catbryn N. Cambuia
And Address: for Prinn Medical, Inc.

Regulatory Resources Group
5536 Trowbridge Drive
Dunwoody, GiA 30338

SubmIssion Date: September 29, 2003

IL INDICATIONS FOR USE

The 500OZ System (OTC) is intended for the symptomatic relief and
management of pain in the upper and lower extremities (arms and leas).

Page 14 of 37
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Prizm Medical, Inc.

ID. DEVICE DESCRIPTION

The 5000Z System (OTC) is a compact battery operated trancutaneous
electrical stimulator that delivers a micro-currnct to the surface area of our
patented conductive Silver-Thera E.M. garment electrodes to provide
electrical stimulation for pain. It is designed not to exceed 100 volts
across the garmnet electrodes. The technical Specifications for the 500OZ
Stimulator can be found in Exhibit E. It is microprocessor controlled,
allowing for easy setup of the treatment parameters and precise control of
each setting, with a garment electrode dedicated to the upper or lower
extremities. The system incorporates a proprietary connection from the
stimulator to the electrodes that renders the device unusable without the
dedicated electrodes. It is designed for ease of patient use with clearly
marked intensity buttons.

Please refer to the Operations Manual (Exhibit A) for photographs and a
more thorough description of the device.

The 5000Z System (OTC) is intended for the symptomatic relief and
management of pain in the upper and lower extremities (arms and legs).

The primary function of the 5000Z System (OTC) is the same as the
Micro-ZTM Stimulation System, Axelgaard Mfg. Co. UltraStim Kit and
Woodside Biomedical ReliefBand® and raises no new questions of safety
and effectiveness.
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DEPARrMENT OF HEAL~TH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200Corporate Boulevard
Rodcvlle MD 20850

Prizm Medical, Inc.
c/o Ms. Cathryn N. Cambria
Regulatory Resources Group, Inc.
5536 Trowbridge Drive APR 2U05
Dunwoody, GA 30338

Re: K033122
Trade Name: Prizm Medical, Inc. 5000-Z System
Regulatory Name: 21 CFR 882.5890
Regulatory Class: 11
Product Code: NUH
Dated: February 10,2005
Received: February 10,2005

Dear Ms. Cambria:

We have reviewed your Section 510(k) preinarket notification of intent to market the
device referenced above and have determined the device is substantially equivalent (for
the indications for use stated in the enclosure) to legally marketed predicate devicesmarketed in interstate commerce prior to May 28, 1976, the enactment date of theMedical Device Amendments, or to devices that have been reclassified in accordancewith the provisions of the Federal Food, Drug, and Cosmetic Act (Act). You may,
therefore, market the device, subject to the general controls provisions of the Act and the
limitations described below. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

The Office of Device Evaluation has determined that there is a reasonable likelihood thatthis device will be used for an intended use not identified in the proposed labeling andthat such use could cause harm. Therefore, in accordance with Section 513(i)(1)(E) ofthe Act, the following limitations must appear in the Warnings section of the device
labeling immediately following the indications for use section:

1. Warning: If you have numbness, tingling or loss of feeling/sensation in your
arms, hands, legs or feet. this may represent a more serious problem like diabetic
neuropathy. Consult your physician before using the device.

2. Warning: If you have swelling of the arm or leg, it may be more serious thansimple muscle pain from overuse. Consult your doctor before using the device.

Warning: Use the glove or stocking only on healthy skin. Do not use on open
wounds or rashes, or over swollen, red, infected or inflamed skin.

/9?8
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Page 2 - Ms. Cathryn N. Cambria

Please note that the above labeling limitations are required by Section 513(i)(1)(E) of theAct. Therefore, a new 5 10(k) is required before these limitations are modified in anyway or removed from the device's labeling.

The FDA finding of substantial equivalence of your device to a legally marketedpredicate device results in a classification for your device'and permits your device toproceed to the market. This letter will allow you to begin marketing your device asdescribed in your Section $ 1 0(k) premarket notification if the limitation statement
described above is added to your labeling.

If your device is classified (see above) into either class 11 (Special Controls) or class III(PMA), it may be subject to additional controls. Existing major regulations affectingyour device can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898.In addition, FDA may publish further announcements concerning yout device in the
Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination doesnot mean that FDA has made a determination that your device complies with otherrequirements of the Act or any Federal statutes and regulations administered by otherFederal agencies. You must comply with all the Act's requirements, including, but notlimited to: registration and listing (21 CER Part 807); labeling (21 CFR Part 801); goodmanufacturing practice requirements as set forth in the quality systems (QS) regulation(21 CFR Part 820); and if applicable, the electronic product radiation control provisions(Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific information about the application of other labeling requirements toyour device (21 CFR Part 801), please contact the Office of Compliance at (240) 276-0 120. Also, please note the regulation entitled, "Misbranding by reference to premarketnotification" (2 I CFR Pant 807.97). You may obtain other general information on yourresponsibilities tinder the Act from the Division of Small Manufacturers, International,and Consumer Assistance at its toll-free number (800) 638-2041 or (3 01) 4 43-6597 or atits Internet address hn/~ %I (/dIfcf5 vspotidx~m

Sincerely yours,

DimrBcl anoh

0ffceofDevce Evaluation
Center for D)evices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): KO?3122

Device Name: Prim Medical, Inc. 5000

Indications For Use: "To be used for temporary relief of pain associated with sore andaching muscles in the upper and lower extremities (arm and/or leg) due to strain fromexercise or normal household and work activities."

Prescription Use __ AND/OR Over-The-Counter Use x(Part 21 CFR 801 Subpart D) (2 1 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of
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Appendix 2. SE Information for K060846

/07

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



510k: T1040 O
Endurance Therapeutics

510(k) Summary
This 510(k) summary is being submitted in accordance with 21 CFR 807.92(c)

1.0 Submitter's Name and Address:
Endurance Therapeutics
122B First Street, NE
Dauphin, Manitoba Canada
R7N 1B5

Contact Name:
Brad Brezden
1226 First Street, NE
Dauphin, Manitoba
Ph. / Fax 1-877-274-4962 oo?
Date Prepared: August 27, 2007

2.0 Name of Device and Classifications

Trade/Device Name: T1040:
Common Name: TENS
Regulation Number: 21 CFR 882.5890

Transcutaneous Electrical Nerve Stimulator for Pain Relief
Classification Name: Stimulator, Nerve, Transcutaneous, Over-the-Counter.
Regulatory Class: Class II
Product Code NUH, NGX, GZJ

3.0 Predicate Devices

K011880 Compex Sport Sport Muscle Stimulator 21CFR890.5850 OTC
K033122 Prizm Medical inc. 5000Z OTC TENS 21CFR882.5890 OTC
K050174 Bio Stim Kit, Back Pain Relief System 21CFR882.5890 OTC

4.0 Device Description:

The T1040 is a portable; battery powered (4.5 VDC) multi function device offering both
Transcutaneous Electrical Nerve Stimulator (TENS) and Powered Muscle Stimulator
(PMS) qualities in one device.

Independent channel (two pads) that effectively transfers your desired choice of pre-
programmed electrical pulses directly through electrode adhesive pads to the
suggested area of the body where the electrodes are placed, causing minimal muscle
contractions. A garment belt is used to hold the electrode pads to treat the lower back
muscles. There are 10 modes of operation, 6 manual and 4 automatic.

27 August 2007 61
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510k: T1040
Endurance Therapeutics

Electrical Parameter Comparisons

Table 14 - Comparison Table

Quantity Ti 040 Bia-Stim Compex 5000Z
Max. Voltage over IlOko, V 154.1 132 126.8/103.3 226
Max. Current over IoRD, mA 15.4 13.2 12.7/10.3 22.6
Max. Voltage over 2.2kK), V 105.1 90 167.8/153.5 218
Max. Current over 2.2kfl, mA 47.8 41 76.3/69.8 99
Max. Voltage over 5000, V 40.7 29.5 48 208
Max. Current over 5000, mA 81.4 59 96.1 416
Pulse Width, ltseconds 210 -30 - 225 270 100
Pulse Period, msec 4.1 - 500 9 -12.5 125 1 0
Max. Pulse Frequency, Hz 245 110 118 120
Max. Charge per Phase over 5000, 16.9 7.6 32.3 3.4
PC
Max. Current Density over 5oon, 2.71 3.93 3.84 16.64
mA/cni 2 I
Max. Average Power Density over 5.35 1.1 10.2
soon, mw/cm2

5.0 Intended Use:

To be used for temporary relief of pain associated with sore and aching muscles in the
lower back due to strain from exercise or normal household work activities choose
Manual modes 1, 2, 3, 4, 5, 6 or Auto 4

To be used for temporary relief of pain associated with sore and aching muscles in the
upper extremities (arm) due to strain from exercise or normal household work activities
choose Manual modes 1, 2, 3, 4, 5, 6 or Auto 1 or Auto 3

To be used for temporary relief of pain associated with sore and aching muscles in the
lower extremities (leg) due to strain from exercise or normal household work activities
choose Manual modes 1, 2, 6 or Autol or Auto 4

Is intended to be used to stimulate healthy muscles in order to improve and facilitate
muscle performance choose Manual Mode 1 or Auto Mode 2

6.0 Substantial Equivalence:

The electrical stimulation provided by the T1040 is substantially equivalent to that
commonly employed by muscle stimulators and TENS devices that have been cleared
for marketing without prescription labeling; i.e., for OTC sale. The pulses in the
waveform combinations are restricted in amplitude and duration to values consistent
with other devices quoted above.(see Appendix 4)

Technological characteristics, features, specifications, materials and intended uses of
the T1040 are substantially equivalent to the quoted predicate devices.

The differences that exist between the devices are insignificant in the terms of safety or
effectiveness.
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510k: T1040
Endurance Therapeutics

The T1040 has modes that offer substantially equivalent technical specifications,
features and effective results as each of the predicates listed.

7.0 Non-Clinical Tests Performed:

Compliance to applicable voluntary standards includes AAMI NS-4 1985, as well as EN
60601-1, EN 60601-1-2, ISO 9001 ;2000 and ISO 13485:2003

In addition to the compliance of voluntary standards, the software verification has been
carried out according to the FDA Guidance for the Content of Premarket Submissions
for Software Contained in Medical Devices.

8.0 Conclusion:

The electrical stimulation provided by the T1040 is similar to that commonly employed
by muscle stimulators and TENS devices that have been cleared for marketing without
prescription labeling.

The T1040 has the same intended uses and the similar technological characteristics as
these OTC cleared predicates. Moreover, verification and validation tests contained in
this submission demonstrate that the differences in the T1040 still maintain the same
safety and effectiveness as that of the cleared devices.

In other words, those engineering differences do not: (1) affect the intended use or (2)
alter the fundamental scientific technology of the device.

Concerns of safe and proper use of electrodes and electrode pad placements have
been fully addressed by making the user conscious of the proper placement of
electrodes and proper operations of the device through detail in the User's Instruction
Manual.

We believe that there are no new safety or effectiveness issues concerning this device
to be introduced.

The safety of the device, to be used for the proposed indications without medical
prescription or supervision, is established by the fact that no adverse events have been
reported since 2002 with over 300,000 units sold with out a prescription in 20 countries.

Over 300 000 units sold with no adverse effects reported, proves its specific technical,
safety measures and features are safe and effective when used without medical
supervision. An even greater and more detailed user instruction manual regarding safe
operation and adhesive pad placements is proposed for the USA marketplace and
consumers.

The effectiveness of the device for the proposed indications is supported by a number
of articles in peer-reviewed publications, which demonstrate that electrical stimulation
does improve muscle performance as well as temporary pain reduction.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC 032007
Endurance Therapeutics
% Mr. Brad Brezden
CEO
122 B - First Street, NE
Dauphin, Manitoba, Canada
R7N lB5

Re: K060846
Trade/Device Name: T1040
Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief

Regulatory Class: 11
Product Code: NUH, NGX
Dated: August 27, 2007
Received: September 4, 2007

Dear Mr. Brezden:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can

be found in the Code of Federal Regulations, 'I'itle 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Mr. Brad Brezden

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification, The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems
at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance
at its toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.pov/cdrl1/industry/support/index.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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510k: T1040
Endurance Therapeutics

13.0 Statement of Indication for Use

5 10(k) Number (if known): K060846

Device Name: T1040

Indications for Use:

To be used for temporary relief of pain associated with sore and aching muscles in the
lower back due to strain from exercise or normal household work activities choose
Manual modes 1, 2, 3, 4, 5, 6 or Auto 4

To be Used for temporary relief of pain associated with sore and aching muscles in the
Upper extremities (arm) due to strain from exercise or normal household work activities
choose Manual modes 1, 2, 3, 4, 5, 6 or Auto 1 or Auto 3

To be used for temporary relief of pain associated with sore and aching muscles in the
lower extremities (leg) due to strain from exercise or normal household work activities
choose Manual modes 1, 2, 6 or Autol or Auto 4

Used to stimulate healthy muscles in order to improve and facilitate muscle
performance choose Manua[Mode 1 or Auto Mode 2

Prescription Use Over-The-Counter Use XX
(Part 21 CFR 801 Subpart D) AND/OR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIE~.INE-CONTINUE ON ANOTHER PAGE OF

)ED)

--~~ on--o. Vi~g-0hV'Sl.gi.~Off)........, ,

Division of General, Restorative,
and Neurological Devices

r: AjVNumber-_/___, _
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Chapter 4. Labeling

Basically the labeling for the new models include the labeling on the product package
and user manual. The labeling on the product package is as indication of section 4.1,
and the detail labeling of user manual for each new models are as indication of section
4.2.

c;2OS
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4.1. Example for the product Labeling

Brand Name (logo).

Product label

WL-2407 SIN: CE 0434J

OTC TENS For Arm & Leg Pain Relief.

Made by Well-Life Healthcare Ltd. Taiwan A

28
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Photos of product labeling

Package of Device Package of Device

Well-Life label on package Package and Device

;2o2
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639. WL-2407 interior package & Contents

638. WL-2407 & Standard Accessories.
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4.2. WL-2407 OTC TENS for Arm & Leq Pain Relief User Manual

See the following details.
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Operation Manual

Model: WL-2407

WELL LIFE HEALTHCARE LTD.

1Fl., No.16, Lane 454, Jungjeng Rd., Yunghe City,
Taipei County, Taiwan, R.O.C

32 ~/0
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WELL LIFE

Arm and Leg Pain Management System

Intended Use

The WELL LIFE Arm & Leg Management System WL-2407 is intended for temporary

relief of p ain associated with sore and aching muscles in the upper and lower

extremities ( arm and/or leg) due to strairfrom exercise or normal household and work

activities.

Table of Contents

Contraindications, Warnings, Precautions & Adverse Reactions .......... 1
Introduction to your Arm & Leg Management System ........................ 3
P arts of S tim ulator ..................................................................... 3
How the System works ................................................................ 3
Conditions that may affect your System .......................................... 4
Operating Instructions ................................................................. 5
How to clean your System .......................................................... 11
Maintaining Your System ............................................................. 11
When To Order New Pads ............................................................ 12
Check the System before using .................................................... 12
Warranty .................................................................................. 12
Conformity to Standards .............................................................. 13
Troubleshooting Guide ................................................................ 13
WL-2407 Stimulator Technical Specifications .................................... 14
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SAFETY INSTRUCTIONS

Read instruction manual before operation. Be sure to comply with all "CAUTIONS" and

"WARNINGS" in the manual. Failure to follow instructions can cause harm to user or device.

Please read the following information carefully before using the WELL LIFE Arm & Leg
Pain Management System.

Contraindications: Do not use this System if any of the following conditions are
present.

* Do not use this System if you have a cardiac pacemaker, implanted defibrillators or any
other implanted metallic or electronic device.

* Do not use this System if you have undiagnosed chronic pain.

Warnings for proper use and safety

If you have numbness, tingling or loss of feeling/sensation in your arms, hands, legs

or feet this may represent a more serous problem like diabetic neuropathy. Consult

your physician before using the device.

If you have swelling of the arm or leg, it may be more serious than simple muscle

pain from overuse. Consult your physician before using the device.

Use the glove or stocking only on healthy skin. Do not use on open wounds or

rashes, or over swollen, red, infected or inflamed skin.

* If you are under the care of a Physician, consult with your Physician before using this
System.

· The long-term effects of this System are not known.
* Do not place the pads on or close to your heart.
* Do not place the pads around or close to your neck. Do not apply stimulation over the

neck. Severe spasm of the muscles may occur and the contractions may be strong
enough to close the airway or cause difficulty in breathing. Stimulation over the neck
could also have adverse effect hearing or blood pressure.

* Do not apply stimulation across the chest because the introduction of electrical current
into the chest may cause rhythm disturbances to the heart.

* Do not place the pads on oraround your head. The efects of stimulation of the brain are
unknown.

* Do not use the pads over or close to sores.
* Do not use this System while sleeping.
* Do not use if you feel numbness.
* Do not use this System in or close to water.
* Use the pads only on normal, healthy, clean and dry skin. Do not use the pads on open

wounds or rashes, or over swollen, red, infected or inflamed skin.
* If you have ever had back surgery, consult your Physician before using this System.

- 1 -
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Precautions for the safe use of this WELL LIFE Arm & Leg Pain Management
System
* Read User Manual before using this System for the first time.
* Keep this manual available whenever you use your System.
* The System is intended for individual person use.
· The System is not effective for pain associated with Central Pain Syndromes, such as

headaches.
* The System is for pain caused by muscle soreness, and should be placed only around

muscles where pain originates.
* The pain may indicate that you have some other health problem. You should know the

reason and source of your pain before using this System. Do not solely rely on the
treatment of this System for pain.

* The safety of using the System during pregnancy or birth has not been established.
* The effectiveness of the. System depends greatly on a person's individual physical

condition. It may not always be effective for every user.
* If you have had medical or physical treatment for your muscle pain, consult with your

treatment provider before using this System. You should contact your physician prior to
using the System following recent surgical procedures. Stimulation may disrupt the
healing process.

Use Caution and consult your Physician before using System if any of the following
conditions apply to you:

If you have suspected or diagnosed heart problem.
* If you have suspected or diagnosed epilepsy.
* If you have a tendency to bleed internally following an injury.

If you recently had surgery, or have ever had surgery on your back.
* If areas of skin lack normal sensations, such as skin that tingles or is numb.
* During menstruation or during pregnancy.
* Some people may feel skin irritation or experience a very sensitive feeling in the skin

due to electrical stimulation. If this occurs, stop using your System and consult your
Physician.

* If skin under one of more pads feels irritated after using the stimulator for a long period
of time, use the stimulator for a shorter period of time.

* Minor redness at stimulation pbcement is a normal skin reactbn. It is not considered as
skin irritation, and it will normally disappear within 30 minutes after the electrodes are
removed. If the redness does not disappear after 30 minutes from the removal of
electrodes, do not use the stimulator again until after the excessive redness has
disappeared.

* Turn off the stimulator if the stimulation feels unpleasant or does not provide pain relief.
· Keep your System out of the reach of children.
* Use your stimulator only with the pads, snap cables and accessories recommended by

the manufacture.
* Do not use this System when driving, operating machinery or when swimming.
* Before removing the belt and pads, be sure to turn OFF both power knobs to avoid

unpleasant stimulation.
* If your pain does not improve, becomes more than mild or if it continues for four

to six days, stop using this System and consult your Physician.

Adverse Reactions
* Skin irritation and burns under the pads have been reported by some people who have

applied electronic stimulators to their skin.
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ABOUT THE DEVICE

11 ~ ~ ~ ~ ~~ __12

8 1 4

1 3

Front View Rear View

1. Power on / adjust / increase setting key 8. CHI intensity level

2. Power off / adjust / decrease setting key 9. CH2 intensity lever

3. Program / therapy time selection 10. Therapy duration status

4. CHi key 11. Lock status indicator

5. CH2 key 12. Battery status indicator

6. Program number 13. Batteries compartment

7. Therapy time remaining 14. Battery cover
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How Your WELL LIFE Arm & Leg Pain Management System works

The main function of p ain relief comes fr om the continuous stim ulation pulse generated
from the dual channels stimulator. We can not ensure that the pain relief is 100% effective
for everyone. However , when used according to our instruction, it can be a safe,
non-addictive, non-invasive pain reliever.

Conditions that may affect your WELL LIFE Arm & Leg Pain Management System

Since the stimulator is a battery-operated electronic System, its output performance and
safety may be affected greatly in extreme humidity. Therefore, it is very important to keep
the stimulator dry to ensure the safety and performance of the stimulator.

-4-
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Operation Instruction

Inserting/Changing the Batteries

1. Open the battery compartment at the back of the device by pushing the battery cover labelled 'Open"

downward (this area features raised marks for easy identification).

2. Insert 3 AAA (1 .5 V).batteries in the battery compartment; make sure to match up the symbols (1)

3. Close the battery cover by carefully placing the stud into the slot in the rear area and sliding it upward,

applying slight pressure.

4. Follow the same procedure when replacing the battery at a later date.

Note :for important precautions regarding the batteries please be informed:

* Always use only 3x1l.5V(AAA) batteries.

* Keep away from children.

* Do not recharge.

* Do not short-circuit.

* Do not throw into a fire.

* Please recycle. Do not dispose of old batteries with your household waste; dispose of them safely

at your

* recycling centre or business where the batteries were purchased.

Turning On the Device _______

1. Press and hold the ON+ buton for two (2) seconds to turn on the devbe.

2. The most recently selected treatment time and program will flash when

the unit is turned on.

Turning Off the Device
1. The device turns off automatically after the therapy session time has

elapsed.

2. To turn the unit off manually, press the OFF- button for three (3) seconds. The display will blank and the

device will turn off.

3. In an emergency you may also pull the connector(s) from the device and then remove the cuff or belt.

Note: To prevent unpleasant electric shocks, never remove the device while it is still turned on.

-5-
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Selecting the Treatment Time

1. Press MODE. The preset (default) treatment time will flash on the display.

2. To increase or decrease the treatment time, press the button ON + (to

increase) or the button OFF - (to decrease) repeatedly until the desired

duration appears on the display.

3. Press MODE again to save your selection. The treatment time you

selected will appear on the display the next time you turn the device on.

Note: If you change programs during the course of a therapy session, the treatment time will not reset unless

you manually reset it by performing the steps described above.

Selecting the Program
The stimulator WL-2407 offers eight different preset treatment programs. The programs differ with respect to

varying pulse widths and frequencies. The user may choose suitable stimulation mode depending on hips

personal condition, as the following trail and determination steps:

1. Start from P1, change every mode for a couple of seconds, and sense the stimulation of each mode.

2. Choose the suitable mode in which you feel most comfortable, and set the device at that model.

3. In case you feel senseless about the determined mode before the end of stimulation, repeat I & 2 steps

to change the operation to the other suitable stimulation model.

Selecting the Therapy Intensity Level
1. Intensity is adjustable according to the channel selected. Select the channel you wish to adjust by

pressing CH1 or CH2. "CHI" or "CH2" will flash on the display.

2. To increase or decrease the intensity, press ON +(to increase) orOFF - (to decrease) repeatedly until the

desired intensity level flashes on the display.

Note: You will feel the intensity increase or decrease as you select the intensity level. You can use this as a

guide to select a level that is comfortable for you.

3. Press MODE to save your selection.
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Putting on Accessories
As mentioned on the description of "Intended Use", user could choose from System arm /Leg accessories

pack , optional choices by individual from the followings :

Indication for Arm use

Conductive Mesh Conductive Mesh
GretEetoe Garment Electrode Support belt + ConductiveGlovEGarmlw Sleeve Silicone pad with gel tube Self Adhesive Electrodes

Glove ~~Elbow Sleeve

tv

Size indication: Size indication: One size fit all neoprene A pack of 4 pcs square size ( 5x5
belt (adjust by Velco cm) , or rectangular ( 5x10 cm) of

Theraknit Part no, Theraknit Part no, according to arm self-adhesive electrodes.
measured by Palm measured by elbow circumference 24-36 cm ),
Width . circumference Well-Life part no. TB-0040 Well-Life part no.

CM-5050, CM-010.
Small # 3001: up to 8 cm Small # 3008:15-23 cm Size of conductive silicone
Medium #3002: 8-9 cm Medium #3009:25-30 pad is - 25x50mm, 2 pcs;
Large # 3003 : 9-1 0 cm cm Well-Life part no. SP2550
X-Large #3004: Over Large # 3010: over 30 cmor bigger size 5Ox5Omm
10cm Mavalable

Indication for Leg use
Conductive Mesh Conductive Mesh

Garment Electrode Garment Electrode Self Adhesive Electrodes
Socks Knee Sleeve

Size indication: Size Indication A pack of 4 pcs square size
( 5x5 cm), or rectangular ( 5x1 0 cm)

Theraknit Part no, measured by Theraknit Part no, measured by of self-adhesive electrodes.
shoe size. Knee circumference.

Well-Life part no. CM-5050,
Small # 3005: 6-9 shoe size Small # 3011: 30-36 cm CM-5010.
Medium #3006 :10-13 shoe size Medium #3012: 38-46 cm
Large # 3007: Over 14 shoe size Large # 3013 : Over 46 cm
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Quick reference Guide
i. How to attach conductive mesh garment electrode (Glove, Sock, Elbow/Knee)

Step 1: Step 2:
Insert 3AAA batteries, taking care to match up the symbols (+-.Connecting the cable to the device.

(a) (c)~b (

Step 3: Preparing treatment site and accessories
(a) Elbow Sleeve garment (b Glove garment (c) kee Sleeve garmnt (d Sock garmient

Step 4: Putting cable on the garment Step 5:Prga TieInnstLvl

____ ___ ___ ___ ___ ____ ___ ___ ___ ___ Pow er O n /I Select Pr g a / Ti e / In nst L v l

ii. How to attach Support belt + Conductive Silicone pad with gel tube on the arm

Step 3:
Step 1: Insert the belt through the square
Insert 3AAA batteries, taking care Step 2: ring, stretch the ends of the cuff,
to match up the symbols (+-. Before use, dampen the integrated and press the electrodes firmly

silicon electrodes with water or a against your skin
conductive gel. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

- 8-
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Step 4:Stp6
Insert the device into clip holder Step 5: Stwep 6: /SletPora ie

Connecting the cable to the device. Intensity Level

iii. How to attach self adhesive electrodes

I l~~~~~~~~~~~~~~~~~~(cul

Step 3:
Preparing treatment site and

Step 1: Step 2: accessories connect the lead wires
Insert 3AAA batteries, taking care Connecting the cable to the to the electrodes before applying
to match up the symbols (+-. device, the electrodes to the skin.

East l

9 -~~~~~~* 9I
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How to clean Your WELL LIFE Arm & Leg Pain Management System

Stimulator
The stimulator may be wiped clean with a small amount of soapy water on a clean cloth.
Do not submerge the stimulator in liquids or expose it to ANY amounts of water.

Snap Cables
Disconnect the snap cables from the belt and the stimulator. Then snap cables may be
wiped with a clean, damp cloth. When re-connecting,take one snap cable, and snap i13 two
connectors onto the metal snaps on one side of the thumbhole. Repeat for other side of
thumnbhole. Tuck lower snap cable under tension strap toward the top of the belt.

Conductive Mesh Garment Electrode & Support Belt

Before washing the belt, remove the pads and put them on the storage liners. Remove the
snap cables and the stimulator from the belt. Hand-wash your Support Belt in cool water.
Do not wash the belt in the washing machine.

The support belt should be air-dried, lying flat or hanging. Do not nut the belt in clothes

Maintaining Your WELL LIFE Arm & Legq Pain Management System

1 .Your Stimulator uses the standard AAA battery. If stimulation seems to be weak, or the
stimulator will not turn on, check battery. To replace the battery, make sure both power
knobs are turned OFF. Slide the stimulator cover open by pressing gently on the arrow
and pulling downward until the cover pops off. Remove the old battery. Insert the
AAA/1 .5Volt battery according to the diagram in the battery compartment. To close the
cover, slide from the bottom up.

2. Be sure to put the storage liners on the pads when not using your Low Back Pain
Management System. You may use the larger storage liners provided. Replace the
pads on your support belt if they no longer stick to your skin or to the belt.

3. If your support belt is damp after use, allow it to air-dry before re-applying.

4. When connecting and disconnecting a snap cable, hold it by the molded end and pull.
Do not pull on the cable itself. Replace snap cable if worn or broken.

- 10 -
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How to Store Your WELL LIFE Arm & Leg Pain Management System

1. S tore your Pain Management System at room temperature in a dry place, out of the
reach of children.

2. If the stimulator will not be used for more than a week, remove the battery from the
stimulator.

When To Order New Pads

The electrode pads are disposable and use an adhesive that will dry after prolonged usage
or storage. Pads should be replaced when they lose their adhesive quality, or you sense a
change in stimulation sensation. If you're in doubt about the integrity of the pads, order
fresh pads.

To order new pads see Replacement Parts page .

Check the WELL LIFE Arm & Leg Pain Management System before
using

Before using your WELL LIFE Arm & Leg Pain Management System, always check all of
the parts to be sure they are in good working order. Make sure of the following:
1. The battery still has power and it is not corroded.
2. All four pads are in the proper place on the support belt, covering the metal snaps.
3. Both snap cables are in good condition.
4. Both snap cables are properly connected to the belt and the stimulator.

Warranty

This WELL LIFE Arm & Leg Pain Management System carries a one-year warranty from
the date of purchase.

The warranty applies to the WELL LIFE Arm & Leg Pain Management System and
necessary parts and labor relating thereto. The distributor reserves the right to replace or
repair the unit at their discretion.

The warranty does not apply to damage resulting from failure to follow the operating
instructions, accidents, abuse, alterations or disassembly by unauthorized individuals.
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Replacement Parts

Contact WELL LIFE for ordering information for replacement parts, Be sure to use only
WELL LIFE Arm & Leg Pain Management System parts.

Conductive Mesh Garment Electrode:
Sacks

Theralknit Fart no, Small # 3005: 6-9 shoe size
measured by shoe size. Medium #3006 : 10-13 shoe size

Large # 3007 : Over 14 shoe size

(Gloves)
Small # 3001. up to 8 cm

Theralknit Part no, Medium #3002 : 8-9 cm
Measured by Palm Width . Large # 3003 : 9-1 0cm

X-Large #3004: Over 1Ocmn

Elbow Sleeve
Small # 3008: 15-23 cm

Theraknit Part no, Medium #3009 :25-30 cm
measured by elbow Large # 301 0: over 30 cm

circumference

Knee Sleeve

Theraknit Part no, Small# #3011: 30-36 cm
measured by Knee Medium #3012 : 38-46 cm

circumference. Large # 3013 : Over 46 cm

Snap Cable (set of 2): Part # LE-WS-0012
Self -adhesive Pads (set of 4): Part # CM5050 , CM5O1 00
Support belt: Part # TB-0040 + Conductive Silicone pad (set of 2): Part #SP2550

Conformity to Standards
The Stimulator is in compliance with:
- EN 60601-1: 1990 - Safety of medical device; electrical equipment - General safety.
- ANSI/AAMI NS 4 -1985; Transcutaneous Electrical Nerve Stimulators.
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Troubleshooting Guide
If you have a problem using pur Low Back Pain ManagementSystem, review the following
table find a solution.

Problem Solution
The stimulator will not turn on. Check the battery - be sure it is firmly in

place. Change the battery if necessary.

The stimulator has new AAA battery, Call Customer Service
but will not turn on.

The stimulator turns on and then off Replace the battery.
quickly _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

The stimulator is on, but there is no Check the snap cables for breakage. If
stimulation broken, replace.

The stimulator is on, but there is no Make sure the snap cables are securely
stimulation snapped onto the support belt and into

____ ____ ___ ____ ____ ___ ____ ___ the stim ulator socket.

- 13 -
46 'a

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



WL-2407 Stimulator Technical Specifications

Power Source: 4.5Voit (3xAAAIAlkaiine battery)

Dimension: 90 x 5.08 x 12.7mm

Weight: Approx. 1 00 gram (battery not included)
Program Max. Phase duration Rate Function mode Wave form Type

P1 8OmA 260uS 15Hz Constant A
P2 8OmA 26OuS 15Hz Modulated A
P3 8OmA 260uS 120Hz Constant A
P4 8OmA 260-150uS 2 - 100Hz Modulated B
P5 8OmA 260uS 100Hz Modulated A
P6 I8OmA 260uS 80 <->7 Hz Modulated C
P7 8OmA 260uS 60Hz Modulated A
P8 BOmA PI -P7 Cycle A/B/C

Time: 1-60 minutes.

- 14 -
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Attachment 6.
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4.7 Biocompatibility Conformity Evaluation.

4.7.1. General.

Basically the only skin contact parts for this series of device is include adhesive electrode. The skin
contact category specified according to ISO 10993 may be defined as an externally, tissue
communicating, limited duration device.

According to the requirement of ISO 10993 standards, the cytotoxicity, sensitization,
irritation/intracutaneous tests may be required for those material.

To ensure the conformity of bio-compatibility, Well-life has submitted the representative skin contact
material of electrode to the bio-compatibility texting laboratory for test. The bio-compatibility test
report was attached hereafter.
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Biocompatibility - Cytotoxicity test report.
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r~~~ PLASTICS INDUSTRY DEVELOPMENT CENTER
rpz~~~o MEDICAL DEVICE LABORATORY

ADDRESS :No. 193, 38" ROAD, TAICH-UNG INDUSTRIAL PARK, TEL: 04-23595900
TAICHUNG, TAIWAN, ROC FAX: 04-23597862

Contract No. :Q-0804 1005
Report No. :9708029-ElI

BIOCOMPATHIIL!TY STUDY

Test Item:

CYTOTOXICITY TEST

Test Artical

Well-Life Cutaneous Electrode, Mesh garment,

and Neoprene Belt

Sponsor:

Well-Life ilealthcare., LTD

Samaling company

Well-Life Healthcare., LTD

Samplingz Address:

IF, NO.1 6, 454 LANE, CHUNG-CIIENG Rd., YOHCI-E

CITY, TAIPEI JISEIN, TAIWAN, R.O.C.

Method

ISO 10993-5

Notice

I. The Test Report has to be presented, if necessary, as complete copy, not part of it.

2. The contents of this report are for reference only, not for advertising, general public or any
other commercial purposes.

3. The name of the test article(s) to be tested is supplied by the sponsor; PJDC is responsible for
carrying out necessary analyzing procedures only.

4. The Analysis/Test Report is invalid, if it is modified or duplicated without PIDC's permission.

5. PTDC does not guarantee the reported values in the Report when test is done by using other
test pieces. The Test Report may not be used as evidence in a court of law.

6. Only the original copy is considered to be official one.
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PLASTICS INDUSTRY DEVELOPMENT CENTERMP MEDICAL ~DEVICE LABORATORY

ADDRESS : No. 193, 38ih, ROAD, TAICH-UNG INDUSTRIAL PARK, TEL: 04-23595900

TAICH-UNO, TAIWAN, ROC FAX: 04-23597862

Contract No. :Q-08041005
Report No. :9708029-ElI

INTRODUCTION

The test article identified below was extracted, and the extracts were subjected to an in vitro cytotoxicity
study for biocompatibility based on the requirements of the International Organization for Standardization,
Biological Evaluation of Medical Devices, and PartS5: Tests for in vitro cytotoxicity.

The cells were first exposed to the extract on Jul 29, 2008, and the observations were concluded on Jul 3 1,
2008.

MATERIALS

The sample provided by the sponsor was identified and handled as follows

Test Article :Well-Life Cutaneous Electrode, Mesh garment, and Neoprene Belt

Lot No. : *

Product No.:

Specification of sample

Sample No. : M0805 1403

Date of receive :2008.05.14

Date of analysis :2008.7.29-7.31

Storage Conditions :Room temperature

Sample image

V ari
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r~~ PLASTICS INDUSTRY DEVELOPMENT CENTER
rpa> ~~MEDICAL DEVICE LABORATORY

ADDRESS :No. 193, 381h ROAD, TAICHUNG INDUSTRIAL PARK, TEL: 04-23595900
TAICHUNG, TAIWAN, ROC FAX: 04-23597862

Contract No. :Q-0804 1005
Report No. :9708029-El

Extraction Vehicle : Minimum Essential Medium (MEM) with 10% horse serum (HS)

Test Article Preparation : Based on the ISO 10993-12, a 1.72 g of the test article was covered with 8.60

mL of MEM with 10% HS. Triplicate preparations were extracted at 3700C for 24

hr. 200 RL of each extract were added to triplicate culture vessels and were

incubated at 37 00 in 5% CO2 for 48 hr.

Negative Control : The current PIDC negative control material, high density polyethylene, was used as the

negative control. Based on the ISO 10993-12, a 2.02 g portion of control material was
covered with 10 mL of MEM with 10% HS. Triplicate preparations were subjected to
the same extraction conditions as described for the test article.

Positive control : The current PIDC positive control material, tin stabilized polyvinyl chloride, was used to

determine a cytotoxicity end-point. Based on the ISO 10993-12, a 2.08 g portion of
control material was covered with 10 mL of MEM with 10% HS. Triplicate preparations
were subjected to the same extraction conditions as described for the test article.

METHODS

Test System Management

L-929 mouse (NCTC Clone 929, derivative of strain L; BCRC 60091) were propagated at 37 'C in a
gaseous environment of 5% CO2 in an open flask containing MEM supplemented with 10% HS. For this
study, wells were seeded, labeled with passage number and date, and incubated at 37 'C in 5% CO2 in order
to obtain confluent monolayers of cells prior to use. Aseptic procedures were used in the handling of the
cell cultures following approved PTDC Standard Operating Procedures.

Experimental Procedure

A single culture well with a confluent cell monolayer was selected for each replicate of each preparation
(test, negative control, and positive control). Each well was labeled with the lab number (or appropriate
control), replicate number (A, B, or C), and dosing date. The growth medium contained in each of three
culture wells was replaced with 2 mL of the corresponding replicate of each test extract, negative control,

and positive control preparation. All test and control wells were incubated at 37 'C in 5% C02 for 48 hr.

Cell cultures were examine microscopically at 100X magnification to determine cell morphology.
Observations for cytotoxicity were evaluated using the United States Pharmacopoeia (USP) guidelines.

Scoring for cytotoxicity was based on the following criteria

Grade Reactivity Condition of Culture
0 None Discrete intracytoplasmic granules; no cell lysis.

I Slight ~~Not more than 20% of cells are round, loosely attached, and without intracytoplasmic
Slight granuls; som lysedcells are present.

2 Mild ~~~Not more than 50% of cells are round and devoid of intracytoplasmic granules; no
2 Mild ~~~~extensive cell lysis and empty areas between cells.

3 Moderate Not more than 70% of cells monolayer contains rounded cells or is lysed.
4 Severe Nearly complete destruction of the cell monolayer.
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PLASTICS INDUSTRY DEVELOPMENT CENTER
MEDICAL DEVICE LABORATORY

ADDRESS : No.193, 3 8th ROAD, TAICHUNG INDUSTRIAL PARK, TEL: 04-23595900
TAICHUNG, TAIWAN, ROC FAX: 04-23597862

Contract No.: Q-08041005
Report No.: 9708029-El

For the suitability of the system to be confirmed, the negative controls must have been a grade of 0
(reactivity none) and the positive controls must have been a grade of 3 or 4. The test article passes the test
ifall three of the monolayers exposed to the test medium showed no greater than a grade of 2 (mild
reactivity). The test would have been replaced if the controls did not perform as anticipated and/or if all
three test wells did not yield the same conclusion.

RESULTS

Results and conclusions apply only to the test article tested. No further evaluation of these results is made
by PIDC. Any extrapolation of these data to other samples is the responsibility of the sponsor. All
procedures were conducted in conformance with good laboratory practice.

The observations and scores obtained were as follow:

ConfluentWell monolaer Cell lysis (%) Score Reactivity
inonolayer

Test article (A) Present 0 0 None
Test article (B) Present 0 0 None
Test article (C) Present 0 0 None

Negative control (A) Present 0 0 None
Negalive control (B) Present 0 0 None
Negative control (C) Present 0 0 None
Positive control (A) Absent 95 4 Severe
P ositive control (B) Absent 95 4 Severe
Positive control (C) Absent 95 4 Severe

CONCLUSION

Under the conditions of this study, the test extracts showed none evidence of causing cell lysis or toxicity.
The test extracts were none cytotoxic and met the requirements of the test. The negative controls, and the
positive controls performed as anticipated.
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PLASTICS INDUSTRY DEVELOPMENT CENTERMPll• MEDICAL DEVICE LABORATORY

ADDRESS: No. 193,38 th ROAD, TAICHUNG INDUSTRIAL PARK, TEL: 04-23595900
TAICHUNG, TAIWAN, ROC FAX: 04-23597862

Contract No.: Q-08041005
Report No.: 9708029-El

RECORD STORAGE

All raw data pertaining to this study and a copy of the final report are to be retained in designated Plastics
Industry Development Center (PIDC) archive files.

Experimenter:

Study and Supervisory Personnel:

R & D Department Medical Device Laboratory

Approved by:
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I ~~~~~PLASTICS INI)USTRY IWVELOPM ENT CENTER

MEDICAL DEVICE LABORATORY

ADDRESS: Nlo.193- 38"' ROADJ AICH-UNG INDUSTRIAL PARK. TISLL 04-2359590()
TAICH UNG. TAIWAN, ROC FAX 0O1-23597862

Contract INo. : -08041005
HeportNo. 9708029-El
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r ~~~ PLASTICS INDUSTRY DEVELOPMENT CENTER
CM> ~~MEDICAL DEVICE LABORATORY

TEL 04-23595900
ADDRESS No. 193, 38' ROAD, TAICHUNG INDUSTRIAL PARK, FAX 04-23597862

TAICHUNG, TAIWAN, ROC
Contract No. Q-0804 1005

Report No. 9708030-El

BIO0COMPATIB3ILITY STUDY

Test Item

INTRACUTANEOUS REACTIVITY TEST

Test Artical

Well-Life Cutaneous Electrode, Mesh garment,

and Neoprene Belt

Sponsor:

Well-Life Helcathcare., LTD

Sampling company

Well-Life Healthcare., LTD

Sampling Address

I F, NO.16, 454 LANE, CHUNG-CIHENG Rd., YOHCIIE

CITY, TAIPEI HSEIN, TAIWAN, R.O.C.

Method

ISO 10993-10

Notice 1. The Test Report has to be presented, if necessary, as complete copy, not part of it.

2. The contents of this report are for reference only, not for advertising, general public or any
other commercial purposes.

3. Thre name of the test article(s) to be tested is supplied by the sponsor; PIDC is responsible
for carrying out necessary analyzing procedures only.

4. The An alysis/Test Rep oil is in valid, i f it is mn odified or dup heated without l'IDC's
permission.

5. PIDC does not guarantee the reported values in the Report when test is done by using other
rest pieces. The Test Report may nor be used as evidence in a court of law.

6. Only the original copy is considered to be official one.
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( L ) PLASTICS INDUSTRY DEVELOPMENT CENTER
MEDICAL DEVICE LABORATORY

TEL 04-23595900
ADDRESS: No.193, 3 8th ROAD, TAICFIUNG INDUSTRIAL PARK, FAX 04-23597862

TAICHUNG, TAIWAN, ROC
Contract No. Q-08041005

Report No. 9708030-El

INTRODUCTION

The test article id entified below was ex tracted and determined for i ntracutaneous reactivity test in
accordance with ISO 10993-12 and ISO 10993-10, respectively.

The purpose of this study was to assess the potential for irritation of the test article to the skin of rabbit.

The extracts of test article were prepared on Jul 29, 2008 and applied on Jul 30, 2008, and the observations
were concluded on Aug 02, 2008.

MATERIALS

The sample provided by the sponsor was identified and handled as follows

Test ArticleV Well-Life Cutaneous Electrode, Mesh garment, and Neoprene Belt

Lot No.: ***

Product No.

Specification of sample

Sample No.: M08051403

Date of receive 2008.05.14

Date of analysis 2008.7.29-2008.8.2

Storage Conditions Room temperature

Extraction Vehicle Saline , Cottonseed oil

Preparation: The ratio based on the ISO 10993-12, 0.2 g sections of test articles were immersed with I mL
of saline and 0.2 g in I mL of cottonseed oil respectively and were extracted at 37 'C for 24
hr.

Sample image

I !~~~K
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PLASTICS INDUSTRY DEVELOPMENT CENTER
MEDICAL DEVICE LABORATORY

TEL 04-23595900
ADDRESS: No.193, 381h ROAD, TAICHUNG INDUSTRIAL PARK, FAX 04-23597862

TAICHUNG, TAIWAN, ROC
Contract No. Q-08041005

Report No. 9708030-EI

METHODS

Test System Management: Following ISO 10993-2

Species: Rabbit (Oryctolagus cuniculus)

Breed New Zealand white

Source Animal Health Research Institute (AHRI), Council of Agriculture, Executive Yuan

Sex: Male

Body weight range 2.1-3.0 kg

Age: Adult

Acclimation period 7 days

Temperature: 25 °C

Humidity: 70 % RH

Experimental procedure

The back of each animal was clipped free of fur at I east 4hr but not more than 24hr before test. Injected
intracutaneously 0.2 mL of the extract at five on one side of each rabbit (see Figure 1).

10~~~~~~~~~~

r] 20 j 02Key
2 3r) 0232 30 03 ICranial end
40 D 04 20.2 mL injection of polar extract

30.2 mL injection of polar solvent control

40.2 mL injection of non-polar extract

70 a 7 50.2 mL injection of non-polar solvent control

380 08 6 Caudal end

10: a 10 9

6

Figure 1. Arrangement of injection sites
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PLASTICS INDUSTRY DEVELOPMENT CENTER
MEDICAL DEVICE LABORATORY

TEL 04-23595900
ADDRESS: No.193, 38"' ROAD, TAICHIUNG INDUSTRIAL PARK, FAX 04-23597862

TAICHUNG, TAIWAN, ROC

Contract No. Q-08041005
Report No. 9708030-El

Each test sites was observed and recorded the results in accordance with ISO 10993-10 Grading system for
intracutaneous (intradermal) reactions (table 1) at 24,48 & 72 hr after injection.

Table 1. Grading system for intracutaneous (intradermal) reactions

Reaction Primary irritation score

Erythema and eschar formation

No erythema 0

Very slight erythema (barely perceptible) I

Well-defined erythema 2

Moderate erythema 3

Severe erythema (beet-redness) to eschar formation preventing grading of erythema 4

Oedema formation

No oedema 0

Very slight oedema (barely perceptible) I

Well-defined oedema (edges of area well-defined by definite raising) 2

Moderate oedema (raised approximately I mm) 3

Severe oedema (raised more than I mm and extending beyond exposure area) 4

Total possible score for irritation 8

Note - Other adverse change at the skin sites shall be recorded and reported.

The primary irritation index of the test article was calculated in accordance with ISO 10993-10 Table 2.
Irritation response categories in rabbit.

Table 2. Irritation response categories in rabbit

Response category Mean score

Negligible 0 - 0.4

Slight 0.5 - 1.9

Moderate 2 - 4.9

Severe 5 - 8

4/5
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MEDICAL DEVICE LABORATORY

TEL 04-23595900
ADDRESS: No.193, 3 8 1h ROAD, TAICHUNG INDUSTRIAL PARK, FAX 04-23597862

TAICHUNG, TAIWAN, ROC
Contract No. Q-08041005

Report No. 9708030-El

RESULTS

Individual results of skin reaction recorded in Table 3. No irritation was observed on the skin of rabbits so
that the primary irritation index (PII) of the test article was calculated to be 0.0.

Table 3. Skin reaction record

24 hr 48 hr 72 hr
Rabbit _ _ _ _ _ _ _ _ _ _Reaction Control Article Control Article Control Article

No.

Erythema 0 0 0 0 0 0 0 0 0 0 0 0
Cedema 0 0 0 0 0 0 0 0 0 0 0 0

Edythema 0 0 0 0 0 0 0 0 0 0 0 0

Erythema ~~ 0 0 0 0 0 0 00 00Oedema 0 0 0 0 0 0 0
Erythema 0 0 0 0 0 0 0 0 0 0 0 0

O___ edema 0 0 0 0 0 0 0 0 0 0 0 0
Notice: (A) Saline (B) Cottonseed oil

CONCLUSION

Under the conditions of this study, the extracts injected into the rabbits' skin for 3 days, no discernible
gross reaction or hyperemia was observed. So the test extracts would not be considered an irritation to the
skin.

RECORD STORAGE

All raw data pertaining to this study and a copy of the final report are to be retained in designated Plastics
Industry Development Center (PIDC) archive files.

Experimenter:

Study and Supervisory Personnel

R & D Department Medical Device Laboratory

Approved by

5/5
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CONCLU~SIQN

Under the conditions of this study, thle ex tracts injecied inty thle i abbits' skin f'or 3 days. no discernible
gross reaction or hyperemia was observed. So thle test extiacis would 11ot be considered an irritation to theI ~~~~~skin.
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PLASTICS INDUSTRY DEVELOPMENT CENTER
rp=> ~~MEDICAL DEVICE LABORATORY

TEL 04-23595900

ADDRESS No.193, 33tI ROAD, TAICHUNG INDUSTRIAL PARK, FAX 04-23597862
TAICHUNG, TAIWAN, ROC

Contract No. Q-0804 1005

Report No. 9709011-El

BIOCOMPATIBILITY STUDY

Test Item

MAXIMIZATION TEST FOR DELAYED HYPERSENSITIVITY

Test Artical

Well-Life Cutaneous Electrode, Mesh garment,

and Neoprene Belt

Spornsor:

Well-Life Healthcare., LTD

Sampling company

Well-Life flealthcare., LTD

Sampling Address

I F, N01 6, 454 LANE, CHUNG-CHENG Rd., YOUICHE

CITY, TAIPEI HSEIN, TAIWAN, R.O.C.

Method

ISO 10993-10

Notice I. The Test Report has to be presented, if necessary, as complete copy, not part of it.

2. The contents of this report are for reference only, not for advertising, general public or any
other commercial purposes.

3. The name of the test article(s) to be tested is supplied by the sponsor; PIDC is responsible
for carrying out necessary analyzing procedures only.

4. The An alysis/Test Rep ort is in valid, i f it is in odified or dup licated without PIDC's
permission.

5. PIDC does not guarantee the reported values in the Report when test is done by using other
test pieces. The Test Report may not be used as evidence in a court of law.

6. Only the original copy is considered to be official one.
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PLASTICS INDUSTRY DEVELOPMENT CENTER
MEDICAL DEVICE LABORATORY

TEL :04-23595900
ADDRESS : No.193, 381' ROAD, TAICHUNG INDUSTRIAL PARK, FAX: 04-23597862

TAICHIUNG, TAIWAN, ROC
Contract No. : Q-0804 1005

Report No. : 970901 1-ElI

INTRODUCTION

The test article identified below was extracted and determined for sensitization in accordance with ISO
10993-12 and ISO 10993- 10, respectively.

The purpose of this study was to assessment of the potential of the material under test to produce skin
sensitization in the guinea pig using the technique applied for single chemicals in tile guinea pig
maximization test.

The extracts of test article were prepared on Aug 05, 2008, and applied on Aug 19, 2008, and the
observations were concluded on Sep 1 5, 2008.

MATERIALS

The sample provided by the sponsor was identified and handled as follows

Test Article Well-Life Cutaneous Electrode, Mesh garment, and Neoprene Belt

Lot No. : *

Product No.:

Specification of sample

Sample No. : M0805 1403

Date of receive : 2008/05/14

Date of analysis : 2008/08/05-2008/09/1 5

Storage Conditions :Room temperature

Sample image
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PLASTICS INDUSTRY DEVELOPMENT CENTER
rlllplll> MEDICAL DEVICE LABORATORY

TEL: 04-23595900
ADDRESS: No.193, 38"h ROAD, TAICHUNG INDUSTRIAL PARK, FAX: 04-23597862

TAICHUNG, TAIWAN, ROC
Contract No.: Q-08041005

Report No.: 9709011-El

METHODS

Test System Management : Following ISO 10993-2

Species : Guinea pig

Breed: Syrian

Source: Animal Health Research Institute Council of Agriculture Executive Yuan

Sex : Male

Body weight range: 300 - 500g

Age : Adult

Acclimation period: 7 days

Temperature : 25 °C

Humidity: 70 % RH

Experimental procedure

(A) Preparation:

Extraction Vehicle: Saline

Test article extract: The extraction ratio was based on the ISO 10993-12, and was extracted at 37 0 C

for 24 hr.

Animal treatment : Clip and shave the fur on all treatment sites prior to all steps in the test procedure.

For intradermnal injection, inject 0.1 mL per site. For topical application, saturate
an appropriate filter paper (4 cm2) with the test sample and apply the patch to the
clipped skin under an occlusive dressing secured by a wrap around the torso of the
animal.

(B) Preliminary test:

Topically apply a range of dilutions of the sample to the flanks of at least three animals. Remove the
occlusive dressings and patches after 24 hr, and assess the application sites for erythema and oedema
using the Magnusson and Kligman grading scale given in Table 1.

The extract, extraction ratio 0.2 g / mL based on the result of preliminary test, is executed for the main
test.

3/6
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PLASTICS INDUSTRY DEVELOPMENT CENTER
MEDICAL DEVICE LABORATORY

TEL 04-23595900
ADDRESS No.193, 3 8th ROAD, TAICHUNG INDUSTRIAL PARK, FAX 04-23597862

TAICHUNG, TAIWAN, ROC
Contract No. Q-08041005

Report No. 970901 1-E1

Table I. Magnusson and Kligman scale

Patch test reaction Grading scale

No visible change 0
Discrete or patchy erythema I

Moderate and erythema 2
Intense erythema and swelling 3

(C) Main test

Intradermal induction phase

Make a pair of 0. I mL injection of each of the following, into each animal, at the injection sites (A, B
and C) as shown ill Figure 1 in the clipped intrascapular region.

Site A A 50: 50 (v/v) stable emulsion of Freund's complete adjuvant mixed with saline.

Site B This extracts which was prepared above; inject the control animal with saline alone.

Site C This extract, used at site B, emulsified in a 50: 50 (v/v) stable emulsion of Freund's complete
adjuvant; inject the control animal with an emulsion of saline

A I A2

2 BI B2 2

C I C2
3

4

Key
I Cranial end
2 0.1 mL intradermal injection
3 Clipped intrascapular region
4 Caudal end

Figure I - Location of intradermal injection sites
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PLASTICS INDUSTRY DEVELOPMENT CENTER
MEDICAL DEVICE LABORATORY

TEL 04-23595900
ADDRESS :No.193, 3 8h ROAD, TAICHUNG INDUSTRIAL PARK, FAX 04-23597862

TAICHUNG, TAIWAN, ROC
Contract No. Q-08041005

Report No. 970901 1-ElI

Topical induction phase

Seven days after completion of the intradermal induction phase, administer the test sample by topical
application to the intrascapular region of each animal, using a 4 cm' filter paper, so as to cover the
intradermal injection sites. Use the concentration selected in intradermal induction phase for site B.
Secure the patches with an occlusive dressing. Remove the dressings and patches after 48 hr.

Treat the control animals similarly, using saline alone.

Challenge phase

At 14 days after completion of the topical induction phase, administer the test sample and the control
by topical application to sites that were not treated during the induction stage, using a filter paper of
area approximately 4 cm' soaked in the test sample at the concentration selected in intradermal
induction phase for site B. Secure the patches with an occlusive dressing. Remove the dressings and
patches after 24 hr.

Observe the appearance of the challenge skin sites of the test and control animals 24 hr and 48 hr after
removal of the dressings. Describe and grade the skin reactions for erythema and oedema according to
the Magnusson and Kligman grading given in Table 1.

RESULTS

Individual results of skin reaction recorded in table 2. No sensitivity was observed on the skin of guinea
pig. The reaction scale was calculated to be 0.0, so that the test article would not be considered a delayed
hypersensitivity to the skin.
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PLASTICS INDUSTRY DEVELOPMENT CENTER
MEDICAL DEVICE LABORATORY

TEL 04-23595900
ADDRESS: No. 193, 38 m ROAD, TAICHUNG INDUSTRIAL PARK, FAX 04-23597862

TAICHUNG, TAIWAN, ROC
Contract No. Q-08041005

Report No. 9709011-El

Table 2. Main test result

AI A2 BI B2 Cl C2

24 48 24 48 24 48 24 48 24 48 24 48

~nimal No. rIII hr hr hr hr hr hr hr hr hr hr hr

I 0 0 0 0 0 0 0 0 0 0 0 0

2 0 0 0 0 0 0 0 0 0 0 0 0

3 0 0 0 0 0 0 0 0 0 0 0 0

4 0 0 0 0 0 0 0 0 0 0 0 0

5 0 0 0 0 0 0 0 0 0 0 0 0

6 0 0 0 0 0 0 0 0 0 0 0 0

7 0 0 0 0 0 0 0 0 0 0 0 0

8 0 0 0 0 0 0 0 0 0 0 0 0

9 0 0 0 0 0 0 0 0 0 0 0 0

10 0 0 0 0 0 0 0 0 0 0 0 0

10 0 0 0 0 0 0 0 0 0 0 0 0

12 0 0 0 0 0 0 0 0 0 0 0 0

13 0 0 0 0 0 0 0 0 0 0 0 0

14 0 0 0 0 0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0 0 0 0 0 0

Notice: Control animal is No.I 1~15

CONCLUSION

Under the conditions of this study, the extracts contacted with the guinea pigs' skin for 2 days, no
discernible gross reaction or hyperemia was observed. So the test extracts would not be considered
sensitivity to the skin.

RECORD STORAGE

All raw data pertaining to this study and a copy of the final report are to be retained in designated Plastics
Industry Development Center (PIDC) aichive files.

Experimenter

Study and Supervisory Personnel

R & D Department Medical Device Laboratory

Approved by
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CERTIFICATE
Issued Date: Dec. 17, 2007

Report No.: 079060R-ITCEPO2VO2
This is to certify that the following designated product

Product : Transcutaneous Electrical Nerve Stimulator (TENS)
& Powered Muscle Stimulator(EMS)

Trade name : WELL LIFE
Model Number : WL-2401/OTC TENS, WL-2402/OTC TENS,

WL-2403/OTC TENS, WL-2404/OTC TENS,
WL-2405/OTC TENS, WL-2406/OTC TENS,
WL-2407/OTC TENS, WL-2412 OTC EMS

Company Name : Well-Life Healthcare Limited .

This product, which has been issued the test report listed as above in QuieTek
Laboratory, is based on a single evaluation of one sample and confirmed to
comply with the requirements of the following EMC standard.

EN 55011:1998+A1: 1999+A2: 2002 EN 60601-1-2: 2002
EN 61000-3-2: 2000 + A2: 2005 IEC 61000-4-2 Edition 1.2: 2001-04
EN 61000-3-3: 1995 + Al: 2001 IEC 61000-4-3: 2002+A1: 2002

IEC 61000-4-4: 2004
IEC 61000-4-5 Edition 1.1: 2001-04
IEC 61000-4-6 Edition 2.1: 2004-11
IEC 61000-4-8 Edition 1.1: 2001-03
ZEC 61000-4-11 Second Edition: 2004-03

TEST LABORATORY

Vincent Lin / Deputy Manager

2 C a a '~~l 3 C 0 2 C 0 0 2 r C~t 0~. 2 36.1C

QujeT,~e T6828No.5-22, Ruei-Shu Valley, Ruei-Ping Tsuen Lin Kou Shiang, Taipei 244 Taiwan, R.O.C.QieC~l;:1KTEL:+886-2-8601-3788 FAX:+886-2-8601-3789 Emnaihservice~quietek.com http://www.quietek.comn
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Test Report

Product Name Transcutaneous Electrical Nerve Stimulator (TENS)

& Powered Muscle Stimulator(EMS)

Model No. WL-2401 /OTC TENS, WL-2402/OTC TENS,

WL-2403/OTC TENS, WL-2404/OTC TENS,

WL-2405/OTC TENS, WL-2406/OIC TENS,
WL-2407/OTC TENS, WL-2412 OTC EMS

Applicant Weli-Life Healthcare Limited

Address 1 R., No.16, Lane 454 Jungjeng Road, Yunghe City,

Taipei County, Taiwan

Date of Receipt 2007/08/30

Issued Date 2007/12/17

Report No. 079060R-ITCEP02VO2

The test results relate only to the samples tested.
The test results shown in the test report are traceable to the national/international standard through the calibration
of the equipment and evaluated measurement uncertainty herein.
This report must not be used to claim product endorsement by ONLA, NVLAP or any agency of the Government.
The test report shall not be reproduced except in full without the written approval of QuieTek Corporation.
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CE
Declaration of Conformity

The following product is herewith confirmed to comply with the requirements set out in the
Council Directive on the Approximation of the laws of the Member States relating to
Electromagnetic Compatibility Directive (2004/108/EC). The listed standards as below were
applied:

The following Equipment:
Product Transcutaneous Electrical Nerve Stimulator (TENS) & Powered

Muscle Stimulator(EMS)
Model Number WL-2401/OTC TENS, WL-2402/OTC TENS,

WL-2403/OTC TENS, WL-2404/OTC TENS,
WL-2405/OTC TENS, WL-2406/OTC TENS,
WL-2407/OTC TENS, WL-2412 OTC EMS

Trade Name WELL LIFE

This product is herewith confirmed to comply with the requirements set out in the
Council Directive on the Approximation of the laws of the Member States relating to
Electromagnetic Compatibility Directive (2004/108/EC). For the evaluation regarding
EMC, the following standards were applied:
RFI Emission:
EN 55011:1998+A1:1999+A2:2002 Class B Product family standard
EN 61000-3-2:2000+A2: 2005 Limits for harmonic current emission
EN 61000-3-3:1995+A1: 2001 Limitation of voltage fluctuation and flicker

in low-voltage supply system

Immunity:
EN 60601-1-2: 2002 Product family standard

The following importer/manufacturer is responsible for this declaration:
Company Name

Company Address

Telephone Facsimile:

Person is responsible for marking this declaration:

Name (Full Name) Position/ Title

Date Legal Signature
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QuieT6k on

QTK No.: 079060R-ITCEP02VO2

C E
Statement of Conformity

This certifies that the following designated product:
Product : Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

Stimulator(EMS)
Model Number - WL-2401/OTC TENS, WL-2402/OTC TENS,

WL-2403/OTC TENS, WL-2404/OTC TENS,
WL-2405/OTC TENS, WL-2406/OTC TENS,
WL-2407/OTC TENS, WL-2412 OTC EMS

Trade Name WELL LIFE
Company Name Well-Life Healthcare Limited

This product is herewith confirmed to comply with the requirements set out in the
Council Directive on the Approximation of the laws of the Member States relating to
Electromagnetic Compatibility Directive (2004/108/EC). For the evaluation regarding
EMC, the following standards were applied:
RFI Emission:
EN 55011:1998+A1:1999+A2:2002 Class B Product family standard
EN 61000-3-2:2000+A2: 2005 Limits for harmonic current emission
EN 61000-3-3:1995+A1: 2001 Limitation of voltage fluctuation and flicker

in low-voltage supply system
Immunity:
EN 60601-1-2: 2002 Product family standard

A ~~~~~~~~ ~TST LABORATORY

(~~QNI~lKO 0914
Vincent Lin / Deputy Manager

The verification is based on a single evaluation of one sample of above-mentioned products It does
not imply an assessment of the whole production and does not permit the use of the test lab. Logo.

OuieTek Corporation / No.5-22, Ruei-Shu Valley, Ruei-Ping Tsuen Lin Kou Shiang, Taipei 244 Taiwan, R.O.C.
Tel: 886-2-8601-3788, Fax: 886-2-8601-3789, E-mail service@quietek.com
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Qu i eTeK Report No: 079060R-ITCEP02VO2

Test Report Certification
Issued Date : 2007/12/17
Report No : 079060R-ITCEP02VO2

QuieTeK
Product Name Transcutaneous Electrical Nerve Stimulator (TENS) &

Powered Muscle Stimulator(EMS)
Applicant Well-Life Healthcare Limited
Address 1F, No.16, Lane 454 Jungjeng Road, Yunghe City, Taipei

County, Taiwan
Manufacturer Well-Life Healthcare Limited
Model No. WL-2401/OTC TENS, WL-2402/OTC TENS,

WL-2403/OTC TENS, WL-2404/OTC TENS,
WL-2405/OTC TENS, WL-2406/OTC TENS,
WL-2407/OTC TENS, WL-2412 OTC EMS

Rated Voltage Mode 1 :DC 4.5V (Power by Battery)
Mode 2: AC 100-240V / 50/60Hz

Trade Name WELL LIFE
Applicable Standard EN 55011:1998+A1:1999+A2:2002 Class B(Group 1)

EN 60601-1-2: 2002 Class B
EN 61000-3-2:2000+A2: 2005
EN 61000-3-3:1995+A1: 2001

Test Result Complied
Performed Location Linkou EMC laboratory (Linkou Laboratory)

No.5-22,Ruei-Shu Valley, Ruei-Ping Tsuen Lin Kuo Shiang,
Taipei, 244 Taiwan, R.O.C.
TEL:+866-2-8601-3788 / FAX:+886-2-8601-3789

Documented By i
EngineeringAdm. Assistant /

Jinn Chen

Reviewed By ' '

Assistant Engineer /
Harrison Chen

Approved By ... L-.

Deputy Manager/Vincent Lin
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Q uieTeK Report No: 079060R-ITCEP02VO2

Laboratory Information

We, QuieTek Corporation, are an independent EMC and safety consultancy that was
established the whole facility in our laboratories. The test facility has been accredited by the

following accreditation Bodies in compliance with ISO 17025, EN 45001 and Guide 25:

Taiwan R.O.C. : BSMI, DGT, CNLA

Germany TUV Rheinland

Norway Nemko, DNV

USA FCC, NVLAP

Japan VCCI

The related certificate for our laboratories about the test site and management system can be downloaded
from QuieTek Corporation's Web Site: http://tw.quietek.com/modules/mvalbum/
The address and introduction of QuieTek Corporation's laboratories can be founded in our Web site:
http:l/www.quietek.coml
If you have any comments, Please don't hesitate to contact us. Our contact information is as below:

HsinChu Testing Laboratory:
No.75-2, 3rd Lin, Wangye Keng, Yonghxing Tsuen, Qionglin Shiang, Hsinchu County 307,
Taiwan, R.O.C.
TEL:+886-3-592-8858 / FAX:+886-3-592-8859 E-Mail : service~quietek.com

K NEMKO
_______ TUV \NV IP L'IL GO N4¶, 1313

LinKou Testing Laboratory:
No. 5-22, Ruei-Shu Valley, Ruei-Ping Tsuen, Lin-Kou Shiang, Taipei, Taiwan, R.O.C.
TEL: 886-2-8601-3788/ FAX: 886-2-8601-3789 E-Mail : service~quietek.com

Patg®NEMKO 72
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2u ieTeK Report No: 079060R-ITCEP02VO2

1. General Information

1.1. EUT Description

Product Name Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

Stimulator(EMS)

Trade Name WELL LIFE

Model No. WL-2401/OTC TENS, WL-2402/OTC TENS,

WL-2403/OTC TENS, WL-2404/OTC TENS,

WL-2405/OTC TENS, WL-2406/OTC TENS,
_WL-2407/OTC TENS, WL-2412 OTC EMS

Component
Power Adapter MFR:ITE, M/N:GFP051U-0965

Input:AC 100-240V/50-6OHz, 0.2A

Output: DC9V, 0.65A

Cable IN:Non-shielded, 1.8m, with one ferrite core bonded.

Detail specification
Group ID Model

Channel no. Max. amp Pulse width Frequency Operation mode

WL-240111OTC
2 5OmA 250LS fixed 30Hz fixed Modulation

TENS

WL-2402/OTC
2 80mA 260ps fixed 120Hz Max. Modulation

TENS

WL-2403/OTC
2 8OmA 260ps fixed 120Hz Max. Modulation

TENS

WL-2404/OTC
2 8OmA 260l-s fixed 150Hz Max. Modulation

WL-24XX TENS
OTC WL-2405/OTC

2 80mA 26 0Ls fixed 150Hz Max. Modulation
TENS

WL-2406/OTC
2 8OmA 260ps fixed 120Hz Max. Modulation

TENS

WL-2407/OTC
2 80mA 260ps fixed 60Hz Max. Modulation

TENS
WL-2412 OTC

2 8OmA 250ps fixed 1-160Hz Modulation
EMS
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Q.u ieTeK Report No: 079060R-ITCEP02VO2

1.2. Mode of Operation
QuieTek has verified the construction and function in typical operation. All the test modes were

carried out with the EUT in normal operation, which was shown in this test report and defined as:

Pre-Test Mode

Mode 1:Normal Operation

Final Test Mode

Emission Mode 1 :Normal Operation

Immunity -Mode 1:Normal Operation
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Q uieTeK Report No: 079060R-ITCEP02VO2

1.3. Tested System Details
The types for all equipments, plus descriptions of all cables used in the tested system (including

inserted cards) are:

Product Manufacturer Model No. SerialNo. IPowerCord
1 NA N/A N/A N/A IN/A

1.4. Configuration of Tested System

Connection Diagram

BUT

Signal Cable Type Signal cable Description

A IN/A N/A
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Q J ieTeK Report No: 079060R-ITCEP02VO2

1.5. EUT Exercise Software

1 Setup the EUT and simulators as shown on 1.3.

2 Turn on the power of all equipment.

3 Verity the model operation.

4 Repeat the above procedure 1.4.2 to 1.4.3
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Qu uieTeK Report No: 079060R-ITCEP02VO2

2. Technical Test

2.1. Summary of Test Result

Z No deviations from the test standards

E Deviations from the test standards as below description:

Emission

Test
Performed Item Normative References Deviation

Performed

Conducted Emission EN 55011: 1998+A1: 1999+A2: 2002 Yes No

Class B(Group 1)

Radiated Emission EN 55011: 1998+A1: 1999+A2: 2002 Yes No

Class B(Group 1)

Power Harmonics EN 61000-3-2:2000+A2:2005 Yes No

Voltage Fluctuation and EN 61000-3-3:1995+A1:2001 Yes No

Flicker

Immunity . '

Test
Performed Item Normative References Deviation

Performed

Electrostatic Discharge IEC 61000-4-2 Edition 1.2: 2001-04 Yes No

Radiated susceptibility IEC 61000-4-3:2002+A1:2002 Class B Yes No

Electrical fast transient/burst IEC 61000-4-4:2004 Yes No

Surge IEC 61000-4-5 Edition 1.1: 2001-04 Yes No

Conducted susceptibility IEC 61000-4-6 Edition 2.1: 2004-11 Yes No

Power frequency magnetic IEC 61000-4-8 Edition 1.1: 2001-03 Yes No

field

Voltage dips and interruption IEC 61000-4-11 2nd Edition: 2004-03 Yes No
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Q.uieTeK Report No: 079060R-ITCEP02VO2

2.2. List of Test Equipment

Conducted Emission / SIR1
Instrument Manufacturer Type No. Serial No Cal.:Date'
EMI Test Receiver R&S ESCS 30 836858/022 2007/07/21
LISN R&S ESH3-Z5 836679/020 2007/02/17
LISN R&S ENV4200 833209/007 2007107127
Pulse Limiter R&S ESH3-Z2 357.88.10.52 2007/09/07

Radiated Emission / Site5
Instrument . Manufacturer Tyjpe No. Serial No Cal. Date
Bilog Antenna Schaffner Chase CBL6112B 2920 2007109/15
Broadband Horn Antenna Schwarzbeck BBHA9170 208 2007/07/25
EMI Test Receiver R&S ESCS 30 100369 2007/08/15
Horn Antenna Schwarzbeck BBHA9120D 305 2007/08/10
Pre-Amplifier QTK N/A N/A 2007/05/01
Spectrum Analyzer Advantest R3162 100803463 2007/01/03

Power Harmonics / SR3
Instrument Manufacturer Type No. Serial No Cal. Date

AC Power Schaffner NSG 1007 HK54148 2007/07/11
Source(Harmonic)
lEC1000-4-X
AnIlyzEr(Flicker) Schaffner CCN 1000-1 X7 1887 2007/07/11
,nlyerFlcker)

Voltage Fluctuation and Flicker / SR3
Instrument ' Manufacturer Type No. Serial No cal. Date

AC Power Schaffner NSG 1007 HK54148 2007/07/11
Source(Harmonic)
I EC 1000--4-XScafe IEC Schaffner CCN 1000-1 X7 1887 2007/07/11
Analyzer(Flicker)

Electrostatic Discharge / SR6
Instrument Manufacturer Type No. Serial No C cal. Date
ESD Simulator System KeyTek MZ-15/EC 0112372 2007/08/02
Horizontal Coupling QuieTek HCPAL50 N/A N/A
Plane(HCP)
Vertical Coupling QuieTek VCPAL5O N/A N/A
Plane(VCP)

Radiated susceptibility / CB5
Instrument Manufacturer Type No. Serial No Cal. Date

AF-BOX
AF-BOX R&S ACCUST 100007 N/A

Audio Analyzer R&S UPL 16 100137 2007/03/16
Bilog Antenna Schaffner Chase CBL6112B 2450 2007/01/03
Broad-Band Antenna Schwarzbeck VULB 9166 1085 2007/08/02
CMU200
CMUN200RDIOCOMMR&S CMU200 104846 2007/03/16
UNIV.RADIOCOMM
Directional Coupler A&R DC 6180 22735 N/A
Dual Microphone Supply B&K 5935 2426784 2007/08/04
Mouth Simulator B&K 4227 2439692 2007/08/04
PowerAmplifier A&R 100W10000M7 A285000010 N/A
PowerAmplifier A&R 30S1G3 309453 N/A
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Q. uieTeK Report No: 079060R-ITCEP02VO2

Power Meter R&S NRVD(PM) 100219 2007/04/21
Pre-Amplifier A&R 150A220 23067 N/A
Probe Microphone B&K 4182 2278070 2007108/04

Signal Generator R&S SMYO2(9K-208 825454/028 2007/09/22
0)

Electrical fast transient/burst / SR2
Instrument Manufacturer Type No. Serial No Cal. Date
Schaffner NSG 2050 N/A N/A N/A 2006/12/28
System Mainframe

Surge / SR2
Instrument Manufacturer Type No. ,Serial No Cal. Date
Schaffner NSG 2050 N/A N/A N/A 2006/12/28
System Mainframe I I

Conducted susceptibility / SR6
Instrument Manufacturer Type No. ,Serial No Cal. Date
Schaffner NSG 2070 N/A N/A N/A 2007/04/21
RF-Generator

Power frequency magnetic field / SR3
Instrument Manufacturer Type No. Serial No Cal. Date
Induction Coil Interface Schaffner INA 2141 6002 N/A
Magnetic Loop Coil Schaffner INA 702 199749-0201N N/A

Magnetic/Electric field Lackmann Phymetric MV3 N/A N/A
measuring system
Triaxial ELF Magnetic Field EBBELL 4090 9852 2007/05/30
Meter

Voltage dips and interruption / SR2
Instrument Manufacturer Type No. Serial No CaL Date
Schaffner NSG 2050 N/A N/A N/A 2006/12/28
System Mainframe I I

Schaffner NSG 2050 System Mainframe
Instrument Manufacturer Type No. Serial No Cal. Date
Burst 4.8KV/16A
Generator withV CDN Schaffner PNW2225 200123-098SC 2006/12/28
Generator with CDN
Damped osc. Wave
Dampe~and oc Wave Schaffner PNW2056 200124-058SC 2006/12/28100kHz and 1MHz _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

DoubleAC Source Variator Schaffner NSG 642A 30910014938 2006/12/28

Hybrid surge pulse Schaffner PNW 2050 20532-514LU 2006/12/28
1.2/5OuS
PQT Generator Schaffner PNW2003 200138-007SC 2007/01/02

Pulse COUPLING Schaffner CDN131 200124-007SC 2006/12/28
NETWORK III
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2uieTeK Report No: 079060R-ITCEP02VO2

Schaffner NSG 2070 RF-Generator
Instrument Manufacturer Type No. Serial No Cal. Date
CDN Schaffner CAL U100A 20405 2007/04/21
CDN Schaffner TRA U150 20454 2007/04/21
CDN M016S Schaffner CAL U10OA 20410 2007/04/21
CDN M016S Schaffner TRA U150 21167 2007/04/21
CDN T002 Schaffner CAL U100 20491 2007/04/21
CDN T002 Schaffner TRA U150 21169 2007/04/21
CDN T400 Schaffner CAL U100 17735 2007/04/21
CDN T400 Schaffner TRA U150 21166 2007/04/21

Coupling Decoupling Schaffner CDN M016S 20822 2007/02/23
Network
Coupling Decoupling
Coupling Deoulig Schaffner CDN M016S 20823 2007/04/21

coupling Decoupling
Coupling Deoulig Schaffner CDN T002 19018 2007/04/21

Coupling Decoupling Schaffner CDN T400 21226 2007/04/21

EM-CLAMP Schaffner KEMZ 801 21024 2007/04/21
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QuieTeK Report No: 07906OR-ITCEP02VO2

2.3. Measurement Uncertainty

Conducted Emission
The measurement uncertainty is evaluated as ± 2.26 dB.

Radiated Emission
The measurement uncertainty is evaluated as ± 3.19 dB.

Electrostatic Discharge

As what is concluded in the document from Note2 of clause 5.4.6.2 of ISO/lEC 17025:
1999[2], the requirements for measurement uncertainty in ESD testing are deemed to have
been satisfied, and the testing is reported in accordance with the relevant ESD standards.

The immunity test signal from the ESD system meet the required specifications in IEC
61000-4-2 through the calibration report with the calibrated uncertainty for the waveform of
voltage and timing as being 1.63 % and 2.76%.

Radiated susceptibility

As what is concluded in the document from Note2 of clause 5.4.6.2 of ISO/IEC 17025:
1999[2], the requirements for measurement uncertainty in RS testing are deemed to have
been satisfied, and the testing is reported in accordance with the relevant RS standards.
The immunity test signal from the RS system meet the required specifications in IEC

61000-4-3 through the calibration for the uniform field strength and monitoring for the test
level with the uncertainty evaluation report for the electrical filed strength as being 2.72 dB.

Electrical fast transient/burst

As what is concluded in the document from Note2 of clause 5.4.6.2 of ISO/IEC 17025:

1999[2], the requirements for measurement uncertainty in EFT/Burst testing are deemed to
have been satisfied, and the testing is reported in accordance with the relevant EFT/Burst
standards. The immunity test signal from the EFT/Burst system meet the required

specifications in IEC 61000-4-4 through the calibration report with the calibrated uncertainty
for the waveform of voltage, frequency and timing as being 1.63 %, 2.8 10-10 and

2.76%.
Surqe

As what is concluded in the document from Note2 of clause 5.4.6.2 of ISO/IEC 17025:
1999[21; the requirements for measurement uncertainty in Surge testing are deemed to
have been satisfied, and the testing is reported in accordance with the relevant Surge

standards. The immunity test signal from the Surge system meet the required specifications
in IEC 61000-4-5 through the calibration report with the calibrated uncertainty for the

waveform of voltage and timing as being 1.63 % and 2.76%.
Conducted susceptibility

As what is concluded in the document from Note2 of clause 5.4.6.2 of ISO/IEC 17025:

1999[2], the requirements for measurement uncertainty in CS testing are deemed to have
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Q~uijeTeK Report No: 079060R-ITCEP02VO2

been satisfied, and the testing is reported in accordance with the relevant CS standards.

The immunity test signal from the CS system meet the required specifications in IEC

61000-4-6 through the calibration for unmodulated signal and monitoring for the test level
with the uncertainty evaluation report for the injected modulated signal level through CDN

and EM Clamp/Direct Injection as being 3.72 dB and 2.78 dB.

Power frequency magnetic field

As what is concluded in the document from Note2 of clause 5.4.6.2 of ISO/IEC 17025:

1999[2], the requirements for measurement uncertainty in PFM testing are deemed to have

been satisfied, and the testing is reported in accordance with the relevant PFM standards.

The immunity test signal from the PFM system meet the required specifications in IEC

61000-4-8 through the calibration report with the calibrated uncertainty for the Gauss Meter

to verify the output level of magnetic field strength as being 2 %.

Voltage dips and interruption

As what is concluded in the document from Note2 of clause 5.4.6.2 of ISO/IEC 17025:

1999[2], the requirements for measurement uncertainty in DIP testing are deemed to have

been satisfied, and the testing is reported in accordance with the relevant DIP standards.

The immunity test signal from the DIP system meet the required specifications in IEC

61000-4-11 through the calibration report with the calibrated uncertainty for the waveform of

voltage and timing as being 1.63 % and 2.76%.
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Quiu eTeK Report No : 079060R-ITCEP02VO2

2.4. Test Environment
Performed Item Items Required Actual,

Temperature (00) 15-35 25
Conducted
Emission Humidity (%RH) 2-55

Barometric pressure (mbar) 660-1060 950-1000
Temperature (OC) 15-35 25

Radiated
Emission Humidity (%RH) 25-75 50

Barometric pressure (mbar) 860-1060 950-1000
Temperature (OC) 15-35 21

Electrostatic
Discharge Humidity (%RH) 30-60 58

Barometric pressure (mbar) 860-1060 950-1000
Temperature (00) 15-35 23

Radiated
susceptibility Humidity (%RH-) 2-55

Barometric pressure (mbar) 860-1060 950-1000
Temperature (OC) 15-35 21

Electrical fast
transient/burst Humidity (%RH) 2-55

Barometric pressure (mbar) 860-1060 950-1000
Temperature (00) 15-35 21

Surge Humidity (%RH) 10-75 52
Barometric pressure (mbar) 860-1060 950-1000
Temperature (00) 15-35 21

Conducted
susceptibility Humidity (%RH) 25-75 52

Barometric pressure (mbar) 860-1060 950-1000
Temperature (CC) 15-35 18.6
Temperature (00) 15-35 21

Power frequency Humidity (%RH) 2-55
magnetic field

Barometric pressure (mbar) 860-1060 950-1000
Temperature (00) 15-35 21

Voltage dips and Hmdt %H 57 2
interruption HuiiyR)2752

_____________Barometric pressure (mbar) 1860-1060 1950-1000

Page: 17 of 72

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Q..uieTeK Report No: 079060R-ITCEP02VO2

3. Conducted Emission

3.1. Test Specification

According to EMC Standard: EN 55011 (Group 1)

3.2. Test Setup

Shielding Room
Vertical Reference Ground Plane Test Receiver

l Sheldg'oo

Horizontal Ground Reference Plane

3.3. Limit

Limits ..

Frequency QP AV
(MHz)> (dBuV) (dBuV)

0.15- 0.50 66- 56 56-46

0.50-5.0 56 46

5.0 - 30 60 50

Remarks: In the above table, the tighter limit applies at the band edges.
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Qu ieTeK Report No: 079060R-ITCEP02VO2

3.4. Test Procedure

The EUT and simulators are connected to the main power through a line impedance
stabilization network (L.I.S.N.). This provides a 50 ohm /5OuH coupling impedance for the
measuring equipment. The peripheral devices are also connected to the main power through

a LISN that provides a 50ohm/5OuH coupling impedance with 50ohm termination.

(Please refers to the block diagram of the test setup and photographs.)
Both sides of A.C. line are checked for maximum conducted interference. In order to find the
maximum emission, the relative positions of equipment and all of the interface cables must
be changed on conducted measurement.

Conducted emissions were invested over the frequency range from 0.15MHz to 30MHz using
a receiver bandwidth of 9kHz.

3.5. Deviation from Test Standard

No deviation.
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Q uieTeK Report No: 079060R-ITCEP02VO2

3.6. Test Result

Site : SR-1 Time: 2007109101 - 04:14

Limit: CISPR_B_0GM_QP Margin: 10

EUT: TENS Probe: LISN-020(L) - Linel

Power: AC 230VI60Hz Note Mode 1

70 -0 -

t00-

100.
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Q uiJ eTeK Report No: 079060R-ITCEP02VO2

Site : SR-I Time: 20 07109101 - 04:17

Limit: CISPRB_0CM_QIP Margin : 0

EUT:TENS Probe :LISN-020(L) - Linell

Power : AC 23OVIGOHz Note: Mode I

700a-

10 0

Frequency Correct Factor Reading Level Measure Level Margin Limit Detector Type

(MHz) (dB) (dBuV) (dBuV) (dB) (dBuV)

1 0.248 0.203 49.480 49.683 -13.517 63.200 QUASIPEAK

2 0.427 0.215 47.800 48.015 -10.071 58.086 QUASIPEAK

3 *0.615 0.218 52.170 52.388 -3.612 56.000 QUASIPEAK

4 ~~~~1.166 0.245 51.910 52.155 -3.845 56.000 QUASIPEAK

5 ~~~~3.814 0.340 34.090 34.430 -21,570 56.000 QUASIPEAK

8 ~~~12.146 0.742 43.440 44.182 -15,818 60.000 OUASIPEAK

Note:
1. All Reading Levels are Quasi-Peak and average value.

2. "* ",means this data is the worst emission level.
3. Measurement Level = Reading Level + Correct Factor
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Q uieTeK Report No: 079060R-ITCEP02VO2

Site: SR-I Time : 2007109101 - 04:17

Limit: CISPR BaOOM AV Margin: 0

EUT: TENS Probe: LISN-020(L) - Linel

Power: AC 230V/60Hz Note: Mode 1

70 0.i

340 a

300. 'I
200-

Frequency Correct Factor Reading Level Measure Level Margin Limit Detector Type

(MHz) (dB) (dBuV) (dBuV) (dB) (dBuV)

1 0.248 0.203 40.640 40,843 -12.357 53,200 AVERAGE

2 0.427 0.215 36.030 36,245 -11.841 48.086 AVERAGE

3 0.615 0.218 41.900 42.118 -3.882 46.000 AVERAGE

4 * 1.166 0.245 42.530 42.775 -3.225 46.000 AVERAGE

5 3.814 0.340 17.940 18.280 -27.720 46.000 AVERAGE

6 12.046 0.742 13.940 14.682 -35.318 50.000 AVERAGE

Note:
1. All Reading Levels are Quasi-Peak and average value.

2. ' . ", means this data is the worst emission level.

3. Measurement Level = Reading Level + Correct Factor
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?. uieTeK Report No 079060R-ITCEP02VO2

Site: SR-1 Time: 2007/09101 - 04:18

Limit: CISPR_B_00M_QP Margin 10

EUT: TENS Probe: LISN-020(N) - Line2

Power: AC 230VI60Hz Note: Mode I

70 0

70 0-

~ 400 O

A~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

30 0-

too-
100~
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Q uLieTeK Report No: 079060R-ITCEP02VO2

Site: SR-I Time : 2007109101 - 04:21

Limit: CISPR_BCOOM_QP Margin : 0

EUT :TENS Probe: LISN-020(N) - Line2

Power : AC 23OVIGOHz Note :Mode I

700 -

20 0

40.0 .1

0.A50

Frequency Correct Factor Reading Level Measure Level Margin Limit Detector Type

(MHz) (dB) (dBuV) (dBuV) (dB) (dBuV)

1 0.306 0.213 42.980 43.193 -18.350 61.543 OUASIPEAK

2 *0.369 0.214 51.130 51.344 -8.399 59.743 QUASIPEAK

3 0.427 0.215 46.400 46.615 -11.471 58.086 QUASIPEAK

4 1,283 0.247 40.700 40.947 -15.053 56.000 QUASIPEAK

5 3,209 0.322 31 .430 31.752 -24.248 56.000 QUASIPEAK

6 12.185 0.652 41.380 42.0312 -17,968 60.000 USPA

Note:
1. All Reading Levels are Quasi-Peak and average value.
2. "* ",means this data is the worst emission level.

3. Measurement Level = Reading Level + Correct Factor
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Q. uieTeK Report No: 079060R-ITCEP02VO2

Site: SR-I Time : 2007/09/01 - 04:21

Limit: CISPR_B_QOM_AV Margin: 0

EUT: TENS Probe: LISN-020(N) - Line2

Power: AC 23OV/6OHz Note: Mode 1

$0 0

400.

40 0

400,

300.

200.~~~~~~~~~~ ]0& iok

Frequency Correct Factor Reading Level Measure Level Margin Limit Detector Type

(MHz) (dB) (dBuV) (dBuV) (dB) (dBuV)

1 0.306 0213 27180 27.393 -24.150 51.543 AVERAGE

2 0.369 0.214 40020 40,234 -9.509 49.743 AVERAGE

3 0.427 0.215 36.030 36,245 -11.841 48.086 AVERAGE

4 1.283 0.247 29.330 29,577 -16.423 46.000 AVERAGE

5 3.209 0.322 11.200 11.522 -34,478 46.000 AVERAGE

6 12.185 0,652 13.640 14.292 -35.708 50.000 AVERAGE

Note:
1. All Reading Levels are Quasi-Peak and average value.
2. " * ", means this data is the worst emission level.

3. Measurement Level = Reading Level + Correct Factor
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QujieTeK Report No: 079060R-ITCEP02VO2

3.7. Test Photograph
Test Mode Mode 1:Normal Operation

Description Front View of Conducted Test

Test Mode Mode 1:Normal Operation

Description Back View of Conducted Test
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QujieTeK Report No:096RICP2O

4. Radiated Emission

4.1. Test Specification

According to EMO Standard EN 55011 (Group 1)

4.2. Test Setup

FRP Domne

So mu AF jiii/Wtu mIo4 (ntnn~oer

Grcuiid~lane Test Receiver ~ aCnrle

4.3. Limit

Limits

Frequency Dsac i)du/
(MHz)Ditne( dum

30 -230 10 30

230 -1000 10 37

Remark:
1. The tighter limit shall apply at the edge between two frequency bands.
2. Distance refers to the distance in meters between the measuring instrument antenna and

the closed point of any part of the device or system..
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QuieTeK Report No: 079060R-ITCEP02VO2

4.4. Test Procedure

The EUT and its simulators are placed on a turn table which is 0.8 meter above ground. The

turn table can rotate 360 degrees to determine the position of the maximum emission level.
The EUT was positioned such that the distance from antenna to the EUT was 10 meters.

The antenna can move up and down between 1 meter and 4 meters to find out the maximum

emission level.

Both horizontal and vertical polarization of the antenna are set on measurement. In order to

find the maximum emission, all of the interface cables must be manipulated on radiated

measurement.

Radiated emissions were invested over the frequency range from 3OMHz to1GHz using a

receiver bandwidth of 120kHz. Radiated was performed at an antenna to EUT distance of 10

meters.

4.5. Deviation from Test Standard

No deviation.
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Q ij jeTeKc Report No : 079060R-ITCEP02VO2

4.6. Test Result

Site: OATS-S Time: :2007/11/14 - 13:11

Limit: CISPR_B_IOM_QIP Margin : 6

EUT :TENS Probe: LKANTS4_2006_01 -HORIZONTAL

Power: AC 230V1501-z Note: Mode I

You-

200'040 1140 13.0001 I 30.44 6.560 3700 QUSPA

1736.0250 12.452 142.90 324.765 -5.137 30.000 QUASIPEAIK

6 547.700 22.964 3.270 26.234 -10,766 37.000 QUASIPEAK

7 791.500 26,281 1.100 27,381 -9.619 37.000 QUASIPEAK

Note:
1. All Readings below 1 GHz are Quasi-Peak, above are performed with peak and/or
average measurements as necessary.
2. " * ", means this data is the worst emission level.
3. Measurement Level = Reading Level + Correct Factor
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Q u~jieTeK~ Report No : 07906OR-ITCEP02VO2

Site: CATS-5 Time: 2007111114 - 11:55

Limit: CISPR_8_1GM__QP Margin : 6

EUT :TENS Probe: LKANTS4_2006 01 -VERTICAL

Power : AC 230VI50Hz Note :Mode I

70 0 I

'$00 I~600 OOCOIO

FrqecsoretFcor RaigLee osreLvl Mrgn Lmt DeetrTp

(Mz4d)00u)(~~m cl) (1u~n

-1 12.201.89903 23iz.878: -6.12I3_00 UAIPA

22 1tOO 1413 595 20.83-_1 3000 UAIP

1 128.020 14.845 59.00 243878 -612263 30.000 QUASIPEAK

6 *965.300 29.165 3.200 32.365 -4.635 37.000 QUASIPEAK

Note:
1. All Readings below 1 GHz are Quasi-Peak, above are performed with peak and/or

average measurements as necessary.
2. It " means this data is the worst emission level.
3. Measurement Level = Reading Level + Correct Factor
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Q uuieTeK Report No: 079060R-ITCEP02VO2

4.7. Test Photograph
Test Mode Mode 1:Normal Operation

Description Front View of Radiated Test

Test Mode Mode 1:Normal Operation

Description : Back View of Radiated Test
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luieTeK Report No: 079060R-ITCEP02VO2

5. Harmonic Current Emission

5.1. Test Specification

According to EMC Standard :EN 61000-3-2

5.2. Test Setup

Shielding Room

I
lion-Conducted n

'-~Ground Reference Plane

5.3 Limit

(a) Limits of Class A Harmonics Currents

Harmonics Maximum Permissible Harmonics Maximum Permissible
Order harmonic current Order harmonic current

n *A n A

Odd harmonics Even harmonics

3 2.30 2 1.06

5 1.14 4 0.43

7 0.77 6 0.30

9 0.40 6•<n•40 0.23 t*8/n

11 0.33

1 3 0.21

15•<n•<39 0.15 *15/n
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Q uuieTeK Report No: 079060R-ITCEP02VO2

(b) Limits of Class B Harmonics Currents

For Class B equipment, the harmonic of the input current shall not exceed the maximum

permissible values given in table that is the limit of Class A multiplied by a factor of 1.5.

(c) Limits of Class C Harmonics Currents

Harmonics Order Maximum Permissible harmonic current.

Expressed as a percentage of theinput

current at the fundamental frequency

2 2

3 30 . A*

5 10

7 7

9 5

11 <n <39
3

(odd harmonics only)

*A is the circuit power factor

(d) Limits of Class D Harmonics Currents

Harmonics Order Maximum Permissible" Maximum Permissible

' " harmonic current per waft harmonic current

'n Am A
3 3.4 2.30

5 1.9 1.14

7 1.0 0.77

9 0.5 0.40

11 0.35 0.33

11 _<n_•39
3.85/n See limit of Class A

(odd harmonics only)
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5.4. Test Procedure

The EUT is supplied in series with power analyzer from a power source having the same

normal voltage and frequency as the rated supply voltage and the equipment under test.

And the rated voltage at the supply voltage of EUT of 0.94 times and 1.06 times shall be

performed-

5.5. Deviation from Test Standard

No deviation.
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Q u ieTeK Report No: 079060R-ITCEP02VO2

5.6. Test Result
Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

PStimulator(EMS)

Test Item Power Harmonics

Test Mode Mode 1 :Normal Operation

Date of Test 2007/09/01 ITest Site iNo.3 Shielded Room

Test Result: Pass Source qualification: Normal

Current & voltage waveforms

0.3 300

-~0.2- - [- 200 <

E 0.1 oo<
0.0 CD02.

"] -0. 1 i -100 o

-0.3 -300

Harmonics and Class A limit line European Limits

3.54I
-a; 3 >L

2.5-p

5I

0.0 --

4 8 1 2 1 6 20 24 28 32 36 40
Harmonic #

Test result: Pass Worst harmonic was #19 with 1,52% of the limit.
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QuieTeK Report No: 079060R-ITCEP02VO2

Test Result: Pass Source qualification: Normal
THC(A): 0.01 I-THD(%): 255.11 POHC(A)': 0.003 POHC Limit(A): 0.251
Highest parameter values during test:

V_RMS (Volts): 229.68 Frequency(Hz): 50.00
I_Peak (Amps): 0.176 I RMS (Amps): 0.015
IFund (Amps): 0,005 Crest Factor: 16.072
Power (Watts): 1.2 Power Factor: 0.344

Harm# Harms(avg) 100%Limit %of Limit Harms(max) 150%Limit %of Limit Status

2 0.000 1.080 0.0 0.000 1.620 0.03 Pass
3 0.003 2.300 0.1 0.005 3.450 0.13 Pass
4 0.000 0.430 0.0 0.000 0.645 0.06 Pass
5 0.003 1.140 0.3 0.004 1.710 0.26 Pass
6 0.000 0.300 0.1 0.001 0.450 0.15 Pass
7 0.003 0.770 0.4 0.004 1.155 0.37 Pass
8 0.000 0.230 0.1 0.000 0.345 0.11 Pass
9 0.003 0.400 0.7 0.004 0.600 0.69 Pass

10 0.000 0.184 0.1 0.000 0.276 0.13 Pass
11 0.003 0.330 0.8 0.004 0.495 0.78 Pass
12 0.000 0.153 0.1 0.000 0.230 0.18 Pass
13 0.003 0.210 1.2 0,004 0,315 1.15 Pass
14 0.000 0.131 0.1 0.000 0.197 0.17 Pass
15 0.002 0.150 1.5 0.003 0.225 1.48 Pass
16 0.000 0.115 0.1 0.000 0.173 0.18 Pass
17 0.002 0.132 1.6 0.003 0.199 1.52 Pass
18 0.000 0.102 0.2 0.000 0.153 0.20 Pass
19 0.002 0.118 1.6 0.003 0.178 1.52 Pass
20 0.000 0 092 0.2 0.000 0.138 0.20 Pass
21 0.002 0.107 1.6 0,002 0.161 1.48 Pass
22 0.000 0.084 0.2 0.000 0.125 0.20 Pass
23 0.001 0.098 1.5 0.002 0.147 1.42 Pass
24 0.000 0.077 0.2 0.000 0.115 0.20 Pass
25 0.001 0.090 1.4 0.002 0.135 1.32 Pass
26 0.000 0 071 0.2 0.000 0.106 0.20 Pass
27 0.001 0.083 1.3 0.002 0.125 1.21 Pass
28 0.000 0 066 0.2 0.000 0.099 0.20 Pass
29 0.001 0.078 1.2 0.001 0,116 1.09 Pass
30 0.000 0.061 0.2 0.000 0.092 0.21 Pass
31 0.001 0.073 1.0 0,001 0.109 0.96 Pass
32 0.000 0.058 0.2 0.000 0.086 0.19 Pass
33 0.001 0.068 0.9 0.001 0.102 0.84 Pass
34 0.000 0.054 0.2 0.000 0.081 0.19 Pass
35 0.000 0.064 0.7 0.001 0.096 0.73 Pass
36 0.000 0.051 0.2 0.000 0.077 0.20 Pass
37 0.000 0.061 0.6 0.001 0.091 0.64 Pass
38 0.000 0.048 0.2 0.000 0.073 0.20 Pass
39 0.000 0.058 0.5 0.000 0.087 0.56 Pass
40 0.000 0.046 0.2 0.000 0.069 0.20 Pass

1.Dynamic limits were applied for this test. The highest harmonics values in the above table may not occur at the

same window as the maximum harmonics/limit ratio.

2:According to EN61000-3-2 paragraph 7 the note 1 and 2 are valid for all applications having an active input power

>75W. Others the result should be pass.
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5.7. Test Photograph
Test Mode Mode 1:Normal Operation

Description : Power Harmonics Test Setup

P
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6. Voltage Fluctuation and Flicker

6.1. Test Specification

According to EMC Standard: EN 61000-3-3

6.2. Test Setup

Shiolding Room

EMC Emission Tester
TUon-Condc

a mm~~~~~~~~~~~~~~~~~~~~~~T
I ~ ~ ~ -* &oiit~~G~md Reierence ?lane

6.3. Limit

The following limits apply:

- the value of P, shall not be greater than 1.0;

- the value of Pi, shall not be greater than 0.65;

- the value of d(t) during a voltage change shall not exceed 3.3 % for more than 500

ms;
- the relative steady-state voltage change, do, shall not exceed 3.3 %;

- the maximum relative voltage change, dm.a, shall not exceed;

a) 4 % without additional conditions;

b) 6 % for equipment which is:
- switched manually, or
- switched automatically more frequently than twice per day, and also has either a

delayed restart (the delay being not less than a few tens of seconds), or manual restart,

after a power supply interruption.

NOTE The cycling frequency will be further limited by the Pst and Pit limit.

For example: a dmn, of 6%producing a rectangular voltage change characteristic twice per

hour will give a P1i of about 0.65.
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Q~uieTeK Report No : 079060R-ITCEP02VO2

c) 7 % for equipment which is:
- attended whilst in use (for example: hair dryers, vacuum cleaners, kitchen equipment

such as mixers, garden equipment such as lawn mowers, portable tools such as

electric drills), or
- switched on automatically, or is intended to be switched on manually, no more than

twice per day, and also has either a delayed restart (the delay being not less than a
few tens of seconds) or manual restart, after a power supply interruption.

P~t and Plt requirements shall not be applied to voltage changes caused by manual switching.

6.4. Test Procedure

The EUT is supplied in series with power analyzer from a power source having the same
normal voltage and frequency as the rated supply voltage and the equipment under test.
And the rated voltage at the supply voltage of EUT of 0.94 times and 1.06 times shall be

performed.

6.5. Deviation from Test Standard

No deviation.
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6.6. Test Result
Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

P Stimulator(EMS)

Test Item . Voltage Fluctuation and Flicker

Test Mode Mode 1 Normal Operation

Date of Test 2007/09/01 ITest Site INo.3 Shielded Room

Test Result: Pass Status: Test Completed

Pst and limit line European Limits

1.00 I----

0. 75

n 0.50

0.25

PIt and limit line

0.6

0.4
a 0.3

0.2

0.1 ,

Parameter values recorded during the test:
Vrms at the end of test (Volt): 229.65
Highest dt (%): 0.00 Test limit 3.30 Pass
Time(mS) > dt: 0.0 Test limit (iS): 500.0 Pass
Highest dc (%): 0.00 Test limit ): 3.30 Pass
Highest dmax (%): 0.00 Test limit (%): 4.00 Pass
Highest Pst (10 min. period): 0.160 Test limit: 1.000 Pass
Highest Pit (2 hr. period): 0.070 Test limit: 0.650 Pass
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Q uieTeK Report No: 07906,R-ITCEP02VO2

6.7. Test Photograph
Test Mode : Mode 1:Normal Operation

Description Flicker Test Setup
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7. Electrostatic Discharge

7.1. Test Specification

According to Standard: IEC 61000-4-2

7.2. Test Setup

Shielding Room

VCP P(m0.5m)
ESD Simulator System Suppor (0.5mm)

Giun W, ~ I 1: ohm) HCP (i.6m*O.8m)
GIOU'l d Yo!CoducedThII Si c

Ground Reference Plane

7.3. Limit

item Environmental Units Test Specification Performance

Phenomena . . ria
Enclosure Port

Electrostatic Discharge kV(Charge Voltage) ±8 Air Discharge B

±6 Contact Discharge
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7.4. Test Procedure

Direct application of discharges to the EUT:

Contact discharge was applied only to conductive surfaces of the EUT.
Air discharges were applied only to non-conductive surfaces of the EUT.

During the test, it was performed with single discharges. For the single discharge

time between successive single discharges will be keep longer 1 second. It was at

least ten single discharges with positive and negative at the same selected point.

The selected point, which was performed with electrostatic discharge, was marked

on the red label of the EUT.
Indirect application of discharges to the EUT:

Vertical Coupling Plane (VCP):
The coupling plane, of dimensions O.5m x 0.5m, is placed parallel to, and positioned

at a distance C.1m from, the EUT, with the Discharge Electrode touching the

coupling plane.
The four faces of the EUT will be performed with electrostatic discharge. It was at

least ten single discharges with positive and negative at the same selected point.

Horizontal Coupling Plane (HCP):

The coupling plane is placed under to the EUT. The generator shall be positioned

vertically at a distance of 0.1 m from the EUT, with the Discharge Electrode touching

the coupling plane.
The four faces of the EUT will be performed with electrostatic discharge. It was at

least ten single discharges with positive and negative at the same selected point.

7.5. Deviation from Test Standard

No deviation.
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7.6. Test Result
I ~ I Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

Product- I
Stimulator(EMS)

Test. Item Electrostatic Discharge
Test Mode Mode 1 Normal Operation
Date of Test 2007/11/19 ITest Site iNo.6 Shielded Room

Amount of Required Complied To
Item Dshre Voltage Crtra Criteria Results

_________ __________(A, B, C)

1 0 +8kV B B Pass
Air Discharge 1 0 -8kV B B Pass

Contct ischrge 25 +6kV B A Pass
Contact Discharge25 -6kV B A Pass

Indirect Discharge 50 +6kV B A Pass
(HCP) 50 -6kV B A Pass

Indirect Discharge 50 +'6kV B A Pass
(VCP Front) 50 -6kV B A Pass

Indirect Discharge 50 +6kV B A Pass
(VCP Left) 50 -6kV B A Pass

Indirect Discharge 50 +6kV B A Pass
(VCP Back) 50 -6kV B A Pass

Indirect Discharge 50 +6kV B A Pass
(VCP Right) 50 -6kV B A Pass

Note:
The testing performed is from lowest level up to the highest Ievei as required by standard,
but only highest level is shown on the report.

NR: No Requirement
Meet criteria A: Operate as intended during and after the test
Meet criteria B: Operate as intended after the test

u- Meet criteria C: Loss/Error of function
E]~ Additional Information

Uj EUT stopped operation and could /could not be reset by operator at __ kV.
sD No false alarms or other malfunctions were observed during or after the test.

Remark:
The Contact discharges were applied at least total 200 discharges at a minimum of four
test points.
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7.7. Test Photograph
Test Mode :Mode 1:Normal Operation

Description ESD Test Setup
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8. Radiated Susceptibility

8.1. Test Specification

According to Standard: IEC 61000-4-3

8.2. Test Setup

Full Anechoic Chamber
(Antenna Tower)

AntennaII~~~~~~~~~~~~~~~~~I
L1G131T CCD Canmern

Signal Generator.
' Ground Plane Signal.Generator Power

MoniLo=r Amplifier¢

8.3. Limit

Item Environmental Units Test : Performance

Phenomena J __, Specificaton. Criteria

Enclosure Port

Radio-Frequency MHz 80-2500

Electromagnetic Field V/m(Un-modulated, rms) 3 A

Amplitude Modulated % AM (1kHz) 80
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8.4. Test Procedure

The EUT and load, which are placed on a table that is 0.8 meter above ground, are
placed with one coincident with the calibration plane such that the distance from
antenna to the EUT was 3 meters.
Both horizontal and vertical polarization of the antenna and four sides of the EUT are set
on measurement.
In order to judge the EUT performance, a CCD camera is used to monitor EUT screen.

All the scanning conditions are as follows:
Condition of Test Remarks

1 . Field Strength 3 V/m Level 2
2. Radiated Signal AM 80% Modulated with 1 kHz
3. Scanning Frequency 80MHz - 2500MHz
4 Dwell Time 3 Seconds
5. Frequency step size Al 1%
6. The rate of Swept of Frequ ency 1.5 x 1 o 3 dlecades/s

8.5. Deviation from Test Standard

No deviation.
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8.6. Test Result
Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

Product
Stimulator(EMS)

Test Item Radiated susceptibility

Test Mode Mode 1 :Normal Operation

Date of Test 2007/11/17 ITest Site IChamber5

Frequency Position Polarity Field Required Complied
(MHz) (Angle) (H or V) Strength Criteria To Criteria Results

(V/m) (A,B,C)

80-2500 FRONT H 3 A A PASS

80-2500 FRONT V 3 A A PASS

80-2500 BACK H 3 A A PASS

80-2500 BACK V 3 A A PASS

80-2500 RIGHT H 3 A A PASS

80-2500 RIGHT V 3 A A PASS

80-2500 LEFT H 3 A A PASS

80-2500 LEFT V 3 A A PASS

80-2500 UP H 3 A A PASS

80-2500 UP V 3 A A PASS

80-2500 DOWN H 3 A A PASS

80-2500 DOWN V 3 A A PASS

Note:

The testing performed is from lowest level up to the highest level as required by

standard, but only highest level is shown on the report.

Z Meet criteria A: Operate as intended during and after the test
f] Meet criteria B: Operate as intended after the test
O Meet criteria C: Loss/Error of function
[] Additional Information

[ There was no observable degradation in performance.
[j EUT stopped operation and could / could not be reset by operator at __ V/m

at frequency MHz.
0 No false alarms or other malfunctions were observed during or after the test.
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8.7. Test Photograph
Test Mode Mode 1:Normal Operation

Description . Radiated Susceptibility Test Setup
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9. Electrical Fast Transient/Burst

9.1. Test Specification

According to Standard :IEC 61000-4-4

9.2. Test Setup

Shielding Room
EM Test

(EFTIBurst Generator
* ~ ~~~~~~~loti

Insulating Support .

Ground Reference Plane

Clamp Non-Conducted ~~~~Ground Wire

~ Ground Plan.e Insulating Support

L.=o5,,, ~:!- AE(2)

9.3. Limit

Item Environmental. Unit. Test Specification Performance
Phenomena 'Criteria

i/0 and communication ports
Fast Transients Common kV (Peak) +1
Mode Tr/Th us B

Rep. Frequency kHz
Input DC Power Ports

Fast Transients Common kV (Peak) +1
Mode Tr/Th ns 5/5 B

Rep. Frequency kHz 5
Input AC Power Ports

Fast Transients Common kV (Peak) +2
Mode Tr/Th ns · /50 B

__ !RepFrequency kHz5

Page: 50 of 72

_333

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



QuieTeK Report No : 079060R-ITCEP02VO2

9.4. Test Procedure

The EUT is placed on a table that is 0.8 meter height. A ground reference plane is placed on

the table, and uses a 0. 1 m insulation between the EUT and ground reference plane.

The minimum area of the ground reference plane is l m*l m, and 0.65mm thick min, and

projected beyond the EUT by at least Oli1 n on all sides.

Test on 1/O and communication ports:

The EFT interference signal is through a coupling clamp device couples to the signal and

control lines of the EUT with burst noise for 1 minute.

Test on power supply ports:

The EUT is connected to the power mains through a coupling device that directly couples the

EFT/B interference signal.
Each of the Line and Neutral conductors is impressed with burst noise for 1 minute.

The length of the signal and power lines between the coupling device and the EUT is O.5m.

9.5. Deviation from Test Standard

No deviation.
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9.6. Test Result
Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

Product
Stimulator(EMS)

Test Item Electrical fast transient/burst

Test Mode Mode 1 :Normal Operation

Date of Test 2007/11/14 ITest Site No.2 Shielded Room

Inject Voltage Inject Inject Required Complied
Polarity Ti meto Rsl

Line Method Criteria
kV (Second) Criteria

L+N + 2kV 60 Direct B A PASS

Note:

The testing performed is from lowest level up to the highest level as required by

standard, but only highest level is shown on the report.

0 Meet criteria A: Operate as intended during and after the test
[1 Meet criteria B: Operate as intended after the test
[] Meet criteria C: Loss/Error of function
12 Additional Information

[1 EUT stopped operation and could / could not be reset by operator at __. kV of
Line

0 No false alarms or other malfunctions were observed during or after the test.
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9.7. Test Photograph
Test Mode : Mode 1:Normal Operation

Description EFT/B Test Setup
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10. Surge

1 0. 1. Test Specification

According to Standard :IEC 61 000-4-5

1 0.2. Test Setup

Shielding Room

EM Test
(Surge Generator)

tlori-Coniducted
Table

G'round Reference Plane

10.3. Limit

Item Environmental Phenomena Units Thst Speciflcatioh Performance
Criteria

AC Input and AC Output Power Ports
Surges Tr/Th us ~ 1.2/50 (8/20)
Line to Line kV ±- 1 B
Line to Ground ~ kV ± 2

Notes:

1) Applicable only to ports which according to the manufacturer's may directly to outdoor
cables.

2) Where normal functioning cannot be achieved because of the impact of the CON on the
EUT, no immunity test shall be required.
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10.4. Test Procedure

The EUT and its load are placed on a table that is 0.8 meter above a metal ground plane

measured lm*lm min. and 0.65mm thick min. And projected beyond the EUT by at least

0.1m on all sides. The length of power cord between the coupling device and the EUT shall

be 2m or less.

For Input and Output AC Power or DC Input and DC Output Power Ports:

The EUT is connected to the power mains through a coupling device that directly couples the

Surge interference signal.

The surge noise shall be applied synchronized to the voltage phase at 0° , 900, 180o, 2700 and

the peak value of the a.c. voltage wave. (Positive and negative)

Each of Line-Earth and Line-Line is impressed with a sequence of five surge voltages with

interval of 1 min.

10.5. Deviation from Test Standard

No deviation.
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10.6. Test Result
Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

Product
Stimulator(EMS)

Test Item Surge

Test Mode Mode 1 :Normal Operation

Date of Test 2007/11/15 ITest Site iNo.2 Shielded Room

Voltage Time Complie
Inject Inject Required
inject Polarity Angle Interval d to ResultLine Method Criteria

kV (Second) Criteria

L-N ± 0 1kV 60 Direct B A PASS

L-N ± 90 1kV 60 Direct B A PASS

L-N ± 180 1 kV 60 Direct B A PASS

L-N ± 270 1kV 60 Direct B A PASS

N-PE ± 0 2kV 60 Direct B A PASS

N-PE ± 90 2kV 60 Direct B A PASS

N-PE ± 180 2kV 60 Direct B A PASS

N-PE ± 270 2kV 60 Direct B A PASS

L-PE ± 0 2kV 60 Direct B A PASS

L-PE ± 90 2kV 60 Direct B A PASS

L-PE ± 180 2kV 60 Direct B A PASS

L-PE ± 270 2kV 60 Direct B A PASS

Note:
The testing performed is from lowest level up to the highest level as required by

standard, but only highest level is shown on the report.
Z Meet criteria A: Operate as intended during and after the test
[] Meet criteria B: Operate as intended after the test
[] Meet criteria C Loss/Error of function
E] Additional Information

[ EUT stopped operation and could / could not be reset by operator at __ kV of
Line

[ No false alarms or other malfunctions were observed during or after the test.
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QuieTeK Report No: 079060R-ITCEP02VO2

10.7. Test Photograph
Test Mode Mode 1:Normal Operation

Description : SURGE Test Setup
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Q uieTeK Report No: 079060R-ITCEPO2VO2

11. Conducted Susceptibility

11.1. Test Specification

According to Standard IEC 61000-4-6

11.2. Test Setup
CDN Test Mode

Shielding Room

Insulating Support AE EUT CDN Fixed Pad

Ground Reference Plane
Non-CondUcted Table So eall

Gr ound V'k;e . I

Giound Plane Signal Generator......... IPower
__ IEo ~ ~ ---~Amplifierl -

EM Clamp Test Mode

Shielding Room

Insulating Support EiUT EAC Co N CN EM Clamp Fixed Pad

Ground Reference Plane
6;,-,und Wire __rot-Conducted Table $0__'

.Ground PlaneC Signal Generator
PowerAE(2) Amplifierl
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QuijeTeK Report No: 079060R-ITCEP02VO2

11.3. Limit

Itemn EnvironmentaPhnm a Units Test P~erformance
I ~ ~~~~~~~~~~~~Specification. Criteria

Signal Ports and Telecommunication Ports _______

Radio-Frequency MHz 0.15-80
Continuous Conducted V (rms, 3A

Uni-modulated) 80
0/O AM (1 kHz) _ _ _ _ _ _ _ _ _ _ _ _ _

Input DC Power Ports _________

Radio-Frequency MHz 0.15-80
Continuous Conducted V (rms, 3A

Un-modulated) 80
% AM (1 kHz) _ _ _ _ _ _ _ _ _ _ _

Input AC Power Ports
Radio-Frequency MHz 0.15-80
Continuous Conducted V (rms, 3A

Un-modulated) 80A
_____ _____ _____ ____ % AM _(1 kHz)_ _ _ _ _ _ _ _ _ _ _

11.4. Test Procedure

The EUT are placed on a table that is 0.8 meter height, and a Ground reference plane on the
table, EUT are placed upon table arid use a 10Ocm insulation between the EUT and Ground
reference plane.
For Signal Ports and Telecommunication Ports
The disturbance signal is through a coupling and decoupling networks (CON) or EMV-clamp
device couples to the signal and Telecommunication lines of the EUT.
For Input DC and AC Power Ports
The EUT is connected to the power mnains through a coupling and decoupling networks for
power supply lines. And directly couples the disturbances signal into EUT.
Used CDN-M2 for two wires or CDN-M3 for three wires.
All the scanning conditions are as follows:

Condition of Test Remarks
1 . Field Strength l3OdBuV(3V) Level 2
2. Radiated Signal AM 80% Modulated with 1 kHz
3. Scanning Frequency 0.15MHz -SOMHz
4 Dwell Time 3 Seconds
5. Frequency step size Aj~ 1 O/

6. The rate of Swept of Frequency 1.5 x 1 0-'decades/s

11.5. Deviation from Test Standard

No deviation.
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QuieTeK Report No: 07906oR-ITCEPo2VO2

11.6. Test Result
Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

Product Product Stimulator(EMS)

Test Item Conducted susceptibility

Test Mode Mode 1 :Normal Operation

Date of TeSt 2007/11/15 - -]Test Site No.6 Shielded Room

Frequency Voltage Inject Tested Port Required Performanc Result
Range Applied Method of Criteria e Criteria
(MHz) dBuV(V) EUT Complied

To

0.15-80 130 (3V) CDN 04 AC IN A A PASS

Note:

The testing performed is from lowest level up to the highest level as required by
standard, but only highest level is shown on the report.

[ Meet criteria A Operate as intended during and after the test
O Meet criteria B: Operate as intended after the test
[O Meet criteria C: Loss/Error of function

LI Additional Information
[ EUT stopped operation and could / could not be reset by operator at __ dBuV(V) at

frequency MHz.
0 No false alarms or other malfunctions were observed during or after the test. The

acceptance criteria were met, and the EUT passed the test.
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QuieTeK Report No: 079060R-ITCEP02VO2

11.7. Test Photograph
Test Mode :Mode 1:Normal Opciation

Description Conducted Susceptbility Test Setup

~~~~~~~~~~~~~~~~~~~~~~~II

*,:***~ ~ ~ ~ ~ ~~~~MI ,. 'h
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Q uieTeK Report No: 079060R-ITCEP02VO2

12. Power Frequency Magnetic Field

12.1. Test Specification

According to Standard: IEC 61000-4-8

12.2. Test Setup

Shielding Room

Magnetic Field Coil

, Non. ~~~~~~~~1101Conducted
Power Line raganctics , Table

'---,- GioundReferencePlane

12.3. Limit

Item Environmental Units Test Specification Performance
Phenomena Criteria

Enclosure Port _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Power-Frequency A-tz
Magnetic Field A/rn (r.

12.4. Test Procedure

The EUT and its load are placed on a table which is 0.8 meter above a metal ground

plane measured at least lm't lr mmin. The test magnetic field shall be placed at central

of the induction coil.
The test magnetic Field shall be applied 10 minutes by the immersion method to the EUT.

And the induction coil shall be nlated by 90" in order to expose the EUT to the test field

with different orientation (X, Y, Z Orientations).

12.5. Deviation from Test Standard
No deviation.
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Qu ieTeK Report No: 079060R-ITCEP02VO2

12.6.Test Result
Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle

Product Stimulator(EMS)

Test Item Power frequency rnargnetic field

Test-Mode Mode 1:Normal Operalion

Date of Test 2007/11/15 Test Site JNo.3 Shielded Room

Polarization Frequency Magnetic Required Performance Test Result
(Hz) Strength Performance Criteria

(A/n) Criteria Complied To

X Orientation 50 3 A A PASS

Y Orientation 50 3 A A PASS

Z Orientation 50 3 A A PASS

Z Meet criteria A: Operate as intended during and after the test
[] Meet criteria B: Operate as intended after the test
[] Meet criteria C: Loss/Error of function
o Additional Information

[] EUT stopped operation and could / could not be reset by operator at __ kV
of Line

0 No false alarms or other malfunctions were observed during or after the test. The
acceptance criteria were met, arid the EUT passed the test.
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QuieTeK Report No: 079060R-ITCEP02VO2

12.7. Test Photograph
Test Mode :Mode :Normal Opt ttion

Description Power Frequency 'I ignetic Field Test Setup

6f

p
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Q uieTeK Report No: 07906oR-ITCEPO2VO2

13. Voltage Dips and Interruption

13.1.Test Specification

According to Standard : lEO 61000-4-11

13.2. Test Setup

Shielding Room
EM Te~st

(Voltage Dips! Interuujpions
Variations Smwlntor)

HE ~~~~~~~~~~~- !olin-Con(Jucted

~ I ~~~~~~~~~~Table

"~""- Ground Reference Plane

13.3. Limit

tem fErniiron mental ' i i & iTest Specification Performan-e ;

Input AC Power Ports

Voltage Dips o Reduction >95 B
Period 0.5

% Reduction 60
C

Period 5

I,, Reduction 30
CPeriod 25

Voltage Interruptions %O Reduction > 95
C

Period 5000
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Qu i eTeK Report No: 079060R-ITCEP02VO2

13.4. Test Procedure

The EUT and its load are placed on a table which is 0.8 meter above a metal ground plane

measured lm*lm rmin. And 0.65mm thick min. And projected beyond the EUT by at least

0.1m on all sides. The power cord shall be used the shortest power cord as specified by the

manufacturer.

For Voltage Dips/Interruptions test
The selection of test voltage is based on the rated power range. If the operation range is

large than 2 0%/ of lower power range, both end of specified voltage shall be tested.

Otherwise, the typical voltage specification is selected as test voltage.

The EUT is connected to the power mains through a coupling device that directly couples to

the Voltage Dips and Interruption Generator.

The EUT shall be tested for 30% voltage dip of supplied voltage and duration 25 Periods,

for 95% voltage dip of supplied voltage and duration 0.5 Periods with a sequence of three

voltage dips with intervals of 10 seconds, and for 95% voltage interruption of supplied voltage

and duration 250 Periods with a sequence of three voltage interruptions with intervals of 10

seconds.

Voltage phase shifting are shall occur at o0, 450, 900 1350 1800 2250, 2700 3150 of the

voltage.

13.5. Deviation from Test Standard

No deviation.
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Quij eTerK Report No :079060R-ITCEP02VO2

1 3.6. Test R es uIt__ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Transcutaneous Electrical Nerve Stimulator (TENS) & Powered Muscle
Product - Stimu~lator(EMS) ________________________

Test Item Voltage dips and interruption
Test Mode IMode 1:Normal Operation _____________

Date of Test 12007/11/15 _____Test Site INo.2 Shielded Room

Voltage Dips and -Angle Test Required Performance Test Result
Interruption Duration Performa nce Criteria

Reduction(%)__ ______ (Periods) Criteria Complied To
30 0 _ 25 C A PASS
30 45 25 C A PASS
30 90 _ 25 C A PASS
30 1525 C A PASS
30 180 25 C A PASS
30 22 5C A PASS
3 0 270 2 25 C A PASS
3 0 312 25 C A PASS

100 0 _ 0.5 lB A PASS
100 4 5 0.5 [3 A PASS
100 9 0 0.5 3 A PASS
100 1 35 0.5 B - A PASS

100 ~~1 80 - 0.5 13 A PASS
100 225 0. 3 A PASS
100 20 _ 05B I A PASS
100 315 _ 0.5 BA PASS
60 0 5 C A PASS
60 45 5 C A PASS
60 90 _ 5CA PASS
60 135 5 C A PASS
60 1I m 5 c' A PASS
60 225 _ 5 C A PASS
60 270 5 _ _C A PASS
60 31 5 - 5 C PASS

100 45 5 0 __CC PASS
100 §05 250 __C I C PASS
100 135 250 __C ] C PASS
100 j 10 -5 250 c C PASS
100 [_225 250 __C C PASS
100 2702 250 __CC PASS
100 -Fo31 250 C C PASS

oj Meet criteria 13: Operate as intended after the tesl
o Meet criteria C: Loss/Error of function
F] Additional Infornialion

F- The nominal voltage of EUT is 230V.
F1 EUT stopped operation arid could / could not 1)0 reset by operator at ____kV

ol Line _ _ _ _ _ _ _

0No false alarmis or other malfunci(tions were observed duJtrin~gor after the test. The
acceptance criteria were. met, and the EUT passed the test.
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Qu ieTe~ ,.rNQ uie~~~~~~~ep- !~~~~~, ort No: 079060R-ITCEP02VO2

13.7. Test Photoqra; I i
Test Mode :M) !,. 1l.rt :rmal Op( L[ion

Description V:c:iqc )ipS Test up

I~~~~~~~~~IE

41~~~~~~~~~~~~~~~

LPt

/
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Q uieT Report No: 079060R-ITCEPO2VO2

14. Attachright . .: .

> EUT P hotoraph ' ....
(1)IEUTPhto 4

(2) EUT Photo
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QuieTeE Report No: 079060R-ITCEP02VO2

(3) EUTPhoto6

(4) EUT Photo
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QLJieTeK Report No: 07906OR-ITCEP02VO2

(5) EUT Photo

(6) EUT Photo
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Q uieTeK Report No: 079060R-ITCEP02VO2

(7) EUT Photo

(8) EUT Photo
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TEST REPORT'tl
EN60601-

Medical electrical equipment
Part 1: General requirements for safety -

Name and address of theWELL-LIFEHfEA LTHCKARE LTD. Tel: 886-2-2928-2112testing laboratory 
..Fax: 886-2-2928-I 880

Name and address of the . WELL-LIFE HEAL THCARE LTD.
applicant 1FL., No. 16, Lane 454, Jungfeng, Rd., Yunghe City, Taipei Cou~ty, Taiwan,

Name and address of the K.WELL-LIFE F4EALTHCARE LTD.
manufacturer 1FL., No. 16, Lane 454, Jungjng Rd., Yunghe City, Taipei County, Taiwan,

R e. 0. C

Name~and address of the WELL-LIFE HEAL THCARE LTD.
factory . . IFL., No. 16, Lane 454, Jungieng Rd., Yunghe City, Taipei- County, Taiwan,
(production sites) R. 0. C.

Produc t T ENS (Transcwianeou& ElIect,'ical Nerive Sum ulators,) Device

Trademark . . Well-Life

Modelttype reference WL-2407

Rating and principal Please make reference to specifications
characteristics

Tested according to EN 60601-I: 1990 + amendment A 1, A2Q andAl13:1996.

Test Repdrt No. I VL-2007-01

Tony, C. S. Chiang. 1¾Work carried out byMnar Sgtue

Jenny Hsieh
Work verified by

Sales Manager Signalures

Date of issue kf ay, 1 2, 2 0 07
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 PAGE 1 OF 49

ADDITIONAL INFORMATION

tt

,~~~~~~~~~~~~~~~~~~~~ ? ~ v

General information:

The test results presented in this report relate only to the object tested and information given from applicant or manufacturer.

Test case verdicts:
Pass = Pass, Fail = Fail, N.A. = Not applicable. Pliced in the column marked "Verdict".

This is a Computer generated Test Report.
Information written in "Italic" or 'Italic and bold" font style is written by project Engineer during testing.
All other information in "Regular" 6r "Regular and bold" font style is a part of this "Test Report Form".
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SECTION FOR TESTINGAND CERTIFICATIO)N OF ELECTRICAL EQUIPMENT ,"'

TEST REPORT:WL-2407-01 PAGE 2 OF 49

SECTION 1: GENERAL. F
Clause Requirement - test Result . ...... Verdict1

1. SCOPE. '

This Standard applies to medical The TENS is within the scope of this standard Pass
electrical equipment. .'

3. GENERAL REQUIREMENT.

Tools shall be designed and. The TENS has been designed and constructed that Pass
constructed that function safely so fimnction safely so as to cause no danger to persons or to
as to cause no danger to persons or surroundings.
to surroundings.

4. GENERAL NOTES ON TESTS.

Tests are performed according to All the relational tests have been carried outaccording to' Pass
CI. 4, e.g. correct ambient the requirements specified in this standard.
temperature range, nature ofsupply,
sequence of testing, most
unfavourable position etc.

S. CLASSIFICATION.

5.1 Type of protection against electric b) Internally powered equipment. Pass
shock:
a) Class I/li equipment.
b) Internally powered equipment.

5.2 Degree Of protectidn against electric Type BF equipment. Pass
shock:
- Type B.
- Type BF.
- Type CF.

5.3 Degree of protect'tp against ingress Ordinary. Pass
or foreign bodies aid moisture
(ordinary, drip-proof, splash-proof,.
watertight).

5.4 According to methods of sterilization There is no this requirement, NA
or disinfection.

5.5 According to presence of a Not suitable. NA
flammable anaesthetic mixture with
air or with Oxygen or Nitrous oxide.
- Not Suitable. '
- Category AP equipment.
- Category APG equipment.

5.6 According to mode' of operation. Continuous operation. Pass
- Continuous Operation. .

- Short time operation.
- Intermittent operation.
- Cont. Op. With short time load.
- Cont. Op, with intermittent load.
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 ' PAGE 30F49

Clause Requiremernt - test Result Verdict

6. IDENTIFICATION, MARKING, &
DOCUMENTS.,'

The following meanings shall apply .'
to identification & making ' '

- Permanently affixed : Removable No particular comments. Pass
with tools only or by, appreciate :.
force.

Clearly legible: It is in conformity with the requirement of this clause., Pass

* Affixed in a promident location and -

legible with normal vision.
Discernible in its position of normal

use.

-Major part: It is in compliance with the requirementIofthisclause.
* On or near the control panel or , c . s
relevant part.
* Usually on the outside of the part
that contains the sup4ply mains
connection and preferably adjacent
to the connection pboint.

6.1 Marking on the outside of
equipment.

a) Main operated equipment. The TENS does not belong to this kind of equipment. NA
* Shall be provided at least with.,
permanently affixed and clearly
legible marking on the major part of
equipment as described in Table II,
Column 3.

b) Internally powered equipment. The relevant appropriate markings have been provided Pass
*Shall be provided at least with f or this equipment.
permanently affixed and clearly
legible marking on the major part of
equipment as described in Table II,
Column 4.

c) Equipment supplied from a specified The TENS does not belong to this kind of equipment. NA
power supply.
* Shall be provided,at least with
permanently affixed and clearly
legible marking on the major part of
equipment as described in Table II,
Column 5,

d) Minimum requirements: The relational requirements specifted in this clause have Pais
* For the reasons of size, at least been complied with.
6.1e), 6.1f), and 6.1g) shall be
affixed, the others shall be recorded
in accompanying documents. ¢
Where no marking is practicable; all
information shall be included in
document. ' ;

· ~ ~~~~~3
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST R-EPORT.WL-2407-O1 .tPAGE 4.OF 49

Clause Requirement .test 'Result Verdict'

e) IIndication of origin'. The re levant information (n ame, ad~~ t. o hs Pass--
*Name or trademark claiming that product have been provided

the equipment doinply wih -i

standard.wihts

0 ~~**. Model or type reference. All the~model numbers have been provided Please make Pass

reference to speciffications provided 'IitihW TCF..T

g) Connection to the s~pply. The power suppIly for the TENS is aD. C. battery. Pass
* The rated voltage. or rated range.

- . * Nature of supoly,'',.g. phase &
current type. '1

Ii) Supply frequency. (Hertz). -D.C.powver supply. j NA

j) ~~~Power input. .Not applicable. . NA
* The power input shall be indicated
where the power fa'ctor exceed .0.9.

k) Main power output. The main power output has been provided. Pas
* The max. allowable power outputas
shall be indicated fdr auxiliary ma~in
socket outlet. '....I-

I) .Classification. ,.,. The appropriate class fication for the TENS have been Pass
*Symbol of class II,, if relevant. used (Type BE)

.*P degree. J
*Degree of protection against~

electric shock ( Type B/BFICF).. * W ~

m) . Operation Mode, Althe relational operation modes have been marked on Paiss
*If no marking is provided, the TENS.

equipment is assumed to be
continuous operation.

ii) Fuses. .There is not any fuse used for this equipment.j NA
~Type & rating shall be marked--- ..

adjacent to the fuse holder.

P) ~~Output. . The rated outpuit current has been provided Pass
*Rated output voltage, current or
power where applicable.

Output frequency~where
applicable.

q) Physiologic effects (symbol & The relevant symbols and warning statements have been Pass
warning statements, ). . .. provided in the instruction manual!

*In a prominent position where
used. * Appropriate symbollEC-417
or Table DII of Appendix D.

r) Category AP/APG. , The TENS does not belong to Category APIAPG. .NA

s) - Danger Voltage symbol for high Therk is no danger voltage. NA
voltage device,-

t) Cooling condition. Th&-e is no this situation. NA

u) Mechanical stability. Not dpplicable. NA
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SECTION FOR TESTING AND CERTIFICATfI.ONOF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 ' PAGE 5.OF 49
: ~ ~ ~ _ _ _ _ _ _ _ _ _ _ _ _ IJ

Clause Requirement - test . . Result -.- Verdict

v) Protective packing.;,1 ':'fll The appropriate packing has been providedfor the TENS. Pass
* According to 6.8:3, and 10.1, and
ISO-R780. clt, b, :

w) Not Used. ....

x) Not Used. .s! . Ih;
y)- . .....Earth terminal:..... Bkhuse -the power for the TENS is D.'C. 'pd',Fb. iher~.~-i -"N.A-;--'7Symbol 9 of TableDl for terminal of no earth terminal usedfor this device..~~~~~~~~~noerhterminal: - Bcusedtepoe for the ESis d.C oervitere,

potential equalization conductor.
. Symbol 7 of table DI for functional

earth terminal. . - tiv. ,

z) .Removable protective means:...... . . -------

Compliance checking of 6.1. ' The relevant inspection and test have been carried out Pass
* By inspection of "rhfrking. :, with an acceptable result.
* By the durability te§t. ,h]ifh

6.2 Marking on the inside'of equipment.

a) * Clearly legible as 6.1 It is it: compliance with the relational requirements. I Pass
* Shall not be subject to the rubbing
test as that of 6.1.'

Nominal supply vo'rage shall Lhe' ' C_________ ~ ~ ~ ~ ~ ~ . ,,- .. .. , .--.- oa.-...--. … -
marked adjacent to the terminal. .

b) Maximum pow'er loading of heating Thhere is not any heating element for this device. NA
elements shall be marked near the

...........h e a te r. ------------...................

e) Fuse ID by type & rating, or There is no fuse for this device. ,VA
reference. -* . ' .. . ...

f) Symbol 6 of table DI for protective There is no protective earth terminal. NA
earth terminal.

For heating elements or There is not any heating element for this device. NA
lampholders designed for use with
heating lamps not intended to be ,
changed by the operator and which
can be changed only with the use of
a tool, an identifying marking

' referring to information stated in the,
accompanying document is :
sufficient. '

c) . Dangerous voltage marking for high There is no danger voltage marking for high voltage. NI A
voltage.

d) Type of battery and mode of The type of battery has been provided. Pass
insertion.

' g) Symbol 7 of table. DI for functional There is nofiunctional earth terminal. NA
earth terminal.

367
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT_

TEST REPORT:WL-2407-01 -tIfrlr. 4m AE 6,OF 49

* ~~*,~Clause RequireimAtt- test Result Vrict

14h- Symbol 8 of table Di for neutral There is no neutral supply conductor.. . 4.N
2supply conductor in ~permanerntl -y -. --- "- -

- installed equipen&t' Z4-4

j) *Marking of 6.2 Oh), k), & I) shall There is no this situation. NA
not be affixed to pb~tts which hdsrtb -

be removed.
*Mark on or near terminal shall--

Icomply with'IEC-445'. ;r~ "-ir~i/d

k)7* Terminal markinfgfor supply-:--. No'rlcbe - _NAj
connectors shallbe marked'', 8tr' I
adjacent to terminal,'unless noieTfl.

29 ~safety hazard if connection are . . -"-1

interchanged.
*If marking is' impossible due td w 'bt wqt.r"I

small size, it shall be indicatedin *- ft,
document. "r

~. I) .
t Appropriate marking or statement Not applicable. INA

for terminal or wiring which attaiis'a I. .~~~ temperature of more than 750C. .- ..... z . __

m) Not used. --- _

ni) Capacitor and/or the connected Not applicable. NA
. ~~circuit parts shall be-marked as-'-" .-..

6.3' ~ Marking of controls and instruments. .....-----

a) - Appropriate ON/OFF-marking~of-- Appropriate ON/OFF marking has beenprovided.~- Pass
I main swAitch. ~ r¼ . * 

t
i

-b)---- Appropriate position indication- --- Not applicable. _-NA
according to symbol 17 & 18 oftable
DI.

c) . If safety hazard c6Old be caused by There is no any safety hazard caused by the setting of NA
the setting of control, one of the control.
followings shall be provided:

An associated indicating device.
-An indication of the direction in

* . ~~which the, magnitUde of the funbtion

______ change.

e) . . Not used. .

0 ~~~Control and indicator~s with safet y NO additionpal safety function is used for this device. NA
;functions shall be identified. -F

6.4 . Symbols.

a) - Symbols of Appendix D shall be The relevant symbols ofAppendix D have been used. Pass

usdfrcluL61iw63 Pla~ e.heifrm o poiedi6hiSC
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT: WL-2407-01I PAGE 7OF 49

Clause Requirement -test *.Result Verdict

b) Symbols of IEC-878 shali~be used .No any symnbols defined in iEC-878 is usedfor this "'fNA. 94
* -. ___ --'~'A oricontrols and peformance, fY- device.

- applicable. --

6.5 Colours of the insulation of-
conductors. * .-

a)' ~Yellow/green for frotective earth IThere is notProtective earth c66ductobtsdfot~irf:S-hc1TA . U

- conductor. (PEG) device. - ,.T'r r[r..,

b) Yellow/green for connection There is no protective earth conductor used for this NA
between PEG & Accessible metal device.
part or functionalprotective terminal.

c) Identification by yellow/green There is no protective earth conductor used for this .NA

- ~~~insulation shall only be used for: device.
-- PEG (protective earth conductor)..
- Conductors specified in 6.5b): .,.* . -,-

- Potential equalization conductors.
- Functional earth conductors.

d) Neutral conductor shall be coloured There i'sno'o'ny neutral conductort P>L4 u' •$4iN~Hi'-
"light blue".(IEC-227 or IEC-245) 4.v~~

e) Power supply cords shall be No any power supply cord. - NA "ln,
- coloured according to. IEC-227 or J:--, -

IEC-245

f) A secondary Y/G conductor' Not this situation. NA
connected in parallel shall be used
for multiple conductor cord and the
max. allowed resistance would be
exceeded.

6.7 Indicator lights and push-buttons. -

*a) Colours of indicator lights: Appropriate colour has been used for indicator lights.- Pass
-Colour red shall be used .

exclusively to indicate a warning of o 1
danger and/or a need for urgent
action. '--n .

-Dot-matrix and other alphanumeric
displays are not considered to be k1v .

indicator light. v

b) . Colour of unilluminated No this kind of push button:-~ NA:
pusColtourrdshal beusdonyo
p lush-buttos:al be usd onl for-

the push button by which a function I -

is interrupted in case of emergency.

c) Not used.

d) ...- Not used.,

6.8 . Accompanyin§ documents. . -

3•7
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 PAGE 8 OF 49

Clause Requirement - test Result Verdict

6.8.1 General: -. . . The instruciion manual includes ihstruction for use, Pass
': '' -'At least including instrtionfF technical description andan'addres '; ..
use, technical description, and an ... - ' ""
address. ' . .

'Be regarded as part 6f equipment. The instruction manual is regardedzs pcirt ofequi ent ; "Pdss "J1 -''

- All applicable classification of '. All applicable classification have been'included,ih the : Pass.
clause 5 shall be included in both . relevant document, -. -

-the instruction for use'and'---
technical description.

-All marking of clause 6.1 shall be A IImarkings which are not affixed to equipment have Pass
included, if they are not affixed to been included in the instruction manual.
equipment.

-Warning statemert & explanation All warning statement and explaniationb warnmg:t .,;K >'Pass :4 :
of warning symbols shall be symbols a/'e included in the instruction'maniiah : .' -. ..
included.

- Indication on recognised All relational information about accessories have been Pass , ' nv;
accessories, detachable pati and . included in the instruction manual~r-:Ze. 'l-chCfl.t. .:
material, if use of the others could . '.,
degrade min. safety. - , '

6.8.2 - -Instruction for use. ; - . . i ,r:o u:r = .

a) General: All necessary information for operation according to the Pass
- Information necessary for specification has been provided.
operation in accordance with its .. r.
specification.
This shall include explanation of: , ' ,tJ:iC t. ,ut-.'-
* Function of control:
* Display & signals.
* Sequence of operation.
* Connection & disconnection.
* Replacement of consuming
material. :

- Sufficient detail concerning The "troubleshooting" has been provided for the Pass .
cleaning, preventive inspection & - operator. . : 7.:.. i-r : ,
maintenance which are carried'out .

by operator including the frequency, ; - .._tc -:u . ',. :,
routine maintenance for safety - - ., :'a.,:U--IT' ,
performance.

- Indication the preventive It is in compliance with the requirement specified in this Pass
inspection & maintenance which are clause. , :.. ' .:. .. t .
carried out by the othirs including. .:, .- .: ..
the frequency but no necessarily * ' [0'

including the detail, ·.

- The meanings of figures, symbols, The relevant explanationfor warning statement andI-: Pass '
warning statement & abbreviations symbols have been provided . ' *
shall be explained in instruction for

'" . -use.

b) Responsibility of manufacturer: -,

Not used.
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· SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT .

TEST REPORT:WL-2407-01 PAGE 9 OF 49

Clause Requirement - test Result Verdict

~c) Signal input & outpu It is in accordance with tpe requireetors-ign-a-l Pass
- If I/0 is intended only for - '- -.input/output . . ,
connection to specified equipment ,-'
this shall be statedifi instruction for ' - . .:
use.

d) - Cleaning, disinfection, and The TENS is not the accessory which reqiuires the work of NA
sterilization of parts: cleaning dis infection or.... ,il'Zti6h.
- If equipment contact patient during ' . _; ...-
normal use, the items described - r- ...
above shall be included in
instruction for use.

-Or identify suitable agent, and list A Some information for operatibh tondition have beeh -. 'ss
the temperaturehumidity, and time provided.
limits where necessary.

e) -. Mains operated equipment with -

additional power source

Warning statement referring to the Not mains operated equipment , N .... !.,r-. NA 9,,

necessity for the periodical checking . . . ..;7

and replacement of additionalpower ',s
source shall be indicated in . .- .

instruction manual, where used.

f) Removal of primary batteries: - . . ....

Warning statement referring to the It is in conformity with this requirement. -- , -. ,' . Pass
removal of batteries if equipment is . 7 -.
not likely to be used for some time .-
shall be included in instruction for - , -

use. '

g) Rechargeable batteries.:

Instruction for this equipment shall No rechargeable battery. ...- -, - .NA
contain instructions to ensure safety :-- ,
use and adequate maintenance.. - - .-:...... . e~-f- c-

* h) . Equipment with a specified power - . -. - ..

supply or batterj-charger- .. ,.

Instruction for this equipment shall ' There is no this situation]I .. ....tc .. s. Pass -
identify power supplier or battery .e.

charger necessary to ensure . .. . -. .- r--:. -.
compliance with the requirement of
this standard ._ .

6.8.3 Technical description. .c -

a) General: All adequate technical description has been proyidedfor Pass
- Technical description shall safety operation. .

included all items of clause 6.1, and
all characteristics knowledge of : - -

which is essential for safety
operation.

' -~~~~~~~~~~~~3,
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* ~SECTION FOR TESTING AND CERTIFICATION OF-ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-O1 PAGE lO0OF 49

Clause aequirement -test Result Verdict

-- -The technical description shall p The chapter "Preparation for.use~,has~been~ptoyided in; f Pass
- state whether particular measures the instruction manual. Sr

- or condition are to be observed forI -Z

installing equipment and bring
equipment into use. " J

b) ~~Replacement-of -fuses &-other padts: There is Ho fuse. IVA

b) - - Type & rating of fuses external to -- N

permanently installed,equipmen't2.-
shall be stated in technical
description.

-Technical description shall contain The information about the choice of accessories have - Pass
instruction for replacement of *. been provided %~r.~

interchangeable padt which are
subject to deterioration during -

normal use.~ - -

C) Circuit Diagram & Component part - '

list.

- -Technical descIription shall contain The circuit diagram and standard accessories have been, 4 .Pass ,;i

statement that the sugplier willmake provided . r.

available on request circuit diagram, - --- i

component padt list or other V..IC-

information which assist to repair C

-- equipment by qualified personnel. ___

d) Condition for transport & storage. ---

Environment condition for transport The relevant environment condition have been included. , Pass TIt

& storage shall be repeated on the- ,-i

outside of-packaging, if equipment is J - -r.-

not capable of withstanding the
condition specified in Sub-clause

6.8.4 Not used.

6.8. Not used.

Compliance of clause 6.8 is .. The relational requirements of clause 68 has been-- Pass

-checked by inspection. - . complied with.. *,-

7 POWER INPUT.

7.1. Motor drive equipment. -.- Not a motor drive equipment., -,--~ NA

-a) - -+25% for rating < 100W.- r--

- +1 5% for rating > 100W...-

-b) The other equipment. D.C. power equipment with rating < 100W., ~ NA
- +1 5% for rating <100OW. -.. ,

- t1 0% for rating > 100OW.

Compliance checked by testing. - Not applicable. -- < NA:

7.2 . Not Used.
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 PAGE 11 OF 49

SECTION 2: ENVIRONMENTAL CONDITIONS.

Clause., Requirement - test Result - . Verdic

8. BASIC SAFETY CATEGORIES. ·- ; t Ftt

-See-Appendix-Al:1l. ''--' : ~-.... The TENS complies with the-relational-safety'. Pass
.... requirements: . -

9. ' REMOABLE PROTECTIVE - , r!.-:¢. t. L '4(jYTE~:- --:

MEANS. -

Not Used.

10. ENVIRONMENT CONDITION. - - . .;:i...... '-

10.1 Transportation & Storage: ' The transportation and storage conditionsfor TEN$ are Pass

- Within 15 weeks under the constructed in accordance with this requirement, : --

following Condition: .

' -- Humidity:.10%-100%.
- Pressure Range: 500 ~1060hPa.
- Temperature: - 400C ~ + 70°C.

10.2 Operation: - i. K - ; - , r '

10.2.1 ' Environment: ' The operation environment for TENS are in compliance Pass - :

Humidity: 30 % -75 %. with the requirements. .. . - .'?5 % .
Pressure Range: 700 -1060hPa. - ,,. ~. . -'.

',.Temperature: -. 1OOC -+ 40'C. ' : . . .. : - "- -- '

10.2.2 Power Supply: - ,' :

- Rated Voltage: (Not Exceeding )
a) DC 9K ., ' ' .... Pass .-

*250 Vfor hand-held.

.250V Dc or single phase, 500V for

3 phase while rating < 4 KVA.

* 500 V for the others. , '"" · - "'

- Low internal impedance. Not applicable. . . NA .

Voltage fluctuation not.exceeding. Not applicable. . , - : t, o . . ... . --

- +10 % of Nominal Voltage, Not Not applicable. ........ -.. NA

exceeding. - ' .

- Frequency not more than 1 kHz. Not applicable. N'y-A-', <-'

. - Frequency deviate not more than Not applicable. N- .. .,i ,r NAv::.,
1 Hzorl%. ' "'....

- Protective measures: IEC-364. Not applicable. -_ NA

b) - Internal power source, specified It is in conformity with this requirement-. - _ .... Pass

by the manufacturer. ' _'

i.- NOT USED. ,: _2-

12.,- NOT USED.

3723
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT -

TEST REPORT:WL-2407-01 " PAGE 12 OF 49

SECTION 3: PROTECTION AGAINST ELECTRIC SHOCK HAZARDS.

Clause Requirement - test Result Verdict

13. GENERAL.

· ''..- Equipment shall be designed that Because that the power for TENS is DC battery, athereis' ?Piss
the risk of electric shock in norrm'al no electric shock situation could be ;ccuirre'd - ."-
use and in single fault condition is ' .......

obviated as far as practicable.. ·.- is 110":

14.. - CLASSIFICATION. : : -

14.1 Class I equipment: ' Class I equipment. · Pass . r
* Have parts with Double insulation . ..

or reinforce insulation or SELV. W -. , . -_ ; .
· Separate protective earth ..
conduct. . .-

14.2 Class 11 equipment: Not class llequipment. NA
-a) * Insulation enclosed class II. .

* Metal enclosed class II.
- ... * Combination class II.

Class I / II interchangable : ,:s : r'-::.~,,!b) C .n a Not class l equipment. NA 'V:P,'.;'n.s
* Clear indicate. "

Comply with the requirement. ''c 'i:_;:
* Protective into Functional earth 'i P c,r r :c-.._q-oqc, J &-h
conductor for class II. .. 4 . '

14.3 Not used. - I .. ; -

14.4 ' Additional protection according to There is no additional'prtecbtion: NA
-a) - . the requirement of class I or class " s

II.;' }

-b) No safety hazard develop when a No any safety hazard could befou-ndvhile wronglpblarity - Pass
connection with wrong polarity is is made.
made for equipment with DC
power.

14.5 Dual classification for internal Class I, idternalpowered4quinbefitSS t':'fic-r for nr{ -r, :i Pass -,
-a) power equipment (e.g. class I, .

internal powered equipment).. .. ...- ... c, -,, ,k .

-b) Comply with requirement of class I Not applicable. ,. . V Z...NA
or class II.

14.6 Type B, BF and CF Equipment: Type BFequipment. - , Vt ~ ,C sgs. .... - - '
a); b); Not used.. .. ....
c) Direct Cardiac shall be of CF. -.: .. -;.q

d) Direct Cardiac Application - - .::,;c_"
having one or more CF may have -
one or more parts of type B or BF.. ...
e) requirement applied also to
equipment with mixture of B & BF.

14.7 - Not used. . . -

15. LIMITATION OF VOLTAGE -
AND/OR ENERGY.
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SECTION FOR TESTING AND CERTIFICATION OF-ELECTRICAL EQUIPMENT-. - '

TEST REPORT:WL-2407-01 PAGE 13 OF 49

Clause Requirement - test . - Result . Verdict

15.1 ~~-For plug device: Voltage drop Notaplug device. ·. ... NA ..': o-6
-b) under 60 V within 1 sec after

disconnection. -

-Tegt 10 times. Not applicable. NA

Appropriate testing for device with Not applicable. .VA '

capacitors. . . '--, .... '

15.,1 Live parts of capacitors or circuit Not applicable: "' -;: ,- NA.
-c) Parts connected to'them, which., -..:'A

become accessible after removal of
some parts; shall not have a'. r1

voltage exceeding 6OV, or residual -
energy exceeding 2 mJ. -

Checked by appropriate testing itable. .. N -A - -. .

16. ENCLOSURE AND PROTECTIVE -

COVERS.

Protection against contact with live r- cr ',..
parts in single fault condition. Not applicable. . : :.
- After the opening of lid or door. ' · ' ' · . o',
-Consider the insert/ removal of
lamp
- Taking into account thefollowings: - -

1) Does not apply to the electrode
directly connected to the patients
body. ,
2) Varnishing ......... could not
considered as enclosure. '
3) If the conductive connection is .
impossible in normal use, such'a
part may assume a voltage to earth
not exceeding 25 V a.c or 60 V d.c. · - , ,- ' .....

Instruction shall instruct the Not applicable. ".'" NA . :, o
operator not to touch such a part A r .. z.
and the patient simultaneously. ' ' . . -

Testing by test finger and by Not applicable. ". -' .. . ... ;, -t NA '. ..

inspection.

b) Opening in a top cover is test by No unaccbitable opening in.the top cover isfound.tr :' ttzNA ... .x:,:
test rod 45 x 100 mm. . , 2-:r-·.. , . :--r

c) Conductive part accessible after Not applicable. '' : Sra.0o3 ,nNA ",;
removal of handles, knobs... shall - . -. -' -. : .
either
- Not more than 0.2 f? to
PET/testing, or -

- Be separated according to 17g.
Note: Dose not apply to control of
secondary circuits which is isolated · -. -

- - . '- from main part-by .......

375s
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SECTION'FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01I PAGE 14 OF 49

Clause Requirement -test Result Verdict

d) Part still live after disconnection Not applicable. -N-.~"~~' A
and with voltage exceeding 25 Vackr.cc
Pr 60 Vdc shall be protected by- - L

.additional cover and shall-be ... -

zmarlked~with "Livet".- 1W..

e) Enclosure shall be of fixed guard or ,Not applitable,
movable guard with interlock..* jvt~~. > t'

Excluded situation: -- - Voltage not exceeding 60 VdcXZCZ2 2. -- Pass. .--

-Voltage not exceeding 25 Va~or A>.-

60 Vdc, or peak with separation''-
according to 17g.

-Lampholder. ..

F) - ~~Opening for adjustments by-using Not applicable. W5A
tools shall be designedinsuch a, p.- .~

way that the tools is not able to
touch the inside the opening basic;
insulation or any live parts or parts

-not protectively earthed and
separated from the mains part by n'

*basic insulation only. -. C. L T ~.~

17. SEPARATION. -- '.,tI

a) Applied parts shall be electrically Itis in cohformiy with the requiremhent. -lass ;.

separated from live parts of
equipment in normal condition and --- 'n . --

in single fault condition, in such a -,.--,-- --

way that allowable leakage current.
- will not exceed.

This requirement is fulfilled by the - . -

followings:

'I) Separated by basic insulation .Leakage current does not exceed.-* ;l, ;.Pass
only. but has such a low internal . -- t

- - impedance to earth that the -

leakage current does not exceed.i- * . >--

* (Applied Parts) .. '

2) Separated by a protected No protected earthed metal pait. : *-NA .

* .earthed metal part, which may be a .Er-
* full enclosing metal screen,. .t.~ ..

- Applied parts):

* 3) Separated by an intermediate -No-inter-mediate protected earthed circuit. ccu NA n at.
protected earthed circuit, which -

could keep leakage current within a - ---

* limit value even at the insulation.
fail. ( Applied parts)

- 4j Separated by double or *- No double or reinforced insulation.§<--..A . - NA
-. reinforced insulation. -0

-Applied parts)
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Clause Requirement - test, - Result - Verdict

5).Use of impedance of -No this situation. . NA
components to prevent the patient .
leakage current or patient auxiliary --.. :.
current exceeding the limit.
(Applied parts) -.. .;-.

' . Compliance check by: . The patient leakage current is kept Lhiler limit ' Pass ' :'
- Short circuit the creepage - . Please see the relevant clauses bf leaka currenttest , r,'

kfe urent teF t ,":' ' ', distance and air clearance if not ,. !.. , d~.re._;~ ~~',2:
fulfilled.
-The patient leakage current is kept
,under limit·.·.' -' . . '

c) ditac an'i;cernefnt --*'''; '* "N i '
Applied part has no conductive There is no'this situation. r

'

connection to accessible metal part 7. .

which are not protectively earthed. '4

ld) " Hand held flexible shafts of class I Nohandhldfexibleshaf......:NA " "''"",

shall be separated from the motor I -

shaft by supplementary insulation.

Accessible parts not being an - Appropriateprovisionhasbeenprovidedso as tokeep then Pass. .g) ""rpitpoiso a ~np
applied part shall be electrically leakage current not exceed.'

separated from live parts of " ' '. S.t . I. - .-.
equipment in normal condition and FM

in single fault condition, in such a . : :.'
way that allowable leakage.current ." :5-,
will not exceed.

This requirement is fulfilled by the . -

followings:

1) Separated by basic insulation Separated by this way- Pass " .........

only , but has such a low internal
impedance to earth that the
leakage current does not exceed. -. - I .:- r. . .
Accessible parts) .... . ..

2) Separated by a protected Not this situation. ' -.: .. . tC NA . /ri,:,-
earthed metal part, which may be a - . . . i .2,,:7'1.7r-: ,'-_.

full enclosing metal screen. .. ... .

Accessible parts) " -

.... 3) Separated by an intermediate Not this situation. ·.:.NA : *','

protected earthed circuit, which . -- -- '-' -

could keep leakage current within t. .
a limit value even at the insulation : ..-- "
fail. ( Accessible parts)

4) Separated by double or Not this situation, "'-J NA - - ,<'.,r
reinforced insulation. (Accessible -
parts)' --

5) Use of impedance of Not this situation. NA

components to prevent the patient
leakage current or patient auxiliary.
current exceeding the limit. .,
(Accessible parts)

- ~~~~~~~~377
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Clause Requirement -test Result -Verdict

- Compliance check by: -Appropriate testing has bten done with acceptable result. Pass
-Short circuit the creepage

distance and ai~ cliaFance if not

* fulfilled. --

-The enclosure leakage current is -

- kept under limit.

18. PROTECTION EARTHING, - 'N

FUNCTIONAL EARTHING & I"i.hn

POTENTIAL EQUALIZATION.

a) Class I /Accessible part.separated Because that ihe powverfor TENS is DCpower t1here is not -- NA-Wt±
- from live part by basic insulation protective earth terminal. r.

shall be connected to protective- .>-r<,m---

earth terminal (PET) by sufficiently . ~ -
- -low impedance. (test of 18f & 18Sg) ::7:S 0

-b__ _The PET shall be suiitable for No PET f-'i. -- ,a;h '~u~f NA
connection to the protective earth- - --.

conductor of the power system.
(Plug or by afixed and.

permanently install ), For - 1-7r.st 'n zti-rg -

-- - constructional requirements please -- ~i- 1-tt.

see-clause 58.- .. =.-t-t -

e) Requirements for potential Not applicable. -r -. qh -~ .I ~ NA
equalization conductor: -- .. -

- Be readily accessible.
- - Prevent accidental disconnection.~Wt-.~iI

- Can be detached without tool -

- Shall not incorporate the power
supply cord.---

-Shall be marked with symbol 9 -

f) Impedance for equipment without a No PET. -NA-

power supply cord shall not exceed
0.1£? between PET & accessible '-*

metal part. -C

Impedance for equipment with an -No appliance inlet.- - ~ rr• - NA
appliance inlet shall not exceed 0.1 . '-- ~ - .

O between protedtive contact in the
appliance inlet & accessible metal . .

part. -

Impedance for equipment with a No non-detachable power supply cord.-- v NA --

non-detachable power supply cord . , LO.- <-- :A

shall not exceed 0.2£? between -

protective contact in main plug & -- > V .- .

accessible metal part. .- a

Compliance is checked by testing. Not applicable. j NA

g) - Impedance for the others is allowed Not applicable. -NA, c
to exceed 0. 1 0 in case of ....

k) Functional earth terminals shall not No functional earth terminaL. -- -NA ---

be used to provide protective
earthing.
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL.EQUIPMENT '-h-;' · '.-'. .

TEST REPORT:WL-2407-01 PAGE 17 OF 49

Clause - Requirement - test - . - Result - Verdict

I) For class 1l with cord having 3 Not a classJIfequipment NA . . . NA

conductors, the third conductor '
shall be used as functional earth : . .r
and shall be coloured yellow and
green.

The insulation of internal screen Not a class II equipment . "'"WA
. 9 shall be of double insulation or ··. , ;. -. :a' 7

reinforce insulation for class II' J u .. "c-" > ' --.
.. . equipment. -: - , _. '

'Fu t n alnshall-be Nofunctional earth terminal shall-b-No functio n ~ ~ ~al eattemnl.. ?c."; ::-..; ~~m: iNA
marked so as to be distinguished n -,, - .. ,- l-.- :-rl"--
from protective earth terminal and ;' .-a -r-~ St,

shall be described in instruction, - ; 0- ,,tt.e 'r :. ,,,,
manual. . . · .-, -

19.- CONTINUOUS LEAKAGE ' . i '- . ' ..
CURRENT& PATIENT .

AUXILIARY CURRENTS. ·

19.1. General Requirements. - 'i

a) Protection against shock in such a It is in accordance with the requirementofthis~claused, in Pass ' '- .
way that current flowing through . : . '- ! :t 0r; i Tro',wIn t rn
that are limited to the specified . .....
value.

b) The specified values are: - --

Continuous Earth Leakage I- .,
Current(CELC), Efclosure

· Leakage Current (ELC), Patient - I .. ..
Leakage Current'(PLC), and '.
Patient Auxiliary Current (PAC). - r

All of them are applied in the The conditions described in this'clause have been '- Pass
combination of the following followed :3 -.- ;_, ,
condition . .. . ,r r , -
- Operating after humidity - ; · r, . -.

treatment. . ' .
- In normal &'single fault condition. ~m m;--i' rn d:In
-In stand-by; full operation; and in ~ -.- '."'
any position..
- With highest rated supply .,. .- .
frequency.
- With 110%-rated voltage. -

The meascied value not exceeding Pleaseseethertelationalt~stFprovidedinthistkstrepbrt.< -St'Pass
the values given in 19.3.

c) -- -SELV & internal power equipment; Please see the relational tsts provided in this'test report .t'Pass -. . ' .
investigated for ELC but only as far
as described in 19,4g) 3).

d) _ .. ELC for class I shall only be Please see the relational tests provided in this test report.1 Pass .
performed·:-
- To earth from each part/not earth. - -. - * * - * F

- Between parts /not protected - _ '-- -. .. ;
earth.
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' SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT .i' :

TEST REPORT:WI-2407-01 PAGE 18 OF 49

Clause Requirement test - Result . r ..e Verdict.

e) PLC shall only be measured in: Please see the relational teitsprovdeidifn'thi&ttest repborft. ",Pass
- Type B equipment.. . '
-Type BF equipment. '
-Type CF equipment.

0 ' · :PAC shall only be measured - Because that thefunction bf TENS istb'prbvide adr'ent. NA . :c, rrt,;
between: f- . - - . for the patient, the PAC valiie pedified in Table IVis not

Any singlerpatient connection,': applicable'for TENS 't... ' " r' ~ ... . ..

and; t '10
- All other patient connected
together:.

19.2. Single fault condition. - . -. . ..

-a) The CELC, ELC, PLC, & PAt shall. Therelevant requirements have been complied with. Pass -... i
be measured under the following * ' - ' " '...,

.- single fault conditions: -: ' .: .. ..
-Interruption of each supply I ' } . ......
conductor. . '

- Interruption of earth conductor
- See also sub-clause 17a) & 17g).

b) The PLC shall be measured under Because th& TENS belongs to'Type BF equ'ipimentthis ,.,',NA. i :'35 Th,
the following additional single fault requirement has not been applied.'fl-Tr;'7.cl,.ItiO1~,n~' : .: '&qT;, ' i'

conditions: . . -':N

-110% of rated voltage between .

earth and signal 1/O part, not earth. '.

This requirement shall not apply in Because the TENS belongis tb'Type'BF equipment, this-: t ;pPass
the following cases: requirement has not been appliedt',.:
*.The single input or single output '
pSarts are designated by the , -,.,t- -m '-4-r n-
manufacturer for exclusive
connection to equipment which
complied with requirements',
specified in the accompanying
documents for such equipment; ..
. For equipment of Type B, unless
inspections of the circuits and ... P.r.

physical arrangement shows.a .
safety hazard exists; . !
· For equipment of Types CF and .... e ., ..

.F4. .- .,

- A voltage equal to 110% of the Because the TENS belong& to Type BF equipment thi -:' 'r
highest rated mains voltage applied requirement has not been applied-, , :;.-: '::rU-surf ),
between any F-Type applied part . .. :w .:r" --,.'Žti::.:
and earth.

-A voltage equal to1 0% of the Because the TENS belongs to Type BF equipment; thii. I NA
highest rated mains voltage applied requirement has not been appliedt: -. : . ....
between earth and any accessible . -

metal parts not'protectively . *.- : . :.. ,;.-
earthed. '
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Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



-SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 PAGE 19 OF 49

Clause Requirement - test Result "- '' Verdict

This requirement does not apply: Because the TENS belongs totyp&Bk-equzprnene th ~' ... Pdss', 1....
~ -t!orttiequipment-of jype-Bunlesg>; requirement has not beenapphiedit',R.-t-.- .'.-
inspection of the circuits and '- ''"' . ..
physical arrangement shows that a - --

safety hazard exists;
- .: - * For equipment of Types.CF and -~""' ~' - ' :-..

c) The ELC shall be measured with a The powei-for the TENS is aD.c' tbattk4 : .'eS 'NA
voltage equal to 110% of the - ,
highest rated mains voltage, .

.applied between earth and any"' n... -- .
signal input or signal output part, . , . ; 'v .u IJU '
not protectively earthed. - -,-

This requirement is not applied No applicable. L NA
where the signal input or signal .... '"- ' .

.output parts are designated by the - -- ,-' ,r&~
manufacturer for exclusive - -

-connection to eiuipmedt whichf :- '-:rne4:-r ;::nr .-'nt w1 .. I
complies with requirements .. ' ' . .... ..

specified in the accompanying ' ,:- i -'

documents for such equipment. . -~.-

19.3. Allowable values According toTable IV. . ... .'. ..

19.4. Tests

a)- All of them'are measured in the The relevant.tests has been carried out according.to-the m' 'Pass C.Q ... t•
following condition .- conditions defined in this blause. ' - -.

- Operating / after humidity - . -.

treatment. -

- With 110% rated voltage. - ':--:. . c~ g,.
- For 3 phases, measurement is - . ---. *-:,.,i : _
tested as single phase with 3.
sections connected in parallel. . ,--

If no possibility of safety hazard, :-te.
the test number may be reduced. - ....

b) Measuring supply circuits: Choose Adequate measuringsupply'circuit'has been used.-c ::,. =
' Pas < "

between Figure 10.- 14. "- -' . -: -

c) Appropriate connection of Appropriate connection of equipment to the'meastring: Pass ." Y c L
equipment to the measuring supply supplycircuithasbeendone.-, '. ' c. -- :su . ... ~ -- " it
circuit? ? - : ' :0

d) Measuring arrangement ; :' Pass

e) -- Measuring device .- -'ui: -- Pass

f) Measuring of CELC This test has not been carried out.:' - - NA

g) Measuring of ELC This test has been carried out according to the relevant Pass - -
. requirements, and the test result is within the value

- specified in Table IV. (Much lower than 0. OlmA)

h) Measuring of PLC This test has been carried out according to the relevant Pass
requirements, and the test result is within the value

_____ _____________ ___________seci _ 381: - - speckfied in Table IV (Much lower than 0. 00OmA)
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT-"':" ` "~

TEST REPORT:WL-2407-01 PAGE 20 OF 49

Clause Requirement - test Result ' ·- Verdict

j) Measuring of PAC Not applicable. (See clause 19.1f). . ' NA

20. DIEELECTRIC STRENGTH.. .

20.1. The following dielectric strength -. .- :..;.: :
shalt be tested: . ·..-·

A-al - Live/Accessible metal;-earthing; Not applicable.: . V I v~-t ,c Tre-tal 2' A -,-,',-a! l

basic insulation. . .

A-a2 Live / Enclosure; not earthing; Not applicable.-. - NA : .,
double & reinforce insulation.

A-b Live / Conductive part; part of Not applicable. , -, "'" -' NA
double iniulation isolated by basic · . i ,.M.g.. <>..atcn. r -
insulation. .. ' - .. ..

A-c. Enclosure / Conductive part; part of Not applicable. 0; I. .: .. NA
double insulation isolated by basic .-2.%.e

insulation. . ,'

A-e -Live; not signal I/0 & signal I/0 not Not applicable. . ;.t:.., n _ .3i Vr t& NA-i
earth..,

A-f Part of opposite polarity of main Not applicable. :I.;- - rc::. r, % IrNA j',, . ':
part.

A-g Metal enclosure / metal foil. Notapplicable. ' ', At ... N ... .""

A-j Accessible part likely to become Not applicable. .- ,bB: ., , uc ?-u;.'NA : " ' ',¶"c
- live while the failure of insulation of . "-.;,e:.t.. ,t

power supply cord. ,.'.wr ,,

A-k Signal I/0 part & Accessible part Not applicable. NA I r.'.- ,'
not earthing. ' '-,:

20.2. 'The-following dielectric strength. . ........ :
shall be tested for equipment with '. .
applied part:

B-a Live Applied part. Not applicable. NA

B-b Between part of applied part or ' This test has-been carried out-and thereis no bredc/down: -':Pass . '.'
applied part. has been found '.

B-c Applied part /part; not earthing. Not applicable. ," L:S-t.- , -¢t, .>,' ,I . -y'NA , " ;

B-d F-type Applied part /Enclosure ,~ Not applicable. , .:.z:2,-:",''t;Y.-:'NA '.> -:,'s..

including signal I/O.'

B-e F-type Applied part I Enclosure This, test has been carried out, and there is-ho biebkdown "'Pass · i
where the F-type applied part has been found
contain voltage stressing the
insulation to the enclosure in
normal use.

20.3. Values of test voltage. The test voltage for TENS.is 500 V. Pass
(See Table V) "- ' ~c;3~.
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT'

TEST REPORT:WL-2407-01I PAGE 21 OF 49

Clause Requirement - 'test,, Result .'Verdict.

20.4. Tests

* a) - Test voltage is applied under the This test has been done acetirding to the relevant .~~..u Pass
follo'wing situation -situwrion mentioned in this doause.

-Immediately after warming up to-
'. OP-. -

-Heating element shall-be kept..--
-Immediately after huimiditC '

treatment.
- -~~After any sterilization procedure. '-:-.

b). Appropriate waveform & frequency. Appropriate ivaveform andfrequencyhave.beenmririi 'sastni iL

provided:

f) No flashover & breakdown. Thetre is noflashover or b reakdown has~ben found after. Pass .--

-. g). * . ..* . -~~~~~~~ . -~the test. ,
Voltage applied to reinforced - There i's no voltage applied to reinfor~e~dinsulation~~4ercz!- NA

- .. . insulation does not overstress .- naz. nL '?5tst
basic insulation or supplementary I.-

* ~~~insulation. I

*h). Where metal foil is applied, tested -No metal foil, has been used -. ,c,.Irn <" tiD. e A lb- " T~
*according to-clause 19.4g) 5). . . ,. w .r<

j). Power consuming voltage-limiting .There is no this situation. -- 't;WN.
device shall be disconnected from

* ~~~the earthed side of the circuit. .

k). Terminal of main part, signal I/O No this situation. IrncL,- z~.~ .N . U -

- -- ~part and the applied part &re short ,,A tetra-~w
circuit for some testing items, r

1). For motor with start capacitors, 2U-1 There is not any motor usedfor this device i- r; NA -
+ 1 000 V shall be applied to the . . .
testing.

383
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT"

TEST REPORT:WL-2407-01 . PAGE 22 OF 49

SECTION 4: PROTECTION AGAINST MECHANICAL .HAZARDS.: " '"'... . j;"'"

Clause Requirement'- test Result Verdict

21. MECHANICAL STRENGTH. . . -

General.

:. EFidlosure or Access cover shall The appropriate strength and rigidaity have bbahfrovided Pass
have sufficient strength &rigidity, on the entlosurefor this product ' :...:

Compliance is checked by the -

following tests ..

a) Apply 45 N over an area of 625 The test has been carried out, 'abhdthereisno-apprechible Pass
mm 2 anywhere on the surface. , damage on the surface. : ,: :.a ;.
No appreciable damage or - '

reduction of the creepage sance
& air clearance. .. . ;

b) Impact test of 0.5 J for enclosure... This test has been carried out, andthere is no-damage on '- Pass : ;..

the enclosure. .. _ r,-.: ut:

c) Carrying handle or grip furnished There is noicarrying handle or grip.: . .. -?NA
on the portable.equipment shall ,... . 7,

withstand appropriate loading.
-Compliance is checked by testing. - .. ,t' T.

21.3 Equipment p/rt serving for support. No this situation. 1 NA
and/or immobilization of patient.
shall minimise the risk of physical -
injuries or accidental loosening of i .
fixing.

Compliance is checked by testing.

21.4 Not used.

21.5 Hand held equipment shall not Thefalling testfrom a height ofl mfor this product has' 'Pass ",:
present any safety hazard as a been carried out, and there is hot'any safety hazard has 1 - .

- -- result of a free fall from a height of beenfound .-

1 m onto a hard surface.
Compliance is checked by testing. ; - , ..

21.6 Portable and mobile equipment The relational test has been done, 'and the TENS is"& -pPass

shall be capable of withstanding capable to withstand the stress cause:by rough handling..
the stress caused by rough
handling.
- Compliance is checked by testing. ;

22. MOVING PARTS. --, .-

22. 1 Not used.

22.2 Exposed moving parts, which does No this situation. - ' NA,
not need to expose shall -

- Be provided with adequate
guards (for transportable MD). .

Be similarly guarded or instruction
to provide separated guard. ' ... - .
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SECTION FOR TESTING AND CERTIFICATION OF'EEECTRICALJEQUIPMENT`. - - ":

TEST REPORT:WL-2407-01 PAGE 23 OF 49

Clause Requirement - test . Result -. '. :' Verdict

22.3 ' Code. chains, and bands shall be The relational requiremens have bee 66' mp'ied-i'th•. S'; ss .
confined to prevent safety hazard. d-'+iv...

'
-7

22.4 Dangerous movements shall be No this situation. -..- .NA
possible only by the continuous ·
activation of the control by the ! ' :" '- '

t

-operator. - --- .,

22.6 Likelywearparts to result ina .' There is o wear part. 'NA t ~ 4

safety hazard shall be accessible .
for inspection. -.

22.7 - "Use of emergency switching, if The use of/emergency switching is not necessvar, d'.' NA P 7/: V. £nt

necessary:, -

-Shall not introducea further safety . - -',t.¾: .,- ,
hazard nor interfere with the -- -- ,

'. - complete operation of emergency: - . . .:t
-Be able to break the full Io/d WU.. - , .,,_c.1-r..,. - ..

current. - '
.-.Stopping shall be a result of one '
single action.

23. SURFACE, CORNERS & EDGES. - : ,r--

Injury caused by dingerous rough No any dangerous rough suiface, sharp cbrners,'andv.-cu ,.Pass : ,,':4'pi,*
surface, sharp corners, arfd edges: edges we.efoundfor this device:. -4 - , <'C7r *--r

shall be avoided. - ',-

Pay attention to the flange or frame 'is in ac'ordance wih the)'equirement: - ' .Pass; '

edges & removalof burrs. . ; .. cem -.

24. STABILITY IN NORMAL USE. - ' , :'.----'-,' ..

24.1 - Equipment shall either The requirement has been cbmplied with. ' Pass ::-'

- Not overbalance; at 100 tilting, or . · * : .".

- Satisfy sub-clause 24.3. - ':

24.3 If overbalance at 100 tilting, the There is no thisituation describedin:this clause?--.' ' Ns .. -NA
' following requirements shall be ' '- .. -;

met:
- Not overbalance at 15,., , -

- Shall carry a warning notice. - ,
- In position specified for transport, , ,t, .. .t {'

not overbalance at 100 tilting. - -, < - 4

Compliance is checked by testing, 'Not applicable. . . NA - , -'

24.6 Grips and other-handling device: L. - 0 C ,.

a) Equipment, exceeding 20 kgs and The weight of the product is'not exceeding 20 kgs.r, ; NA -, :
needed to be handle for normal -

use, shall either
- Be provided with handling - -

devices. - - -

:- - Or documentation to indication ·- _. .z
point of lifting safely. -
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICALEQUIPMENT ' .'-l,:&

TEST REPORT:WL-2407-01 PAGE 24 OF 49

_ - ~Clausej.~ R1equirement - test -.. sc Result .. Verdict

b) 7 Portable equipment, exceeding 20 The weightof the product'is undeh'300 gs,.not:exceeding:· i-NA
kgs shall 20 kgs. ;
- Has handle system, which enable, r, ~...
this equipment to be carried by 2or- .. .. "
more persons. .'

25r EXPELLED PARTS. -

25.1 Protective'means shall be provided There is ho expelled part. -: ,n us . z Ž,ZVAN l; o-
for the expelled parts which will -.
constitute a safety haiard. - - '_ .- ?.o.

25.2 The particular requirement for the Nographicvbcuumrtube. -" ' . ;'NA,
16 cm face dimensions graphic .. -:..;.:,.

vacuum tube. , - A -.,--,,:. .

~6 ~_ ~'VIBRATIO :.a'7:26 VIRTON: Not-used. - - ~ c~\,-~

27. PNEUMATIC & HYDRAULIC - w; c -

POWER: I---..

...... Under consideration.

28. SUSPENDED MASSES - 'P 2 :.~ CASSZ3

28.1 General. . - , -

Where the mechanical defeat, of __ Because the weight of the ;TENS istuhder'300'gs'onl, rthe I r(NA
mass suspension could constitute a relationalrequirements are, notapplicable "-. ......

safety hazard,'the following ;
requirements shall be taken into
consideration, and Clause 22 shall -; - ' ""' --..

be complied with for any moving '.- , -. , htolsn-vmt:ir:
part. .

28,2 Not used.

28.3 -" -With-safety device: There i no elevant safety device.- .'., :,n: NA
- ' Safety Device shall be provided

unless excess travel inthe event of- - ... ... "-;r, '
breakdown is limited; for the .
following situation:- * .

- Suspension part may due to the
manufacturing process have . -.*s C > :
hidden defeats, < ; . . ,-; '
- Or safety factor does not comply ,i'.:c :
with Sub-clause 28.4. - . , - .,

-Safety factor shall comply with Not applicable. - SA.- , 4 -- NA
Sub-clause 28.4.2. ;.: .

If the equipment is stillbe used after There is no the situation specified in this clause :: U - NA.- ' ..
= failure of suspension means, it shall -

become obvious to the operator -

that the safety-device has been ,. ' S.:.'' ,. . :2:

activated. . -

386
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SECTION FOR TESTING AND CERTIFICATION OF.ELECTRICAL.EQUIPMEN.Trr-;';L'- .

TEST REPORT:WL-2407-01 ..-- .PAGE.25 0F49

Clause Requirement - test -- ' Result L Verdict

28.4 Without Safety Device . : - . It is in conformity with the relevdtant requiremenrts.1- Pass
The following requirements shall be .. , r -,

complied with._-: :%.-: - ..
1).Total load < Safe working load..

-2) Safety Factor -4; for safety is .
.... - unlikely to be impaired by wear ..... '.

- 3) Where impaired bywea¢, safetT¢ .

factor >8 . ' . .t .: :-u-~"' "
-4) if specified elongation <5 %,.

the safety factor shall be X1.5. *. *, t,7: ~'¢o ,.h,- -. X.
-5) life time shall be taken into
consideration for the sheave; ,,' :-t'foV- he'
sprockets, and bandwheels.,. .. .. ,,,,,:~, - :

Dynamic Loads: Not used. - :.2 . , .tcs r '_d,

28.6 . (.Not used., . - ' .;

.... ':~"" ' ...
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT: WL-2407-01I PAGE 26 OF 49

:SECTION 5: PROTECTION'AGAINST HAZARDS FROM UNWANTED OR EXCESSIVE-
RADIATION.

Clause Requirement -test :-..--Result-- Verdict

GENERAL.

Adequate provisibns~shall be made There is no unwanted or excessive radiation emission has Pass
U. to protect patient, ~operator, and been foundfrom the TENS. Please see the test report Of

sensitive device in the vicinity of the EMC.
equipment from unwanted or
excessive radiation.
Limit of radiation is specified in
particular standards.

29. X RADIATION:

Ti- 29.2:: . For-noX-radiation device, the i There is no ionizing radiation has been found NA
ionizing radiation shall not produce
an exposure exceeding 130:

-. nG/kg(Q.SmR) in 1 h at a distancmof
5 cm from any accessible surface of
the equipment.

Emitted by vacuum tube)

30. ALPHA, BETA, GAMMA, Not applicable. .. NA
NEUTRON RADAINO
OTHER PARTICE

-Not used.

31. MICROWAVE RADIATION: ' Not applicable. NA
* - ~~~UNDER CONSIDERATION.

'c:m.-32; LIGHT RADIATION : ( LASER).- 'Not applicable. -NA

-Under consideration.

i- 33., INFRA-RED RADIATION:. Not applicable. NA
-Under consideration. -

34. ULTRAVIOLET RADIATION: Not applicable. -*NA

*Under consideration.

35. ACOUSTICAL RADIATION: 'Not applicable. NA
(ULTRA-SONICS)

-Under consideration.

"<1 6-, .'~ .,uELECTROMAGNETIC;>:. 9~7Te testing according to EN 60601-J-2 have been done. Ps

COMPATIBILITY : Please see the EMC test report .

-Under consideration.
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SECTION:FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 'ns-PAGE 27 OF 49

r -. -' SECTION 6 -PROTECTION-AGAINST-HAARD OF FLAMMABLE ANANESTHTIC MIXTURES

Clause - Requirement -es Result Verdict

37. LOCATION & BASIC-
REQUIREMENYS.

37.1 Not used.

37.2 Not used.

37.3 Not used.

37.4 Not used. -

37.5., Flammable anaesthetic mixture with' Not this situation. N

air. (FAMA)

mix.. ~~~If FAMA occurs due to a leakage or 'The TENS is not usedfor the condition which has, NA
Sc . ~ *.x. discharge from enclosure, it is flammable anaesthetic mixture with air.

considered to propagate to a Ivolume-
surrounding the leakage or
discharge point at a distanceIfrom S
cm to 25 cm.

37.6 Flammable anaesthetic mixture with -

oxygen or nitrous oxide. (FAMON)

,-<. If FAMON~occurs due to a leakage The TENS is not usedfor the condition Which has NA
-<'i &z , ;or discharge from,enclosure, it is ' fammable anaesthetic mixture with oxygen or nitrous

considered to propagate' to a volume 'oxide.
surrounding the leakage or
discharge point at a distance from 5
CM.

37.7 FAMA shall be category AP or APG, Not applicable. .. NA
and shall comply with the

. requirement of clause 39 and 40. .

37.8 FAMON shall be category APG, and NXot applicable.. NA
shall comply with the requiremnent df'
clause 39 and 41:

Parts of APG shall be category AP or 'Not a category APG equipment. NA
APG, and shall comply with the -

requirement of clause 38,39 and 40.

- - - 389
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-0l PAGE 28 OF 49

SECTION 7 -PROTECTION AGAINST EXCESSIVE TEMPERATURE-& OTHER SAFETY
HAZARD.

Clause - Requirement -test Res ult Verdict

42. EXCESSIVE TEMPERATURE. -

42.1 ,~Temnperature of equipment having,a After operating the TENS in continuous operation, the Pass
safety function, shall not exceed the temperature in all parts does not excess the specified
value of Table Xa. At normal use and value of Table Xa.
normal condition specified iii 10.2.1.

~42.2 Temperature of~equipment. having *a After operating the product in continuous operation, the Pass
- ~~~~safety function shall pot exceed the 'temperature in al/ parts does not excess the specified

At Ar ~value of Table Xb. At normal use and 'value of Table Xbo
normal condition at an ambient
temperature of 250C.

42.3. *. pplied parts of equipment~not -TJhe surface temperatutre ofthe applied par-t ofthe TENS Pass
,<-. ~intended to supply heat to a patient does not exceed the specified value.

shall not have surface temperature
exceeding 41CC.

-- p-- y--'a- , Temperature. test according to the.-. The temperature test has been carried according to the Pass.
- specified procedure. specified procedure.--

42.4 Not used..* -

- Guards -,Guard-s-intended to prevent There is no guard intended to prevent contact with hot -NA
,contact with hot accessible hot accessible surface has been used -

surface shall be removable only with
- ~~the aid of a tool.

43. FIRE PREVENTION. -

43.1, -. .- Equipment shall have the strength, Appropriate strength and rigidity have been provided for Pass
.. -- and rigidity necessary to avoid a fire the TENS to avoid afire hazard.-

-" ~~~~~hazard. - ..-- - "

44. OVERFLOW, SPILLAGE:,--
LEAKAGE, INGRESS OF LIQUIDS, -

-CLEANING, STERILIZATION,
DISINFECTION.

'44.1 -.- Sufficienlt degree ofi protection Appropriate protection degree against safety hazard has Pass
- - ~~~~against safety hazard caused,*by the been provided. -

reasons described above.-

44,2- Overflow.: Liquid overflowing from, -The function of water proof in this product has not been NC
A ~~~~~~the reservoir or chamber shall not -provided, but there is no safety hazard could be occurred

-wet electrical safety insulation, nor in the event of liquid overflowing. --

-- shall a safety hazard be created.--

- No~safetwhazards~shall~develop if, There is no sq/eryhazard is found even if the TENS hai Pass
transportable equipment is tilted - b~en titled through an angle of I
through an angleof10- i . --

Compliance is checked by test. -- The test has been carried out. ---- Pass
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SECTION:FOR TESTING. AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 - PAGE 29 OF 49

Clause Ru Requirement - test - . Verdict

44.3 . Equipment requiring the use of No the situation of liquids use. . NA

liquids in normal use shall be'so
constructed that spillage does not
wet parts which may cause a'safety
hazard.

Compliance is checked by test. Not applicable. NA

* ! ., , 44.4 .p '- Liquid which might escape in a single iThere is no this situation. - NA

fault condition shall not cause a "
safety hazard.

Compliance is checked by test. W Notapplicable. . NA

I '['-" :;-44.5,...., ,Equipment shall be'sufficiently .... Adequate prevision against the effects of humidity has Pass

! ..... ~,. .,: - ,' · '-. c. proofed against the effects of- 'been provided for the TENS.
humidity.

7' Compliance is checked by test. ;" !The test has been carried out . Pass

, 44.6'- . .AppropratelP shall-be providedP.. ,Appropriate'IP degree has been provided for the TENS. Pass.

according to IEC 529.

-T;' : : ',, : "7 . . Compliance is~checked by tests. !The test according to [EC 529 has not been done. ' NC

44.7 Cleaning, sterilization and
disinfection.

-:Equipment.shall..be.capable:f . Keep the TENS clean is the only one thing specified by the Pass

withstanding without damage'or ~manufacturer.
deterioration of safety provision the

, cleaning, sterilization, or disinfeation
process.. -''' -

Should they are restricted to specific !Not applicable. . . . NA

methods as a whole or for part of it,
then only these specified method

- shall be applied.

Compliance is checked by test... 'Not applicable. . .:NA

45. PRESSURE VESSELS & PARTS . . .'-.
SUBJECT TO PRESSURE. -

-7-
45.1 Not used.

-. '', .45.2 :;:..If-apressure~is.not~coveredtbya. a. ;There is not any relevant pressure has been found . .NA .'

national regulation, and has a
pressure x volume content greater
than 200 kPa/L, and pressure
greater than 50 kPa, it shall
withstand the hydraulic test
pressure. :

Compliance is checked by test. Not applicable. - NA

:45.3 .- T-:- .]he maximum pressure shall.not No any pressure is.used for this device, NA

exceed the maximum permissible
working pressure of part.
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Clause Requirement - test Result Verdict

The appropriate consideration of - No any pressure is usedfor this device. NA

maximum pressure.

45.4 Not used.

45.5 Not used-

45.6 Not used.

; 45:7..::' 'Equipment shall incorporation ' 'There is no pressure-relief device. NA.

pressure-relief device where '
excessive pressure couldotherwise t

occur.

Pressure relief device shall comply :
with the following requirements: __-

a) -. ':-rn .Be connected as close as possible to There is no pressure-relief deiice.'. NA

the pressure vessel. _. · -

.b),, ¢ .--. Be readily accessible for inspection. There is no pressure-rilief device. NA

.f r,'_ -cy,- Not be capable of being adjustedor There is no pressure-relief device. NA

rendered inoperative without tools.

"d),--..:,*-,-- -Discharge opening is not direct ;. There is nopressure-reliefdevice... NA

towards any persons. .

;'. ....... :, ,e), - -.-rK. 'Discharge opening shall not cause - There Unopressure-reliefdevice. - -. - - NA

any safety hazards. !,

.-, Adequate discharge capacityito ;"-A There is no pressure-relief device. - - '. NA
ensure the pressure not exceeding
the maximum permissible working
pressure.

,-,'g),.,, There shall be no shut-off valve ,'. There is no pressure-relief device: ' NA

between a pressure-relief device and
the part that it is intended to protect. -

:. ...h)-. .. The minimum number of cycles of:. i Thereis no pressure-relief device. NA
operation shall be 100,000, except of t
bursting disks. . - ' ' '

45,8 Not used: . .

45.9 Not used. -.

45.10 Not used. - -

46. HUMAN ERRORS: Not Used.

47. ELECTROSTATIC CHARGE: -.

Not used. -

48. - MATERIAL IN APPLIED PARTS IN -

CONTACT WITH THE BODY OF
PATIENT: Not used.
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TEST REPORT:WL-2407-01 - PAGE 31 OF 49

Clause *. Requirement - test Result Verdict

49. INTERRUPTION OF POWER .
SUPPLY:

49.1 ,,,<,.Thermal cut-outs and over-current There is not any thermal cut-outs or over-current release NA
release with automatic resetting shall device has been used.
not be used if safety hazard will be
caused.

:.,~z,~J 4A9.2>c, -,Interruption & restoration of-the The interruption and restoration of the power supplyfor Pass
power supply shall not result in a the TENS can't cause any safety'hazard·
safety hazard.

. - 49.3 Means shall be provided to allow'the WNot applicable. NA
mechanical constraints on a patient
to be removed in the event otfailure
of the'supply mains.

[ 49.4 Not used. -

'~~~~~~~~t
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TEST REPORT:WL-2407-01I PAGE 32 OF 49

SECTION 8 -ACCURACY OF OPERATING DATA AND PROTE CTION AGAINST HAZARDOUS

OUTPUT

Clause Requirement -test Result Verdict

50. ACCURACY OF OPERATION-
DATA.

50.1 Marking of control and instruments. -

Not used; See sub-clause 6.3.

50.2 Accuracy of control and instruments.

Not used.

51. PROTECTION AGAINST
HAZARDOUS OUTPUT.

51.1 Intentional exceeding 6f safety limits.-

Means shall be provided which K There is no this situation. NA
prevent hazardous setting or which -

indicate to the operator, if hazardous
outputs exist.-

51.2 Indication of parameter relevant to -

safety.

- ~~~Any equipment delivering energy or Not applic able. NA-
substance to a patient shall indicate
the possible hazardous outpu~t.
(This requirement shall apply only

where Particular Standards
specify it)

51.3 Reliability of components. Not used.-

51.4 Accidental selection of excessive
output values.

Appropriate steps shall be taken to: There is no this situation NA
minimise the possibility of a high
intensity output accidentallj. e;g.
interlocks in order to achieve
*deliberate action, separated output
terminals..

3 7-1
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT--

TEST REPORT: WL-2407-01 -PAGE 33 OF 49

SECTION 9 -ABNORMAL'OPERATION AND FAULT CONDITION; ENVIRONMENTAL TESTS

Clause Requirement -test .~Result Verdict

52. ABNORMAL OPERATION AND- -

FAULT CONDITIONS.

52.1 -- No. safety hazard exists even in P-i., There is no sajety hazard exists even in single fault Pass
single fault condition. condition.

'-v-s-... -. .. The introduction of single fault (52.5) Nosft aadocr- Pass
one at a time, No safety hazard
(52.4) occur.

52.2 Not used.

52.3 Not used. ____

52.4 Safety hazard taken into-
consideration ...

~,52.4.1-t - Emission of flame, molten rnetal, - There is no this situation. NA
poisonous or ignitable gas in'
hazardous quantities..

-Deformation-to impair the There is no this situation. ~ .NA

compliance.

. .. .,->-- -Exceeding temperature rise:. ' There is no this situation. .NA,

(Temperature shall be measured '--

according to clause 42.3.4).

For power dissipation in single fault 'There is no this situation. -NA

under 15 W, the test is not required..- -

*- - * ~Compliance is checked by tests-of WNotapplicabte. N

this clause.

'-.52.4.2 -,--* Exceeding of leakage current limits ~There is no this situation. -NA.

in single fault condition.-

-. ,Z .- - Exceeding of voltage limits in case There is no this situation. NA

of a single fault condition.-

-- ~52.4.3 -.-... Starting, interruption, or locking of-- 'There is no this situation. - -- NA.
movements, particularity for
equipment supporting, lifting or --

moving masses and suspension*
systems of masses in the vicinity of
patients.-

52.5 Single fault conditions I

During the insertion of single fault*. '-Th~re is no this situation. -- -NA

condition. air clearances-& creepage,-
* *distances which are specified in this
- standard but less than the specified--

value shall be short circuit.-
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TEST REPORT:WL-2407-0l PAGE 34 OF 49

Clause Requirement test Result Verdict

-..52.5.1~ Overloading of main supply There is no transformer has been used. NA
transformers in equipment.

~52.52;_ Failure of thermostats. There is no thermostats has been used. NA

52.5.3;v. Shodt-circuiting of either constituent There is no this situation. NA

part of a double insulation. ___

-.- 52.5.4.: . Interruption of the protective earth There is no protective earth conductor. NA
conductor.

. 52.5.5 *. -Impairment of cooling. iThe TENS doesn't need cooling. NA

- 52.5.6 Locking of moving parts.. / There is no moving part. NA

* . :~~52;5.7, -.t Interruption and short-circuiting of t No motor capacitor has been used. tNA
motor capacitors.

.:52.5.8- Additional tests for motor operated! Not a motor operated equipment. NA
equipment.

. .52.5.9 ~.-Failure of components.: ;Thefailure of components could hot cause any safety NA
'hazard.

52.5.10 Overload.

* a>.:..;.~~~Compliance checking for equipment There is no heating element.- NA
having heating elements. -

b) 'L2~: ~ -Compliance checking for equipment 'There is no motorfor this device. NA

having motor. -- ~

c) Compliance checking for equipment There is no heating element. NA
having heating elements but without .

adequate heat discharge.'.

* d):<v'-. '- Compliance checking for heating'- There is no heating part 'N

parts. _ _ _

Additional compliance checking for. There is no heating part. *.-NA'

equipment having heating parts.

f),. -+Compliance checking for~the motor- There is no motor for this device. -NA

running..i- -
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<SECTION 'FOR-TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

- .TEST REPORT:WL-2407-01 ' PAGE 35 OF 49

SECTION 10 - CONSTRUCTIONAL REOUIREMENTS,`.2

Clause . Requirement - test -<.,Result -Verdict -

g), ~Compliance checking for equipment The TENS is not usedfor short-time or intermittent NA
of shodt-time or intermittent operation.
operation.

Compliance checking for the ' No three phase motor. NA

equipment with three phase motors. ___

* ~~53. ENVIRONMENTAL TESTS.

See Sub-clause 4.1 0& clause 10<.

54. GENERAL. ___

* ~~54.1 Arrangement of function .Not used.

-- 54.2 Serviceability Not used.

* ~~54.3 . Inadvertent Change of settings
Not used. ,-

55. ENCLOSURE AND COVERS: I

Not used.
(See clause 16, 21, and 24)

55.1 Material: Not used.

55.2 Mechanical Strength Not used.,--

55.3 Access Covers: o used ..

55.4 Grips and other handling device:
Not used. ( Se6 clause 21 c) &24.6)

56. COMPONENTS & GENERAL
ASSEMBLY.'

56.1 Not used..--

.2 r~. - - -Ratingishall- not conflict with~the use All the relevant requirements specified in this clause have Pass.
condition of equipment.. been complied with.

-All component shall be marked or
identified so that the rating could be
ascertained;

-Marking shall be integral W~ith the
parts or by reference to drawing, padt
list, or in accompany documentW.

I nspect~the rating to ascertain that
nb conflict exist with the use -~

condition of equipment.*

c) * Supporting :Not us ed.
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Clause Requirement -test .- Result Verdict.

* ~~~d).- Component fixing There is no this situation. NA
- Unwanted movement which could
result in a safety hazard shall be
prevented.

* e) Resistance of component to -

vibration : Not used.

..- ,.: Io .,.:,",.Fixing ofwiring4 :,:-.'tv- Any connecticinfor the TENS could not cause safety NA
hu ~ ~ ~ -Conductor and connection shall be hazard.

secured and/or insulation to prevent
safety hazard.

-Consideration of breaking free at
joint ?

* - ~56.2 Screw and nuts. Not used.

56.3 Connections - General

Connection & connector of main
parts : See clause 57:2 & 57:5.

p. ......ca) .. '< Where;safetyfhazard~may be i t t 'oyafety hazard will be occurred While. the. TENS Pass:
~-rr .. , caused, the incorrect connect ion & 'has incorrect cdnnection:

removable w/o tools shall be
prevented.

Connector shatltbcmply witli 17 g)
-Plugs of patient circuit shall.'not *

* ~~capable of being connect to the
socket of other function.* :.-

-Medical gas connections for,
different gas shall not be*

* . ~interchangeable. -

b);--Zic Connections-of~differ~ent parts 7 !Even the connection isiloosen, the re is not any safety NA

,. z : i. wm.. . ee clause 58. ! hazard could be occurred
Accessible metal part shall riot 1

become live while connection! is
loosen or broken due to
disengagement for the connection

* ~~between different parts.
-Compliance is checked and;

inspected. * 
a
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Clause ... Requirement -test Result Verdict

-56.4 . Connections of capacitors There is not any capacitor has been used. - NA
-Capacitor shall not be connected
between live parts and
non-protective earthed accessible
metal parts.

Capacitor connected between main
parts and protectively earthed - -

accessible parts shall comply with
iEC 384-14.
-The enclosure of capacitor shall not
be secured directly to
non-protectively earthed accessible
metal parts.

-Capacitors or other .

spark-suppression device shall not,
be connected between the contacts
of thermal cut-out.

-A----
56.5 a. Protective devices. (PD) .. o protective device. NA

-PO which would cause
disconnection by producing a.
short-circuit which results in;
operation of an over-current device $
shall not be fitted with equipment.

.56.6 *, .. Temperature.& overload control ..-v No temperatur or overload control device. *. - NA'
- devices. .- . ..--

-Thermal cot-outs, reset by .---

soldering operation shall. not be fittedj
* with equipment.

-Thermal safety device shall be
provided where necessary..
-Where safety hazard caused by a

* failure of a thermostat, the additional
thermal cut-out shall be provided.

* - - Where loss of function caused by-
operation of thermal cut-out present

U . - - ~~a safety haiard. an audible warig
* ~~~shall be provided. . . -

-Compliance is checked by
inspection. -

~ -, .. ><, 2 Equipment incorporated with a fluid No any fluidfilled container was usedfor this device. NA -
tilled container having heating
facilities shall be provided with a
safety device to safeguard against
overheating.

* . - ~~~Compliance is checked by test. -

'-:c--fi) 4'Ž Jemperature settings -,Notmeaure setting was usedfor this device. . NA-
* .- ~~~~~-For varying-temperature setting, the

temperature range shall not exceed
- that of proper function.'-

-- The operating temperature of
thermal dut-outs shall be clearly.
indicated.-..- - -
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Clause Requirement -test .'Result Yerdict

56.7-,- Batteries%,- ,It is inaccordance with the requirements specified inthiA' Pass
-a) - Housings containing batteries from clause.

which gases can escape during
charging or discharging shall be
ventilated to minimise the risk of
accumulation and ignition.

-The risk of accidentally short
circuiting the battery shall be
prevented where the safety hazard
would occur.

,M PCI,, .b) -. -Means to prevent incorrect polarity The markings "4"and "-have been provided for the Pass
:of battery shall be provided, where ~operator. to install the battery.

* ~~safety hazard might develop by the
incorrect connection. ,.,-

-.5
6 .S!:c. Indicators-:. Unless indication is :. Appropriate indications ha'e been providedfor the Pass

otherwise apparent to the operator, operator.
indicator light shall be provided

-Indication of energized.
To indicate that the heaters are-

operative if a safety hazard could
result.

* -To indicate that an output exist
where an inadvertent or prolonged
operation of output could constitute a'--
safety hazard.

Ti,. ~~. --Appropriate'colours See clause- Appropriate colours hcive been provided on the .TENS. Pass
6.7--

-Charging mode of internal power.
source shall be indicated.

56.9 Pre-set controls: Not used. -

* 56.10 Actuation parts of controls

a). Protection against electric shock.' -. Please see clause 16c) - Pass-
-Accessible pai~ts shall comply with
16c)

u rc;;b).n' u- Fixing~ prevention of maladjustment: 'It is in compliance with these requirements. -. Pass,
-Actuating parts locan not be'pulled T-

off or work loose.-
- Indication of any scale shall-always
corresponds with the position of the

- control.
-.Incorrect connection of the
indicating shall be prevented.
-Torque test for rotating controls ?

_:c) t-Ž. Limitation-of movement. '-17- All the rotating adjustment switch on the TENS will not. NA
~.-. -Stops of adequate mechanical * cause any safety hazard.

strength shall be provided on rotating-.
or movable parts to prevent an * -

unexpected change from max. to .-.

* min. *--

- Compliance is checked by
I inspection & manual test. -

e(tp
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Clause - Requirement - test Result Verdict

56.1t-1 .': -Cord-connectedhand-held and There is no cord-connected hand-held and foot-operated NA

foot-operated control devices, control device.

a) Limitation of operation voltage.. Not applicable. NA

-Those devices shall contain only
conductors and components -

operating at voltage not exceeding
25V ac. or 60V d.c.

· :- ,'b)" Mechanical strength. : ' : Not applicable. NA

- Hand-held control shall comply with
the requirement & test of 21.5.
- Foot-operated control devices shall
be able to support the weight of an
adult human being.

c) Inadvertent operation.' Not applicable. NA
Control setting shall not bechanged

when inadvertently placed in an .
abnormal position.
- Compliance is checked by testing.

c. :'p& d) Entry of liquids. . Notapplicable. NA
- Foot-operated control shall be
drip-proof.
- Electrical switching parts of;
foot-operated control shall be of
watertight construction. .

* e)' A Connection cords. .. ' -
tNot applicable. - . 'NA-

- The connection and anchorage for ·
the cords of those device shall
comply with the requirement of 57.4. ·

57. MAIN PARTS, COMPONENTS, &
LAYOUT. - '

57.1 Isolation from the supply mains.

,,: a): _ r -:Isolation ''"'"- :. Appropriate insulation method has been provided for Pass

- Means to isolate circuit from supply TENS.
mains on all poles simultaneously 7

- Isolation shall either be
incorporated in equipment or be
specified on document. '

b) Not used.

c) Not used. (See 57.1a) -

,d) . Switch.shall comply.with the I.. It is in conformity with the relevant requirements. Pass

Creepage distance & Air clearance -

(IEC-328).

e) Not used.

,', · ,:~; ", -Main iwitch shall not beincorporated 'The main switch isfixed on the TENS. ' Pass

in' apower supply cord or external
flexible lead.

....... m~~~~~~~~~~~~~40
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- Clause -.. Requirement test -Result Verdict

g) Directions of~movementfor actuator There is no dire ction of movement for actuator of sw itch. NVA
of switch shall comply with IEC 447.

h) Suitable plug is considered as . No plug was used NVA

complying with 57.la. ___

j) Not used.

k) Not used.

I) ~~Not used.

* tin ;'x., .Fusef&'semiconductor devices shall 'No fuse and semiconductor device was used for this !NA-

not be used as isolating devices, device.

57.2 Main connector, Appliance inlets &
the like.

a) Not used.

* ~~b) Not used.

* ~~c) Not used.

d) Not used. ____

e) Auxiliary mains socket outlets shall
be of a type that can not accept a
main plug.

1) ~~Not used.

57.3 Power supply cords..

:Applicatibn: ~ ~~ ~ ~ All the relevant reurments specified in this clause have- Pass

Equipment shall not be provided bheen complied with. ----

with more than one cbnnection to
supply. . -
-No safety hazard shall occur when

more than one connection is made
simultaneously.
-Main plug shall not be fitted with

more than one power supply cord.
-Power supply cord or an appliance ** -

inlet shall be provided with
equipment which is not permanently
connected to a fixed wiring. --

b- :Type:: . S . Because the power supply for the TENS isafD.GC. battery, NA

A - ~~~~Power supply cords shall be not there is not any power supply cord or similar component
less than H05-RNF or H05-VVF. for this device,

-VVF shall not be used for
-equipment having external metal

parts with a temperature exceeding
750C.
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C 'SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

- -. TEST REPORT:WL-2407-O1 ' ..' · PAGE 41 OF 49

Clause -- Requirement - test : - Result Verdict

c) Cross-sectional area: Not applicable. ' NA

- Not less than that shown in Table
XV.

; d) Preparation of Conductor: 'Not applicable. NA.

- Stranded conductors shall not be
soldered if fixed by any clamping
means.

- .c~~~~~~~~~. _ __: .--

57.4 Connection of Power supply cords. - ' '' '

',', .... 'J' ~a)";'-:? "'u:: mCordanchorage: . !~ '" ~ !No cord anchorage has been used NA

Cord anchorage to relieve -
conductor from strain for equipment
with power supply cord. i

.fl;, «.- _ .: r..< .:-- Cord'anchorageshall be made bf~ 7Nocord anchorage has been.used . NA

the following material: . . . -

1) Insulation material,
2) Metal insulated from NPE
conductive accessible parts.
3) Metal provided with an insulating
lining.

?.... .. *&Cord is notclamped by a screw ' . No cord anchorage was used for this device. '.. NA

which bears directly on the cord '

insulation. . : -

-i -- - -~-- ~,.~.~~~~~~~~ wa ,,fo thi device.·' ,

.4" ..?, c >.... -Screws shall not serve to fix any ! 'No cord anchorage Vas used for this device. NA

component other than parts of the
cord anchorage. , . . .. - ,

.. -, ~-,-~ .... -a.-.v - '--Conducto(*of power supply ;or&" 'No cord anchorage was used for this device. NA

shall be so arrange that the earth .. '

conductor is not subject to strain if -I

cord anchorage fail. -.

- Compliance is checked by testing?' Not applicable. - NA

:. b) . .....Cord guard: 'No cord guard was usedfor this device, NA

- Cord guard to protect cord against
excessive bending at inlet opening of
equipment' -

'. '½- -' - Compliance is checked by testing! Not applicable. NA

~' ..... c) ' i. ::l ;A Accessibility bf:con'mdti6n: - Adequate space for all componentsinside the TENS has Pass

-Adequate space insideequipment ? 'been provided -. "

57.5 Main terminal devices & wiring of''
main parts. ' : . ._

a) >72W 1
--2 iGeneral'requiremens no terminal usedfor this device. : NA

Main terminal devices shall be ' '

provided for the following cases
· - --Connect to fixed wiring.

--Connect by rewirable
non-detachable power supply cord.

]..
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:. -O> SECTION:FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 PAGE 42 OF 49

Clause . Requirement - test 4 t.,:: - --Result-;--- Verdict

-' .: Reliance shall not be placed upon There is no any terminal used for this device. NA

the terminals alone, unless ...
(one situation of conductor break ,
about CD & AD). · '

£m-c ,. .: .,,,:-::.Terminals of components may be There is no any ierminal used for this device. NA

used as terminal for external: --

conductor, if comply with 6.2 h), j),
&k).

Screwfor-external-conductors shall 1There is not any external conductor used for this device.

not serve to fix any other comiponent,
except that they are unlikely to be-1
displaced when fitting the supply
conductors.

:% .'.' ;b) t?-; ' -Arrangement of mains terminal - !There is no any terminal usedfor this device. NA

Terminals for external cords or
flexible supply cords, & any, -

protective terminal-shall be clbsely -
grouped.

;- - : .. .. -. See clause 58'about the connection There is not any connection of protective earth - - NA --

- - ~,:&,.~..., of protective earth conductor.i conductor.

[ - -- < i -See-clause 6.2 about the marking of There is no terminal has been usedN
- ~ .main terminal device. -

,s-im.' Icrmnrq iMain termninal device shall not be ' . 'There is no any termiqil used for this device. NA

accessible without tools, even if their
live part are not accessible.

:' -y-,' ,... Apprbpriatel'iocated & shielded ;There is no any terminal used for this device. NA

- There shall be no risk of accidental i .- -

contact, should a wire of stranded· ' '
- - conductor escape. .. -

- Compliance is checked by-' - .

inspection or test in case of doubt. '

"' c>>-- Fixing of mains terminals: A·, 'There is no any terminal usedfor this device. NA

-Internal wiring are not subjected to
stress & creepage distance & air
clearance comply with 57.10., " "- '
-Compliance is checked by testing.

i Ji.. - d)- t--:r Connectioni to mains terminals:-' 4 iThere isnoany'terminaltusedfor this device. NA

- The cord terminals shall not require .'
special preparation while connection,
and shall be so placed that the
conductor is not damaged and can -

not slip out when the clamping -

screws or nut are tightened.

.. * .... See clause 57.3 for'further ·' " : Not applicable.-- . NA

requirements. : · - ·

-e)-'->-'C'...e: Fixing ofwiring: See 56.1. '-' .-.. Please make reference toclause 561. Pass -.

57.6 Main fuse & over-current releases: -
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SECTION FOR TESTING!AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 PAGE 43 OF 49

Clause ., .. Requirement - test Result Verdict

Fuse or over-current release shall be No fuse or over-current was used for this device. NA

provided in each supply lead for:
- Class I device; and
- Class II device having functional
earth.

· -'-... .. Appropriate current rating No fuse or over-current was used for this device. NA

- Reliably carry the normal operation
current.
- Shall not greater than the rating of
any component in main circuit.

V.:'', I-o, tP. -, Protective earth conductor shall not No protective earth conductor was used for this device. NA,

be fused. "

"I -,.. 'I - .Neutral-conductor shall not be fused. No neutral conductor was used for this device. NA

57.7 Location of interference suppressors -

in the mains part. : Not used.;

57.8 Wiring of main parts: , _

a) Insulation :<'"W'Noi applicable. -NA-
- If the individual conductor is not
equivalent to that of IEC-227 or 245, - '
it is considered as a bare conductor. .

.b) Cross-section: i - Not applicable: .:.- . -' ' . NA

- Internal wiring of a main part shall
have-a cross-sectional area not less "
than that of power supply cord
specified in 57:3:

,.:C;t the o &.the Appropriate cross-section has been provided for the Pass,
:.-Cross-sectionaltfor the others &'the'
sizes of tracks on printed wiring shall :wiring On printed wiring.
be sufficient to prevent the fire . . -. _ .. .,

hazards. ,- ....... -

57.9 Main supply transformers. -

.57.9.1 'Overheatingc-,.. :.. , 4 No mahin supply transformer was used for this device. NA

·- Main supply transformers shall be
protected against overheating in
event of short-circuit or overload on -

any output winding.
-Compliance is checked by the tests - -

of 57.9.1a & 57.9.1b.

- Protection device shall be ' · No main supply transformer was used for ?his device. NA

connected in such a way thatffailure
of any component can not renderthe .
protective device inoperative.
- Compliance is checked by
inspection. :

,--. .t,,,57.9. Iv.- s,-5.-Short-circuit test :, ; · - No main supply fransforrher was usedfor this device: NA

a) - Tested under conditions specified -

in clause 42. - -

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SECTION-FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 PAGE 44 OF 49

Clause .. Requirement - test ' - Result Verdict

57.9.1 ' Overloadtests: .-. No main supply transformer was used for this device NA
b) - Tested under conditions specified

in clause 42.

,,, ,57.9.2;, , Dielectric strength: .. 'No main supply transformer was used for this device. NA
Tested between turns and layers of.

the primary and secondary windings
of a main supply transformer after
humidity treatment shall pass the .
followings. -.

57.9.3 Housing: Not used.

57.9.4 Construction

.'.:m' ,a) ...- ~,, :y,- Appropriate-separation-of primary & No main supply transformer was used for this device. - " NA
secondary winding by one of the
following methods:
- Wound on separate bobbing or
former. -... with an imperforate
insulating partition between winding.
-.... with concentric windings &
- Concentrically wound on one
bobbin with winding separated by
double or reinforced insulation.

b) Not used.

? "urC)Ž,. ) . Means:shallbeprovided to prevent. :No main supplyotransformer was usedfor'this device. NA
displacement of end turns beyond .' ' '.
the interwinding insulation.

at, ,,.. d) : :The insulated overlap of not less No main supply transformer was usedfor this device: NA
than 3 mm for the protective earthed
screen having only one turn.'

* :e) ,,,;, Appropriateconstruction.for the:-'. ' No main supply transformer was used for this device. NA
transformer with reinforced insulation
or double insulation ?

·0 ' · 4 Appropriatecreepage distance for' -No main supply transformer was usedfor this device. NA
transformer complying with
57.9.4a)? .

.::,:g)t,', , Double,sleeving, having, a total wall, -No main supply transformer was usedfor this device. NA
thickness of at least 0.3 mm,
extending at least 20 mm outside the
winding shall be provided for the exit
of the wires from the internal,
windings of toroidal transformer,

57.10 Creepage Distance & Air Clearance. - " - -

7
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* SECTIONIFOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT: WL-2407-01 PAGE 45 OF 49

Clause K Requirement. - test Result -Verdict

;a) t .- Values: r-Basically the TENS is ctuated by a D.C. battery power NA
it-Comply with .tablewlV.-: supply the creepage distance and air clearance are not

- -- Comply with table XVI by making an important factor in the design of the TENS.
reference of 20.3.
-.For slot insulation of motors, a
reduction to 50% of the value'oftable
is allowed.

7b) . Application :W ~ot applicable. NA
-CD & AC are not required for the

insulation between parts of opposite
polarity if short circuit of each single
one of CD & AC in turn does not -

produce a safety hazard.

-The contribution to the CD of any! lNot applicable. NA
groove or air gap lessathan 1 mm. I
wide shall be limited to its width.

IL. - *. ~,.. -The effect of insulating lining ofi1A -Not applicable. NA
metal enclosure or cover shall be
taken into consideration..

-AC alone is only acceptable~for<<A 'Not applicable.. NA-
insulation between Live parts& -. .-

applied part and accessible parts not
protectively earthed, If.

C) Not used, -- j

sWeasurement of CD & AC: I -# !The measurement-has not been carried out. ~ NA
-Compliance by measurement--

* ~~~~~~~taking into account the rulesir6 Fig.39I
through Fig.47.

58. PROTECTIVE EARTHING -

TERMINALS & CONNECTIONS. - . -

- 5Jw' Clampi ngrmeans of protectiv6 earth IThere is no protec~tiie earth terminaL. - NA
terminal shall comply with 57.5c). It
shall not be possible to loosen it
without tpooL .t

---Screws for~internal protective~ -~- There is no, internal protective earthing connection. N
earthing connections shall be -I

completely covered or protected
against inadvertent loosening from,
the outside of equipment. ____

58.2 - :For internal protective-earthing9 There is ho internal protective earthing connection. IVNA

connections. clamping by means of - -

screw, soldering, crimping,- - -

wrapping, welding or a reliable ~
pressure contact are allowed. -

58.3 Not used. See 67.5b)

58,4A Not used:
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* t~~~ t *.. *11:*,

-.. SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01l7 PAGE 46 OF 49

Clause Requirement -test -.- Result Verdict

58.5 Not used.

58.6 Not used.

58.2.*-Where,an appliance inlet from the No appliance inlet from the supply connection to NA
* supply connection to equipment, the equipment.

earth pin of the appliance inlet shall
be regarded as the protective earth
terminal.

58.8 -The protective earth terminal shall - There is no protective earth terminal. NA
not be used for the mechanical .-

connection.

:158:9 -.. " r The'protective earth connection shall There is no protective earth connection. 'NA
p ~~~~~be made before and interrupted after

the supply connection are made or
interrupted for plug /socket device
and also interchangeable parts
connected to protective. earth.

59. CONSTRUCTION & LAYOUT. -

59.1 Internal wiring

For fixing of wiring in the applied part Please see clause 57.5. Pass
& main part; see 57.5. ___

a) Mechanical protection ,

.i. able & wiring~shall be adeqt~ate'-. Adequate protection has been providedfor wiring. Pass
protected against contact withI
moving part or from friction at edge or

* ~~sharp corner.

.Wring~having.only basic insulation-: 'Adequate protection has been provided for wiring. Pass
shall be protected by additional fixed .

sleeving or the similar.

.Wiring,-cord forms or components . There is not any similar damnage found in the relevant Pass
i rr ..... shall not likely to be damaged in the conditions specified in thisclausel

* ~~normal process of assembly or'

replacement of cover or opening or
closing of inspection doors.

b) Bending (For guiding roller of
leads)

'Movable leads in normal~use are not No guiding roller of leads.- NA
bent round a radius of less thanS .

times the outer of the lead
concerned.

c) *- Insulation -

The insulating sleeving shall be . l eeatinsulation protectiohs have been seczured, Pass

a, . ~~~~adequate secured, whenever used. adequate.
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'SECTION·.OR TESTING-AND CERTIFICATION OF ELECTRICAL EQUIPMENT

TEST REPORT:WL-2407-01 PAGE 47 OF 49

Clause ..:. Requirement - test R. Result Verdict

Inside equipment the sheath of a'., Nd sheath of aflexible cord was used for this device. NA
flexible cord shall be used as
supplementary insulation only where
it is not subject to undue mechanical
stress and if its insulation properties
are not less than IEC-227 & IEC-245,.

Insulated conductors which in I normal :No this situation. NA
use are subject to temperature
exceeding 75 0C shall have an
insulation of heat-resistant material.

d) Material:

. :.. '.., -(.:.,.. Aluminium wires of less than h 6 mm2 No aluminium wire was usedfor this device. NA
cross-section shall not be used. .

e) Separation of circuits: Not used. -

See clause 17.

t') Applicable requirements -

. ..., Connection.cordsbetween, . ;-'Appropriate connection has been providedfor the wiring Pass
equipment part shall be considered 'inside the TENS.
as belonging to the equipment and
not be subject to requirements for ." ' "

wiring of electrical installation.

59.2 Insulation: . .. -.

This sub-clause refers to parts of
equipment other than insulation
which is covered in sub-clause
59.1 c).

a). Fixing Not used.

b) Mechanical strength & resistance to
heat and fire. . ; -.

J r ,,n,:;, '.;C.. The insulationn-mechanical strength Appropriate insulation, mech engt4 an Pas,

½.i ' "" ' . :& resistance to heat shall be, 'resistance to heat has been retained.
retained,
- Compliance is checked by
inspection and in conjunction~with
tests, if required. ' i .-. ,

.'.. .',, ', , Resistance to heat is-established by The TENS is designed and constructed with appropriate Pass
the tests which need not be protection.
performed if satisfactory evidence of
compliance is provided.
-Test requirements 1) & 2).

c) Protection.
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT-. '!.,. .... ?.

TEST REPORT:WL-2407-01 h PAGE 48 OF 49 __

Cla. use: · Requirement - test ,i Result . - Verdict

Insulation shallbe not likely to be Appropriate insulation 1rbtection'hbs be'nYor'vid~d'.Pc "-Pass '..
impaired by deposition of dirt or by
dust resulting wear of partsto the. .
extent that CD&,AV are reduce '
below the values specified in 57.10, . j .'" ,

Ceramic material not tightly sintered, There is no similar materialused as'supplementai'ybP:: ':':Pas:
and the like, and beads. shall not be reinforced insulation. . . .

used as supplementary.or reinforce
insulation.- ->

Parts of natural or synthetic rubber No n atural or synthetc rubber was used.'. .. . -N.
use as insulation shayn te resistant n or.synthetic.rubber -as.used.. NA
to ageing and be so.arranged and :,n' :ti
dimensions that CD satisfy 57.10.

Insulating material ih'wiich'h'dating No this situation "cI .; .- . ". NA c .

conductors are embedded shallfbe .. , '~'-' ' .. ' oe'
considered as basic insulation and
shall not used as reinforced . -.
insulation.-

Compliance is checked by The relevant requirements have'been checked byetd r Pass i ';. ~m ta

inspection. - inspection. - i ...

59.3 Excessive current and voltage .*I.z.....',`.¼ t -

protection : . - . ...

See Sub-clause 57.6. - -_.

An internal electrical power source in No hazard was found inrcase of short circuit. c . ...- Pas'
equipment shall be provided with an , ....

appropriate rated device for c.oor:i r:--.-_ -'-:
protection against fire hazard, if fire ' . ' . r ';
hazard may be given rise to in case ,.r ,
of short circuit. ..

Fuse elements replaceable without. No fuse has been used ;j< ... NA < ,..

opening enclosure shall be fully .

enclosed in a fuseholder. ,s-r...,

Protective devices connected Noprotedtive device co~nictedbetween anF-Type -rt,-t NA : . -:
-between an F-type applied part and applied part and enclosure.'-; .. .' -- t "%* h.d x :.
enclosure shall not operate below z---qlug..-.:: ."
500 V r.m.s. -: .

For thermal cut-outs and No this situation. -I N :. NA,,' m
over-current release: See sub-clause , .

56.6.

59.4 Oil Containers

Oil containers in portable'equipment There is no oil container, - : ':-NA ' ,
· shall be adequate sealed to prevent

loss of oil in any position. ,
-The design of container shall allow .. "
for the expansion of the oil.
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SECTION FOR TESTING AND CERTIFICATION OF ELECTRICAL EQUIPMENT'-'.:%;,:

TEST REPORT:WL-2407-0 1 -. PAGE 49 OF 49

Clause Requirement - test ' . Result Verdict

-Oil containers inmobile equipment>- There is no oil container .- ,- Af'r-:"
shall be sealed to prevent loss of oil.
during transport,-but may befitted
with a pressure-release device which
can operate during normal use. -: .-.

Partially sealed bil-filled equipment There is no oil container. ".-:r : A'-.,M,
or equipment parts shall be provided
with means for chcking the oil level.k,(r .e!,n.U::,IL['rW

~~~~~~~~ , 7/ -,,, ''...
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Third Party Test Report

No..: WELL LIFE-06002
According to ANSI/AAMI NS4

Device Name: OTC TENS

Model Name:.WV- 2407

Manufactured by:

'Well-Life Healthcare Limited.

I FL., No. 16, Lane 454, Jungjng Rd., Yunghe City,
Taipei County, Taiwan, R.O.C.

Tested by:

Wincent Consultant Co., Ltd.

*No. 5, Alley 5, Lane Cheng Hsing, Chung Ching Rd.,

Pei'Tun Dist., Taichung, Taiwan, R.O.C.

9P13
5 4
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Test Content of NS4 Testing
Report No: WL-06002

1. Clause 4.1 Compliance with the Labeling Requirements

2. Clause 4:2.1 Electrical Safety.

3. Clause 4:2.2 Output Characteristics.

4. Clause 4.2.3 Functional Controls.

5. Clause 4.2.4 Open/Short Circuit Performance.

6. Clause 4,2.5 Incorrect Battery Installation.

7. Clause 4.2:6.1 Temperature (Operating).

8. Clause 4.2.6.2 Humidity (Endurance).

9. Clause 4.2.6.3 Water Immersion.

10. Clause 4.2.6.4 Solvent Resistance.

11. Clause 4.2.6.5 Vibration (Operating).

12. Clause 4.2.6.6 Mechanical Shock (Non-Operating).

55
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Wincent Consultant Co., Ltd.-

ANSI / AAMI NS4 Test Report
According NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators

to Clause4.1 Labeling Requirement
Type/Model WL- 2407 Serial No,
Test requirement 4.1.1. Device Markings. Compliance with the requirements of 3.1.1 can be verified

by visual inspection.
4.1.2. Clinician Information. Compliance with the requirements of 3.1.2 cab be

verified by visual inspection, except for the electrical performance
specificatidns required in 3.1.2.1 (8). The test circuit of Figure I can be used
to measure the output characteristics to be reported in the clinician information
accompanying the stimulus the stimulus generator.

4.1.3. Patient Information. Compliance with the requirements of 3.1.3 can be
verified by visual inspection.

Test Procedures Visual inspection.

Test Equipments No particular equipment.

Test Results: As the following re/cords.
<1> The device marking has been verified by visual inspection.
<2> The clinician information has been verified by outputwave form.
<3> The patient information has been verified by 'visual inspection.

Conclusion Test results indicated the chosen samples complying with the relevant requirement of
ANSI/AAMI NS 4.
<I> Labeling information. <2> Wave form information.
<> User manual. <4> ANSI/AAMI NS4 inspection.

Attachment- No particular attachment

Tested by Joan Chen Approved by C. S. Chang , 2 .

Paeei of 12 No. WL-06002:
No. 5, Alley 5, Lane Cheng Hsing, Chung Ching Rd.,

Pei Tun Dist.. Taichung, Taiwan. R.O.C. (406)
Tel: +886-4-2297-2787 ).Fax: 4886-4-2297-2476'

E-mail: wincent li)rms I9.hinet.net

56G

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Win centWincent Consultant Co., Ltd.

ANSI!/ AAMI NS4 Test Report
According NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators

to ClIau se 4.2.1 Electrical Safety.
Type/Model WL-2407 .Serial No.''
Test requirement 4.2. 1. Electrical Safety. Test methods for verifying compliance with Applicable

Document 2.1 are provided in that standard.
Test Procedures <I1> One sample was submitted for the leakage current test according to the-detail

requireineiit of EN 6060 1- 1.
Test Equipments . <I> Leakage current meter.

_________________1<2> Humidity chamber.
Test Results: For the leakage current, see the following table. .-

A2 APPENDIX 2(19.4.g~) Measurement of the enclosure leakage, current -. P
Before moisture treatment lAfter moisture treatment-

Fr6nm surface to CpLA at normal condition OgA at normal condition .

From surface to OjtA with AP connected to ground OILA with AP connected to ground .. .

* ~~~surface _ _ _ _ _ _ _ _ _ _ _ _ _ -

* A3 APPENDIX (19.2.c) ________________

Measurement of the enclosure leakage current with No signal connection
I110% mains voltage on any signal input or signa .

output part. _________________ ____

A4 APPEND]X_4(19.4.h) Measurement of the patient leakg current .... P__
______________Before humidity treatment JAfter humidity treatment P

Fro6m AP to OpA at normal condition OgA at normal condition R.
enclosure _______________

A5 APPENDIX 5(19.4.h.2) Measurement of the patient leakage current with 2SOVac "4
_______________ voltage on the F type isolated (floating) applied part ___

B1efore humidity treatment lAfter humidity treatment P
From APto ground 14IA at condition Line to AP 14pA at condition Line to AP P

______________OgA at connected Neutral to AP lOpA at connected Neutral to AP P

A6 . APPENDIX 6(19.4.hi.3)
Measurement of the patient leakage currenwt wth I110% INo signal connectionN
mnains voltage on a signal input or signal output part

A7 JAPPENDIX 7 19.4:)
-, Measurement of the patient auxiliay current_ No signal connection N

Conclusion ~ Test results indicated the chosen'samples complying with the relevant requirement of *
Conclusion .ANSI/AAMI MS 4.

Attachment No particular attachment.

Tested by Joan Chen E Approved' by CS.Chang 7T<'

i'2 JUNo. Wi,06C0(
No.5,Alley 5.,Lane Chenpi~sing. ChungChing Rd.,

Pei Tun Dist., Taichung~ Taiwan, R.OC. (406)
Tel: 4886-4-2297-2787 -Fax: +886-4-2297-2476

E-mail: wincent I anis I 9.hinet.net
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It +~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

'i ncent Wincent Consultant Co., Ltd.

ANSI / AAMI NS4 Test Report
Accordin ] NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators

to . .j Clause 4.2.2 Output Characteristics.
Type/Model WL-2407 Serial No.
Test requirement 4:2.2. Output Characteristics. To determine compliance with the limits on output

' characteristics specified in 3.2.2, a 500-ohm purely resistive load is used in the
test setup of Figure I (.e., RI=500 ohnms, and R2 and C are short-circuited).

Test Procedures <1> Measure the output wave form for single pulse by using pure load 5000.
<2> Calculate the output characteristics, and check the conformity of 3.2.2.2

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ C

Test Equipments <1> Oscilloscope; type Pitek, calibrated at August 18, 2006.
<2> Frequency counter, type Lock, calibrated at August 18, 2006.

-________________ _ <3> 5000 pure load. . ' t'e d
Test Results:

Calculation of output characteristics:
<1> Maximum output charge per pulse

The maximum output charge per pulse = 0.26msx80mA = 20.8tc :,,

<2> Maximum charge per pulse
According to the formular- of 3.2.2.2, the maximum charge per pulse Q . . ......
Q = 20gc+(0.8) (35t); where t = pulse width measured at 50 percent amplitude
So, Q = 20pc+(0.8) (35x0.26) = 27.0pc

<3> Maxinnium average current
Maximum average current = maximum output charge per pulse x No. of pulse per sec

= 20.8gcxl20 = 2496tA = 2.496mA .

<4> Maximum output power
Maximum output power = maximum average current (1) x maximum voltage (V)

= 2.486mAx40V = 99.84 mAV = 0.09984W

<5> Current and power density
Since the cross-section area of electrode is 16cm2, the current and power density could be calculated as the
followings:
Average current density = 2.496mA/l 6cm' = 0. 156mA/cm 2

Average power density = 009984W/l6cm- = 0.00624W/cml

Test results indicated the chosenesamples complying with the relevant requirement of
Conclusion ANSI/AAMI NS 4.

Attachment
(Reference)

Tested by Joan Chen Approved by C. S. Chang (. (' ,

Pa'e 3 of'12 NA( WL-O(0022
No. 5, Alley 5, Lane Cheng U4sing, Chun, Ching Rd.,

Pei Tun Dist., Taichung, Taiwan, R.O.C. (406)
tel: +886-4-2297-2787 Fax: +886-4-2297-2476

E-mail: wincentl0qns19.hinet.net
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Co Itant Co., Ltd.~~I C'~~.

Wincent Consultant Co., Ltd

ANSI /AAMI NS4 Test Report: .
According NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators

to I Clause 4.2.3 Functional Controls
Type/Model WL-2407 Serial No.
Test requirement 4.2.3. 1. The design and construction of the devices shall be inspected to evaluate

whether appropriate consideration has been given to the safety requirement
of 3.2.3.1;

4.2.3.2. The test setup of 4.2, f, Figure I, with RI=500 ohms, shall be used for the
measurements needed to determine compliance with 3.2.3.2.

Test Procedures <1> Operation for each function of control in every possible operation condition,
and monitor the output wave from of device.

<2> Monitor the wave from of single pulse at 5000 load for single and twin output,
and compare the output wave form.

Test Equipments <1> Oscilloscope; type Pitek, calibrated at August 18, 2006.
<2> Frequency counter, type Lock, calibrated at August 18, 2006.
<3> 5000 pure load.

Thst Results: .

<J> Through operation for each function of device in any condition, the output of each control was not-changed

through inadvertent contact with the controls. .,

<2> The Wave form comparison between single output and twin output are as the following table,

Output
I ________________ -Amplitude Width Frequency
Single output 78 mA 260 . 120 Hz ,
Twin'output 76 mA 255 118 Hz
Difference 2.5% 1.9% 1.6%

Conclusion This testing item was not carried out, because it is a single channel device.
[Attachment .
Attachment ~-e~No particular attachment.
(Reference) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Tested by Joan Chen Approved by C. S. Chang c.- 5% a '/

Pace 4 of 12 No. WL-0600 2
No. 5, Alley 5. Lane Cheng Hsing, Chung Ching Rd..-

Pei Tun Dist., Taichung, Taiwan, R.O.C. (406)
Tel: +886-4-2297-2787 . Fax: +886-4-2297-2476

E-mail: wincentli (ns19.hinet.net
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K jfjn cent Wincent Consultant Co., Ltd.

ANSI /AAMI NS4 T6st Report
According NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators

to Clause 4.2.4 Open/Short Circuit Performance.
Type/Model WL-2407 Serial No. -
Test requirement The stimulus geherator shall conform to the electrical performance specifications

provided in the labeling, after operating for a minimum of 15 minutes under any
combination of open- and short- circuited conditions. See also 3.2.4.

Test Procedures <1> Set the pulse rate, pulse amplitude, and pulse width at maximum setting value.
<2> Connect the device with the "Test setup circuit" as indicated in Figure I of

NS4.1985 with load 500fl.
<3> Switch on the device, measure the output and print out the output waveform of

measuring.
<4> Make the combination of open/short circuit for 1-5 minutes.
<5> Recover the circuit of device, and repeat the tes~tof <I> and <2>U s " d .

Test Equipments <1: Oscilloscope~ type Pitek, calibrated at August 18, 2006.
<2> Frequency counter, type Lock, calibrated at Augutst 18, 2006
<3> 500q pure load.

Test Results: .

After catrying out the testing as mentioned above, the output waveform of measuring are indicated as the
following comparison table;

Frequency Pulse amplitude . Current
Before treatment '120 Hz 38V 76 mA ..
After treatment 116 Hz 37V 74 mA

According to the test result as mentioned above, the following conclusion could be
drawn:
<1> After 15 mrin operation of abnormal situation of open/short circuit combination as

Conclusion indicated in this report, the device could be operated normally without any
unacceptable change.

<2> The waveform before and after'abnormal operation is almost identical.
<3> The testing requirement set out on clause 3.2.4. is completely fulfilled.

Attachment
AtReferene) No particular attachment.(Reference)

Tested by Joan Chen Approved by C. S. Chang ;g:7

Poae 5 o12N -) 2
No. 5, Alley 5. Lane Cheng Hsing, Chung Ching Rd..

Pei Tun Dist.. Taichung, Taiwan, R.O.C. (406)
Tel: ' 886-4-2297-2787 Fax: +886-4-2297-2476

E-mail: winceet~ramsl9.hinet.ner
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u Wincent Consultant-Co., Ltd.- ..........

* ANSI! AAMI NS4 Test Report -.
According I NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators

to * P~ Clause 4.2.5 Incorrect Battery Installation.
Type/Mod~l' WL-2407 Serial No. T
Test requirement The stimulus generator shall conform to the electrical performance specifications

provided in the labeling after a minimum use timeof one half hour in the "on'
condition and one half hour in the "off' condition,-with the batteries installed such
that the supply voltage polarity is reversed from the normal operating.polarity. See
also 3.2.5.

Test Procedures <1> Set the pulse rate, pulse amplitude, and pulse width at maximum setting value.
<2> Connect the device with the "Test setup circuit" as indicated in Figure I of

NS4.1985 with load 5000.
<3> Switch on the device, measure the output and print out the output waveform of

measuring..
<4> Install the battery with reverse polarity. r; Ic :':ot.!;
<5> Repeat the test of <I>, <2> and <3>.

Test Equipments <1 > Oscilloscope; type Pitek, calibrated at August [8-2006.
<2> Frequency counter, type Lock, calibrated at August 18, 2006. C. :
<3> 500fl pure load. :. ' fled.

Test Results:

After carrying out the testing as mentioned above, the output waveform of measuring are indicated asthe
following comparison table. .· ,-':

…- -- -.

Frequency Pulse amplitude Current /
~Before treatment 120 Hz 38 V. 76 mA
After treatment 116 Hz 37.5V -- 75 mA

According to the test result as mentioned above, the following conclusion could be
drawn:

Conclusion <1> After incorrect battery installation as indicated in this report, the device could be
operated normally without any unacceptable chAnge.

<2> The waveform before and after incorrect battery installation is almost identical.
<3> The testing requirement set out on clause 4.2.5. is completely fulfilld.

Attachment
(Reference). No particular attachment.(Referen cce)

Tested by Joan Chen Approved by C. S. Claug 6 -

Pace 6 of 12 .? No. WL-060
No. 5, Alley 5, Lane Cheng I-Hsing, Chung Ching RI., i

Pei Tun Dist., Taichung,'Taiwan, R.O.C. (406)
Tel: +886-4-2297-2787 Fax: +886-4-2297-2476

E-mail: wincentl~nms19.hinet.net _
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Wincent ['V~~~incent Cnsulat oLtd.~

ANSI /AAMI NS4 Test Report
According NS4 American NationalSadr for TraniscutaneOuls Electrical Nerve Stimulators

to FCla u-se 4 2.6~. iTemperature (Operating)..
Type/Model, WL-2407 Serial Nowmtt -i

Test requirement The following test shall be performed, both with output parameters se t at the
midpoint of their specified ranges and with output piaalileters set at their full
maximum values: two full-temperature cycles shall be made between 00C and
+500 C, with a soak time of at least one hour at the temperature extremes,.The device.~

i~~t~~. shall be operating continuously throughout this test, and the current output, voltage
Nl~~~~ output, and pulse rate and duration monitored using the test setu p of 41 Ultlwith R,

se at 500 ohmis. Throughout the test, these parameters shall not differ by more than
+20 percent from their values at room temperatuire,.unless otherwise specified in the

_____ _____ _____ _____ labeling.

Test Procedures <l> Set the puke rate, pulse amplitude, and pulse width at maximum setting value.
<2> Connect the device with the "Test setup circuit"~ as indicated in Figdre I ofF

NS4.1985 with load SOt). . .....
<3> Switch on the device, measure the output andipirint out the output wavefoirn of

measuring.
r ~~~<4> Place the device in the specified environments as indicated in the folldwing
- ~~~~~~descriptions:

Q) O0C'for I hour.'V . 1 tcl

©2 500C for [ hour. <

(® 500C for I hour.
Jo ~~~<5> Remove. the device from the environment chamber.

1<6> Repeat the test of <l> and <2>1
Test Equipet I silsope; type Pitek, calibrated at August 18; 2006. ~.

<2> Fequeny counter, type Lock, calibrated at August 18, 2006.
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ < 3 500•) pu e load . . . ~ ' I .

Test ResXilft.
After carrying out the testing as mentioned above, the output waveform of mea~suring are indicated as the
following comparison table. . ,

I :~ Frequency Pulse amplitude I Current
Before treatment 120 Hz 3 7.5 V '75 mA

After treatment 117 Hz ~~~37 V 74 mA

According to the test result as mentioned above, the following conclusion could be
drawn:

Conclusion ~<I> After temperature treatment as indicated in this report, the device could be
Conclusion ~~operated normally without any unacceptable change.

<2>. The waveform before and after temperature treatment is almost identical.
<3> The testing requirement set out on clause 4.2.6.1 is completely fulfilled.

Attachment
(eeece No particular attachment /

Tested by Joan Chen Approved by C. S. Chang ,

Paite 7of 12 No.WL-0602
No. 5, AlleyS5, Lane Chen.- H~ing, Chung Chingg Rd.,

POiTun Dist., Taichung; Taiwan, R.OC. (406)
Trel: +886-4-2297-2787 Fax: t886-4-2297-2476

E-mail: wincentl@rnsI9.hiinet.net
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Wincent Consultant Co, Ltd.W nI I °

ANSI / AAMI NS4 Test Report t-
According NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators

to ]Clause 4.2.6.2 Humidity (Endurance).
Type/Model WL-2407 Serial No.-

Test requirement The device shall be exposed to a temperature of at least 40°C and a relative humidity!
of 90 to 95 percent for 21 days. Batteries may be left in the unit'with the unit turned I
off. Fresh batteries may be installed and any condense in the circuitry removed after
humidity exposure and before testing final electrical performance. The device shall
conform to the electrical performancespecificatiois pjiovided in the lath1ing. Labels
shall be legible and firmly attached after exposure.`

Test Procedures <1> Set the pulse rate, pulse amplitude, and pulse width at maximum setting value.
<2> Connect the device with the "Test setup circuit" as indicated in Figure I of

- NS4.1985 with load 5000.
<3> Switch on the device, measure the output and [rint out the outpiitwaV:eforfi of

measuring.
<4> Place the device into the humidity with 90 to 95% 1'400C for 21 days.

<5>~ Remove the device from the huimidity chamber.
<6> Repeat the test of <I>, <2> and <3>: .

Test Equiprtients <1> Oscilloscope; type Pitek, calibrated at August 18, 2006.
<2> Frequency counter, type Lock, calibrated at August 18, 2006.
<3> 5000l pure load.. - ...

<4> Humidity chamber. ,

Test ResuIts-.

After carrying out the testing as mentioned above, the output waveform of measuring are indicated as the
following comparison table: .:; '

Frequericy ' Pulse amplitude Current
Before treatment 120 Hz 37.5 V 75 mA
After treatment 114 Hz I 36.5V ' 73 mA

According to the test result as mentioned above, the following conclusion could be I
drawn:
<1> After humidity treatment as indicated in this report, the device could be operated

Conclusion normally without any unacceptable change.
<2> The waveform before and after humidity treatment is almost identical.,
<3> The testing requirement set out on clause 4.2.6.2. is completely fulfilled.

Attachment.
No additional attachment.

(Reference)

Tested by Joan Chen .Approved by C. S. Chn ' 9-_

A~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

Pace 8 of 12 . L-00
No.,5 ,Aley 5, Lane Cheng Hsing, Chung Ching Rd.,

Pei Tun Dist., Taichung. Taiwan, R.O.C. (406)
Tel: +886-4-2297-2787 Fax: +886-4-2297-2476

E-mail: wincenthl(msl9.hinet.net
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n cein- ; :Wincent ConsultantCo., Ltd
WII

ANSI /AAMI NS4 Test Report
According NS4 American National Standard for Transcutaneous Electrical Nerve Stimfilators' jr t

to 'Clause 4.2.6.3 Water Immersion. . -.' V _1 , :', -
Type/Model. WL-2407 I Serial No.
Test requirement The device, while operating with all parameters at maximum value, shall be

immersed in distilled water for three minutes. The output shall be monitored and
must not increase above the maximum output of 75 MC or 10 mA into a 500-ohm
load (as specified in 3.2.2.2).

Test Procedures <1> Set the pulse rate, pulse amplitude, and pulse width at maximum setting value.
<2> Connect the device with the "Test setup circuit" as indicated in Figure I of

NS4.1985 with load 5000. . .' 2
<3 Switch on the device, measure the output and print out the output waveform of

measuring. . : ,, t.uld
<4> Immerse device into water for 3 mins.
<5> Remove the device from the water and dry it. .,. .

<6> Repeat the test of l>, <2> and<3>..

Test Equipments <1> Oscilloscope; type Pitek, calibrated at August 18, 2006.
<2> Frequency counter, type Lock, calibrated at August 18, 2006.
<3> 5000 pure load.

Test Results: . ./ "

After immersing the device to w.ater, for three minutes, the device can be switched on only for very few seconds.
After the device was switched on, the output does not exceed the value of normal operation, and then was reducedi
to zero very soon.

So, it is "Fail to safe" operation.

According to the test result as mentiondd above, the following conclusion could be
drawn:
<1> After 3 min water immersion as indicated in this report, the device could be

operated for some seconds, then it was shut down.Conclusion
<2> The waveform before and after water immersion does not exceed the value of

normal operation.
<3>' The testing requirement set out on clause 4.2.6.3 is completely fulfilled.

Attachment No particular attachment.
(Reference);

Tested by Joan Chen Approved by C. S. Chang /"' . /

Pate 9 o(2 , 'No. WL-060O
iNo. 5, Alley 5, Lane Chena Hsing, Chung Ching Rd.,

Pei Tun Dist.. Taichung, Taiwan, R.O.C. (406)
Tel: +886-4-2297-2787 ' Fax: +886-4-2297-2476

* - E-mail: wincentl(,:msl9.hinet.net
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WucentL Wincent Consultant Co., Ltd.- .

(7· .·~"ANSI /AAMI NS4 Test Report
According NS4 American National Standard for1''ranscutaneous Electrical Nerve Stimulators

to Clause 4.2.6.4 Solvent Resistance.
Type/Model . WL-2407 j Serial No. -

Test requirement The exterior of the device shall be wiped or painted with the following common
substances: 70 percent isopropyl alcohol, dish soaps and detergents, electrode gels.
After a I-minute period of exposure to these substances, labels shall be legible and
firmly attached.

Test Procedures <I> Apply the solvent to every labels of device for at least Iminute.
<2> Visual inspection for the labeling.

Test Equipments <1> Oscilloscope; type Pitek, calibrated at August 18, 2006.
<2> Frequency counter, type Lock, calibrated at August 18, 2006.
<3> 500S pure load.

Test Results:.

After applying the solvent to the labels of device for at least I minutes, every labels on device are legible and
firmly attached. :-.... . ;

IC~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

Conclusion This result complies with the requirement of clause 4.2.6.4 of NS4 standard.

Attachment
(Reference) No particular attachment.(Reference)

Tested by Joan ChenTested by Joan Chen T ~~Approved by C. S. Chang

Pare 10 of 12 No, WL-06002
No. 5. Alley 5, Lane Cheng Hsing, Chung Ching Rd.,

Pei Tun Dist.. Taichun, Taiwan, R.O.C. (406)
Tel: +886-4-2297-2787 Fax: +886-4-2297-2476

E-mail: wincentQtrns19,hinet.net . o'
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1ta t Co. Ltd9.

Uincent Cons'ultntC.Ld

ANSE! AAMI NS4 Test Report
According - NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators.--

to 'I-. Clause 4.2.6.5 Vibration (Operating),
Type/Model .WL-2407 I Serial No. -

Test require~hent Thid device, while operating, shall b& ~ubjected t~lthr~eesihusoidal 4iibr~iiin~sweeps
from 50 to 500 Hz in each of the three orthogonal axes at a level of 2.5 g peak. Each
sweep shall be IS5 minutes in duration. The electrical.outpu!t shall be~monitored
befbre and aftr the sweeps. The StiMUIlu§ Aenerator-shall~perforrn -within the
electrical performance specificationslprovided in the labeling.

Test Procedures <1> Set the pulse rate, pulse amplitude, and pulse width at maximum setting value.
<2> Connect the device with the "Test setup circuit" as indicated in Figure I of

NS4.1985 with load 5000.
<3> Switch on the device, measure die output and print out the output waveform of

measuring.
<4> Fix device onto vibration testing machine as indicated on the followihwgr-

drawing.- . .. *LI

<5> Ren-ove~device from vibration machine. .--

_____________________<6> Repeat the test of <I>. <2> and <3>'. '' 0 -te I1 !1

Test Equipments <1> Oscilloscope; type Pitek, calibrat ed at August 18, 2006,
<2Ž Frequency counter. type Lock, c'alibrated at Auigustl 18, 2006.
<3> 500(2 pure load. -.-

<4> Vibration simulator.

Test Results:

After carrying out the testing as mentioned above, theoutput waveform of meas-nng are indicated as'the~
following comparison table.

Frequency IPulse amplitude Jr -Current

Before treatment 120 Hz 37.5 V 75 mA
After treatment .1 16 Hz 36.5 V 73 mA

According to the test result as mentioned above, the following conclusion could be
drawn:
<1> A~fter vibration as indicated in this retort, the device could be operated normally

Conclusion
without any unacceptable change.

<2> The waveform before and after vibration is almos~t identical.
<3> The testing requirement set out on clause 4.2.6.5. is completely fulfilled.

Attachment
(Reference) No particular attachment.

Tested by Joan Chen Approved by C. S. Chang ( £ > t
payei IIOf 12 NO, WL-060

No. 95 Alley 5. Lane Cheng [Ising, Chung Ching Rd.,
Pei Tun Dist., Taichunlg. Taiwan, R.O.C. (406)

I-el: +886-4-2297-2787 Fax: +886-4-2297-2476
E-mail: wincentl~rnsl9.hi net~net c
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Wincent ConsultantC .- t.___

"Its. ANSI/ AAMI NS4 Tesf RepoiT7,
According NS4 American National Standard for Transcutaneous Electrical Nerve Stimulators

to. C-lause 4.2.6.6 Mechanical Shock (Non-Operating). . ';-i s-i

Type/ModWl' WL-2407 I Serial No. -

Test requirement The device shall be subjected to a half-sine shock-of 850-g peak and 0.-millisecond
duration, in each of six orthogonal dire~tions, The'output 'charhacteristics~ of the
device shall then be measured and shall c!onform to the electridMl performance
specifications provided in thetlabeling.' V

Test Procedures <1> Set the pulse rate, pulse amplitude, and pulse width at maximum setting value.
<2> Connect the device with the "Test setup circuit" as indicated in Figure I of

NS4, 1985 with load 5000.
<3> Switch on the device, measure the output and print out the output-waveform..of-

measuring. I. I A) "-'if ZOiLkI I'

<4> Drop device onto ground for each of six orthogonal directidn from I meter
high. Vt ~~~~~~~ ~~~~.- u: - i eid gri~iB

nfl ~~~<5> Recovet the circuit of devic& and repeat the test of<l1>, <2> and <3>,

Test Equipments <15 Oscilloscope; type Pitek, calibratedditAugusil 18, 2006: -

- <2> Frequency counter, type Lock, calibrated at August 18, 2006.
- ~~~<3> 5000 pure load.

Test Results:------

After carryig out the testing as mentioned above, the output wavefoi~rm of measurimg are indicated as the
following comparison table. -- -----

Frequency fPulse amplitude I Current
Before treatment 120 Hz 38 V 76 rnA -

After treatment 117 Hz -3-7 V . 74... mA -74 -

According to the test result as mentioned above, the following conclusion could be
drawn:
< I> After dropping as indicated in this report, the device could be operated normally

Conclusion - without any unacceptable change.
-<2>. The waveform before and after dropping is almost identical,
<3> ~the testing requirement set out on clause 4.2.6.6. is completely fulfilled.

Attachment ~No particular attachment.

Tested byJan Chen Approved by C. S. Changt

Pqee 12 of 12 No. WL-06002/
No. 5, Alley 5, Lane Cheng li-sing. Chung Chin-, Rd.,

Pei Tun Dist., Taichung Taiwan, R.OC. (406)-
Tel: +886-4-2297;2787 Fax: +886-4-2297-2476

* ~~~~E-mail: whiucentI ~msI.9.hinet.net-
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L CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Se&OMatateenton'page 5.

Date of Submission User Fee Payment 1O Number FDA Submission Document Number (if known)

06/1012009 .rh: 

PMA PMA & HDE Supplement PDP : . 510(k) Meeting

* E Original Submilssion fl Regular (180 day) . Original POP , Original Submission: Prsi0(k) Meeting
LP ?rem~arkel Report f Special- Notice ct Completion PI Traditional [] Pro-IDE Meeting

[] Modular Submission [ Panel Track (PMA Only) [ Amendment to PDP . [] Special *.-.f. Pre-PMA Meeting ---
fl Amendment [ 30-day Supplement - Abbreviated ( pr-PDP Meetng

[] Report 'j .L F 1 section I, Page 5)Li Report . Li[ 30-day Notice[]DyO(M;tn L Informatio --. .

Rjpeport Amendment F-[ 135-day Supplement [] Additional Information Li Agree'ment Meesting'
L Licensing Agreement f[l Real-time Review ]Third Party L Determination Meeting

I ( oz'~"~AAmendment to PMA & E] Other (specify):
]HIDE Supplement ~ ~...... ............

MOther
- IDE ' Humanitarian Device Class II Exemption Petition' Evaluation ol Aut6matlc Other Submission

Exemption (HDE) ! Class III Designation
(De Nova)

lJ Original Submission [ Original Submission Li Original Submission . Li Original Submission fl 513(g)

[] Amendment. [] Amendment Additional Information Additional Information r f Other
fl SuppleihmnC . l Surllement -.... 4, · (describe sublission))::'

[] Report
[]Report Amendment - , - .....

Have you used or cited Standards In your submission? v Yes Li No (It Yes, please complete Section I, Page S)

Company / Institution Name * Establishment Registration Number (if known)

Well-Life Healthcare Limited . . .... -

Division Name (if applicable) Phone Number (including area code)

886-2-29282112

Street Address FAX Number (including area code)

1 F, No.16, Lane 454, Jungjeng Road ) 886-2-29281880

city; [. State I Province ZIP/Postal Code Country-

Yunghe City, Taipei County 234 Taiwan

Contact Name

Chin-Chilh Hsieh

Contact Title .. Contact E-mail Address

Official Correspondent jenny(vweillifehealthcare.com.tw

Company / Institution Name

Division Name (if applicable) Phone Number (including area code)

( .)

Street Address FAX Number (including area code),

( )
City State / Province ZIP/Postal Code Country

Contact Name

Contact Title r Contact E-mail Address

FORM FDA 3514 (9/07) PAGE 1OFS PAGES
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ii~~~~~~~~~~~ , .

(b) (4)

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



[Withdrawal ... C hange in design, component, or *[2Location change,?- ; .'

9Adtonlr Expanded Indications - pcfiain:. -[Manufacturer . .

5Request for Ekiension [2Soittare/Hardwar 9sienrzer. I- ar
Po t-iipq~ Study Protocol [Color Additive E]Packager',i ,

[2Request for Aplcant Hold [2Material LI NjŽA.I

[2Request for Removal of Applicant Hold[2Seicaon

U Request to Remove or Add Manufacturing Site [Othrer (specify belcw) [ eotSbiso

.rcs ch [Q] AnnualI or Periodic
ManProcess change: - tPbstiapival Study

fl~~anufactifting G~~~~~abeling change: B X.r~ n - ctionC
19Steriliz-at~on [D Indications IDjj 1 teIc Defectn.

[2 Pacbgir4" [2 ~~~~~~~~Instructions
'9Other (ipe'c4' below) Performance

A> I:: - [2 ~~~~~~~~Shelf Life
-, ~~~~~~~~~~~~~~~~~Trade Name [Change in Ownership

[] other (specify below) 9Change in Correspondent
[2Response to FDA correspondence: 9 Change of Applicant Address

9Other Reason (specify):

[] Now Device - 7 Change In: [2 Rpo~se to FDA Letter Concernjng
9 ew Indicatio [2Cresodnt pl at[Conditional Approval

[2Addition of Institution 9Design IlDevice [2Deemed Approved
9- Expansion I Extension of Study -9Informed Consent 9Deficient Final Report

IRB Certification . , [ Manufacturer. 9 Deficent Progress Report

9Termination of Study 9manufacturing Process 9- DeicientrIvesigtrRpt
9- Withdirawal of Application 9~ Protocol -Feasibibliy - r ~apoal~. ..- .

[2 Unanticipated Adverse Effect 9] Protocol -Other []Request Extensione0 t r'
fNotification of Emergency Use [2sponsor Time to Respond to FDA

El Compassionate Use Request [ eus etn

C]2Treatment IDE [2 Flport submission: [2Request Hearing

9Continued Access. [2 Current Invesligatc,
[Annual Progress Report

[2 Site Waiver Report
[2 Final

9Other Reason (specify:

New Device . 9Additional or Expanded Indications -9Change In Technology

9 Other Reason (specify):
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CS * C S~~T MI MIS- "
Product Codes of devices to which substantial equiivalence is claimed Summary of, or statemnent concerning,

K0, ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~~~~~~sfety and effectiveness Informationl1K60846 2 K033122 510 (k) summary attached

* , 7 L 5t0 (k) Statement

inforrlation ondevides to which substantial (;6~iv`inc s limd(i nwn . J.....I

510(k) Number ~Trade orPorea rModel Name 2 Manufacturer

K060846 Endurance T1040 ~~~~~~~~~Endurance Therapeutics

K<033122 2Prizrn 5000-Z system Prizmn MedicalIc
2.-.2 . 2 Ic

333

4 ., 4 4

.4,..*.* '-I..~~~~~~~~~.............

6:. :,i ~~~~~~ ~~~~~~6 Lii 5

Common or usual namne or classification i-

Trade or Proprietary or Model Name for This Device .,'v YModel Number . . n 1'

~*OTC TENS for Armn & Leg PanRelief. IWL-24iO7~

<2 2

3 ;. 'E 3 ."~.

44

FDA document numbers of aii prior related submissions (regardless of oulcorne)

7 8 9 to ii 12

Oafs Inciuded in Submission
fl Laboratory Testing El Animal Triais CHuman Tdiais

Product Code C.F.R. section (H applicable) Device Class

NUH Unclassified . ~ .UClass I . Class II

Division of General Restorative and Neurological Devices Class IllI Unclassified

Indications (from, labeling)

The 070 TENS for Arm & Leg Pain Relief: Model :WL-2407 is intended for temporary relief of pain associated with sore and aching
muscles in the upper and lower extremities (arm and/or leg) due to strain from exercise or normal household and work activities.

FORM FDA 3514 (9/07) .. PAGE 3OF 5PAGES
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'I

FDA Document Number (if known)..
Note: Submission: of this information does not affect the need to submit a 2891 . .........-- I
or 289 Ia Device Establishment Registration form.

Facility Establishment Identiler (FEI) Number'~] riginal i[:~,, ]Manufactumr4'F Contract Sterilizer

fl Add [ Deleta ~ Contract Manufacture, [] Repackager/ Reber

Company I Institution Name Establishment Re-iStration Number .-

Division Name (if applicable) .. .... Phone Number (including area code)~[r;ipti.l CC, l unir'

:~~~~ ) : 1
Street Address - . FAX Number-(Including area code) -Z-cta--r " --'h '2'

C)
City.-. .' ;,'". State Province -...... ,;4,. ZlPIPostalCode ; Country

C-nIac!.Nme . ... ContactY'tle
Contact Name Contact Title -Contact E-mall Address

"a"~"; -/Facility Establishment Ident l
fer (FER Numberfl Marna u fciur Contract Sterilizer

fl Add Dolelee El Contrdct Manufacturer fl Repackager / Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area codo).hhr" A V " ,,

) , .

Street Address 1 .N i FAX Number (including area code) L:t! ;-r1A t" riK-ls

City', .- , S!ate (Province . -. ZlP/PostalCode'.; Country -' --

Contact Name Contact Title Contact E-mail Address

~ Original Facility Establishment Identifer (FEI) Number Manuacturer Contract Sterilizer

[] Add []fDelete Contract Manulacturer fl Repackager Relabeler

Company/Institution Name Establishment Registration Number

i-
Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code) -

City - State I Province ZIP/Postal Code County -

Contact Name Contact Tite - Contact E-mail Address

FORM FDA 3514 (9/07) PAGE 4 OF S PAGES
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Note: Complete this section it your application or submission cites standards or includes a 'Declaration of Conformity toea Recognized Standard'
statement.

Standards No. Standards Standards Title Version Date
Organization

EN/IEC Medical Electrical Equipment - Part 1: General 1990 +
60601-1 IEC requinrvemnts for safety A1/A2/A1 3:

1 ~~~~~~~~~~~~~~~~~~~~~1996

Standards No. Standards Standards Title Version Date
Organization

EN/AEC Medical Electrical Equipment - Part 1-2: General 2001
60601-1-2 IEC requirements for Safety - Collateral standard:

2 Electmomagnetic Compatibility - Requirements and Tests

Standards No. Standards Sadards Title Version Date

ANSUAAM Organzation American National Standard for Transcutaneous 1985
NS4 ANSI Electrical Nerve Stimulators

3

Standards No. Standards Standards Title Version Date
Organization

4

Standards No. Standards Standards Title Version Date
Organization

5

Standards No. Standlards Standards Tale Version Date
Organization

6

Standards No. Standards Standards Title Version Date
Organization

Please Include any additional standards to be cited on a separate page.

Public reporting burden for this collection or information is estimated to avergag 0.5 hour per response, including the time for reviewing instructions, searhing
existing data sources, gathering and maintaining the data needed, and coospleting reviewing the collection of isnfonnation. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drmg Admininstraion
CDRH (IIFZ-342)
9200 Corporate Blvd.
Rockville. MD 20850

An agency may nor conduct orsponsor. and a person is noi iquired ia respond ia, a collection of infomnoio unless it displays a currently vald 0MB control
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rt It~ D('3A *t......*L.

~~~r'i Fo~~~~lr16.j Approved: OMBI"'No 09100120-
'in A 0120; ~~~~Expiration Date: 8/31/10

Department of Hearth and Human Services
I Vt t F~~~~~~~~ood and Drug Administration _ _-

~,STNDAIDS.ATAREPORT. FOR 510(lk)s c -

4To be filled in by applicant) :k -

,This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) thatirefer-
ences a national or international standard. A separate report is required for each standard referenced in the 51 0(k).

*TYPE OF 510(K) SUBMISSION Ab-evae
0I, I VI Traditional E* [ Special [ brvae

STANDARD TITLE' --.- .-..-.- -- . ' -- … --

AkNSL/AAMI NS4, American Natiphal Standard fo Ttahiscutanectus Elecfrica Ne'rve Stiniiilat 11985.

Please answer the following questions -- Yes- --No-,

Is~this standard recognized by FDA 2 ?. ........... ............... .................... F

FDA Recogj ition number3 . ........... ................... .......................

-Was a third. pdrty laboratory responsible for. testing conformity of the device to this standard identified-..
*in the 5l0sk)?,e crbn the........extent.......... .f.~ .... L. ...... .. ....... ..... .....

Is a SUmmrn9'i report' dsrbnthexnto conformance of the stan'dard used included in the

lf no, compl!ete a summary report table. --..--- _

Does the test data for this device demonstrate conformity to the requirements of this standard as it"
pertains to'ithis device9 ...... ..... I...... .... . .

............

Does this standard include acceptance criteria? ................. ............... .......ur .......
If no~ inclu~de the results of testing in the 51 0(k),' 1 'i> i'30 ar &.1'!

Does this standard include more than one option or selection of tests9 ....................... . Li 2
.,f yes, reporttoptions selected in the summary report table..

Were there any deviations or adaptations made in the use of the standard? ................. ....
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5?.......... i Li
Were deviations or adaptations made beyond what is specified in the FDA SIS? ...................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? .............. L i.............................. 2
If yes, report these exclusions in the summary report table.

Is there an FDA guidancet that is associated with this standard9 ..... L.........................
if yes, was the guidance document followed in preparation of this 5101 Li .......................

Title of guidance: ....

The formatting convention for the title is: [SD01 [numettc identifierl certification body involved in conformance assessment to this
[tilts of siandard] [date of publication] standard. The summary report includes information on alt standards
iAuthority 121 U.S.C. 360di. ww~wfda.gov/cdrh/stdsprog~htm1 utilized during the development of the dev~ice.

-.http://ww~i.accessdata.fda.gov/scriptsrcdrh/crdocs/cts'andards/ The supplemental information sheet (5s) is additional information
searchorfm which is necessary before FDA recognizes the standard. Found at
The summnary report should include: an y adaptations used to adapt tlttp:Itwdw.accessdaia.fda.govlscrlpts/cdrh/cfdocs/cfStandardsI
to the device under review (for example, alternative lest methods): sac~f
choices made when options orea selection of methods are described: I The online search for cDRH Guidance Documents can be found at
deviations from the standard; requirements not appticable to the. www.fda.gov/cdrh/gujdatnce.htrnt
device: and the name and address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 F
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I Fili A a~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~
EXTENT OF STANDARD CONFORMANCE-

~~ ""' ~~~~SUMMARY REPORTITABLE
STANDARD TITLE. . -.

CONFORMANCE WITH STANDARD SECTIONS'-'5 .

SECTION NUMBER ECTION TITLE CONFORMANCE?

_________ J~~~~~~~~~~~~~~~~~~~~~~~~Yes J No JN/A
TYPE OF DEVIATION OR OPTION SELECTED 4

DESCRIPTION._____

JUSTIFICATION'......

SE~tIONNUMBER ECTION TITLE,.-A.

4" *h'~~~~~~~~~~~es rit D /

TYPE OF DEVIATION OR OPTION SELECTED~ Y A - . .I, . '

DESCRIPTION..

JUSTIFICATION',, r .,'1'4

SECTION NUMBER SECTION TITLE ) ~ ~ .,CNOMANCE?

'Ad . Ljyes ~~~~~~~~~~~~~~)No, SN/A

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION. --

JUSTIFICATION

For completeness list all sections of the standard and indicate whether conformance is met, If a section is not applicable (N/A)
an explanation is needed under "justification." Some standards include options, so, similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under "type of deviation or option selected: "description' and 'justifica-
lion' on the report, More than one page may be necessary.
Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden 10,' this collection of information is estimated to average I hour per response, including the
* timie for reviewing instructions, searching existing data sources. gathering and maintaining the data needed, and

completing and reviewing the collection ot infoermation. Send comments regarding this burden estimate or any other
asipect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radliological Health
* 1350 Pic card Drive

Rockvillk, MD 208501

An qgenvlna nhUI /cToC0I/icI fK .rsponsl~; U&/an /Jprsrfl is ni,0/ IVIUC n vsrtc V co/kecitionu ef informto
unless ii clv;c~v' uri-enY taidO .14c B tn,,trol ,itit,,1,c

FORM FDA 3654 (9/07) Page 2
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71~~~~~~~~~~~~

rrForm Approved: OMNo. 0910-0120: Expiration Date: 8/31110

...... .d~i -: [:,~ Department of Health and Human Services
Food and Drug Administration

-,STANDAFRDS DATA REPORT FOR 510(k)s::,T -~:rrc
jITo be filled in by applicant),.

This report and the Summary Report Table are to be completed by the applicant when, submitting a 510(k) that[rifer-
ences amnational or internationabstandard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated '

STANDARD TITLE' ...... ............... .

IEC 60601I-F'Medical Electrical Eqciplment - Parti:h General Requirments for Safety, 1990+AI/A2/A13:1996 _ .

Please answer the following questions . Yes No'-

Is this standard recognized by FDA 2 ? .. ... ...........................
F.DA R.cognt .on number3 ......... 5.4...

FDA R ecognition num ber I .. .... :......... ..................... :......... ........................................ . 4

Was a third party laboratory responsible for testing conformity of the device to this standard identified …
? in 5the 51 (k ,. ............... E ................ ....... I..................
Is'a summary report' describing the extent 6f conformance of the standard used included in the
5 1 ( ) . . : ,. : ............. I.......I...I...................... ........ .... ...... .. ........ .... ..............................~[
If no; complete a summary report table. , -.. . .... ..........

Do'es the' test data for this device demonstrate conformity to the requirements of this standard as it
pertains to this device? ............... .......... ............. .......................................... .......

Does thisstandard include acceptance criteria? ... ............................ : ............. .......................
If ho, inclOde'tHe results of testing in the 510(k): ::.

Li-, 
JI

Does this.standard include more than one option or selection of tests ...............................................
'if/es, repoitoptions selected in the summary'report table. ' . -

Were there any deviations or adaptations made in the use of the standard? .......................................
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) I? ............

Were deviations or adaptations made beyond what is specified in the FDA SIS? ..............................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? ................................................................... I................ .
If yes, report these exclusions in the summary report table.

Is there an FDA guidance6 that is associated with this standard? ........................................................
If yes, was the guidance document followed in preparation of this 510k? .................................

Title of guidance: ..... ......

.1 The formatting convention fo, the title is. [SDOj Inum, ic Identifier] certification body involved in conformance assessment to this
[title of standard] [date of pubicolion[] standard, The summary report includes information on all standards

I Authority [21 U.S.C. 360d[. www.(da.gov/cdrthstdsprog.html utilized during the development of the device.
' http://www.accessdata.fda.gov/scriptsicdrhlc(docs/cfStandards/ 'The supplemental information sheet (SIS) is additional information

search.cfm which is necessary before FDA recognizes the standard. Found at
The summary report should include: any adaptations used to adapt http://www.accessdata.fda.gov/scripts/tcdrh/cfdocs/cfStandards
to the device under review (for example, alternative test methods); search.cfm
choices made when options or a selection of methods are described: The online search for CDRH Guidance Documents can be found at
deviations from the standard: requirements not applicable to the www.fda.gov/cdrh/guidance.htmI
device; and the name and address of the test laboratory or

FORM FDA 3654 (9107) Page; P..r.,I~,,,.,,-.,4 eU
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... ... .. EXTENT.OFSTANDARD CONFORMANCE
C ~~~~~SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS'

SECTION NUMBER SECTION TITL E . CONFORMANCE?

IIYes No F N/A
I~YPE OF DEyIATION OR OPTION SELECTED 4

DESCRIPTION

JUSTIFICATION~

* rex: ~~~~~~~~~~~~~~~~~~~~Yes T No El N/A
TYPE OF DEVIATION OR OPTION SELECTED ''t. (1VV At '-

D&ESCRIPTION .)f~r . ~ 4r

JUSTIFICATION - 4:0 I0 J

SECTION NUMBER SECTION TITLE **CONFORMANCE?

in Yes J No Ci N/A

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION,, -,.

JUSTIFICATION

*For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under "justification.' Some standards include options, so similar to deviations, the option chosen needs
lo be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under 'type of deviation or option selected,' "description', and "justifica-
tion" on the report. More than one page may be necessary.
Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of'information is estimated to average I hour. per response, including the
time for reviewing insrcinscihn rxsing data sources, gathering and maintaining the data needed, and
completing and rev'iewing the colleictio ofiA fbrmaticn. Send ,commn~eits regarding this burden estimate or any otheir
:aspect ofC this col lection of in formation. ileltlding suggestions for reduecing this bUrden,' to:

Centter fbi Devices and Radiological Htealth
, 13150 Piccait Drive

Rockville, MD 20850
An1d clge~tI' naiv aw3 (andwlt/I Iot' AponlVQ( and '/I bpeL)fl is (fit reqti bed Ito iQWLono` io). a c',/l'tctio/I q itnformnaiion

W-,/ess it disphivywc(uIr'en/h, valid GA! 41 con/I/l rn/rmbei:

FORM FDA 3654 (9/07) Page 2
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FIV, Re~~~~;oi~~-. , -.

W~~~~~~~~~~~~t H'i ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~,l

il 3!" - (A , tb~~~~~~~~~~~~~~~rm Approved: 0'MB No. 0910-0120: Expiration Date: 8/31/10

~:&itkIT .tS Department of Health and Human Services
.- $~~~~~~~~~~~~ood, and Drug Administration _

.STAINIDARDSIDATA REPORT-iFQR 5lO0(k)s.p~dnjdatj
'o tits 3 ~~~~(To be fl//ed in by applicant).L

JThis le~porl-Aind the Summary Report Table are to be completed by the applicant when submitting a 51 0(k) that refer-
ences 6inational or international standard. A~separate report is required for each standard referenced in the 51 0(k).

TYPE FSIO0(1KYSUBMiSSION -.. i
I :5 mma. ~0 Traditional ~ - El speciai H - Abbreviated

STANDARD.TITLE' 
- --- ---...

IEC6060W1'21Z2: Medical Electrical-Eqiiipment -"Paft 1t2 : General Repuirr4enrt~~or Safety -collateral Standard,200.1

-Please answer the following cquestions - Yes--NoH-

Is this,stan~dard recognized by F(DA?2....'... ............... ........ ...

.Wasa.third party laboratory res~ponsible for testing conformity of the device to this standard identified----..--.
in the 510(k)? .. .. I.. ... ........

IsVWaLsummary ri deci in th extent of cohfdrmance of the staindaltd used inclUded Inith6'

l-f'norcomplete-a summary report table. ---- r,.-- --

DOdes the test data for this device demonstratecnor yto the requirements~of this standard as it
peirtains to tlhis device9 ........ . ...... ...... .......... ..... ,t.... ....

Does this standard include acceptance criteria'? ......" .................. . ....... cW .... ........
lfrfo'inddude'th6 results of testihg in the 5l0(k).fI"". I-

Does this~standard include more than one option or selection of tess ..................... H
Ifes%, repdrt bptions selected in the summarjtre-port table,

Were there any deviations or adaptations made in the use of the standard? .... S................ F
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5I9?....... .HE

Were deviations or adaptations mad beyond what is specified in the FDA SIS'? ................. E 2
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard9 ... H.............. .... ;....... ... ......
If yes, report these exclusions in the summary report table.

Is there an FDA guidance6 that is associated with this standard'? .......... ..... .......
If yes, was the guidance document followed in preparation of this 51Ok'? ...... ..................

Title of guidance: --- ---- -- - - -- ....
'The formatting convention for the tite is: [SDOI (numeric identifier] certirication body Involved in conformance assessment to this
[title of standadid [date of publication] . standard, The summary report includes information on aii standards

2Authority 121 U.SC. MU~], www.fda.govicdrhl/stdsprog.hitnmi utilized during the development of the. device.
http:/lvw.accIessdata~fda~goviscripts/cdrh/cfdocsicfstand.dards . 'The suppiementat information sheet (SIS) is addilional information
search.cfm . which is necessary before FDA recognizes the standard. Found at
The summary report should inciude: any adaptations usgd to adapt http:l/www~accessdata.fda.gov/scripts/ad rh~crdocs/cfStandardst
to the device )nder review (for exampie: aiternative test methods); achm. I
choices made when options or a selection of methods are described; "The onine search for CORN Guidance Documents can be found at
deviations from tme standard; requirements not applicabie to'the - www.fda.gov/cdrh/guidance htmi
device: and the name and address of the test laboratory or,

FORM FDA 3654 (9(07) ... Page I . . . suriii41i r

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



T>: DEVIii

EXTENT-OF STANDARD CONFORMANCE -

*SUMMARY REPORTTABLE

STANDARD TITLE

- ... t~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~il:_

- ~~CONFORMANCE WITH STANDARD SECTIONS' *

SETO UBRSECTION TTLE CONFORMANCE?

<Yes F No )N/A

1VPE OF DEVIATION OR OPTION SELECTED 4

DESCRIPTION'4

JUSTIFICATION'
r :ur I )'sI v S dot . -- ¼. . ~~~~~~~r founi n at. 4a LI,:'pilatW NI'I/

&.¶U )nflu~~~~ * r2c._rn!! . -& . i~ t.Žde #fb'c½~ ;-pch 1r

SECTION NUBR SCINTTLE "n vik~U ON RMACE., m

f_- ti mIfC]Yes fl NO _ N/A
TYPE OFIDEVIATION OR OPTION SELECTED 5'- . IO{l . [5. y-t i I. GŽl ItQf ZAOIi'-121I1'2A

DESCRIPTION , - avr'[ 'I . txti.!

JUSTIFICATION II Ut I-ti,. I'ti' I~ tA2

SECTION NUMBER SECTION TITLE I nI. .CONFORMANCE?

V fl~~~~~~~~~~~~~~~~Y0 5 LN. PN/A

TYPE OF DEVIATION OR OPTION SELECTED

~DESCRIPTION * --

JUSTIFICATION

For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (NIA)
an explanation is needed under "justification." Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of

-options selected when following a standard is required under "type of deviation or option selected:" 'description' and 'justifica-
tion' on the report. More than one page may be necessary.

*Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S15), a deviation to adapt the standard to the device, or any adaptation of a section.

paperwork Reduction Act Statenient

PublI IC rporting burden tor this collection of information is estimated to average I hour per response, including the
:ptimfc for reviewing i rstrtuction s, searchingL dxisting data sources, gathering and maintaining the data needed, and
~cot pleti ng and re% iewing the collection o r'inform-a tion. Slend commontIs regard ing this burden estimate or a fly other
aspedt of this collection of inforimation. incltiding suggestions for reducing this burden: to:

- * ~Center for Devices and Radiological .Icalth
. - P ~~1350 Piecard arive

Rockville, MD 20850 .*. * -

-.-An agencl',PI maY .)! conc/ic C/ol .vp()nsrwj al/dtt(p /rson is nuti F iredt IC ( ~t'spondlio, it (0/I Cc/il/Icin/qitbnatioi

- .. - U/f~~~il ('NS i/ dJs/??arei aI cuinthwnl valitta cnto nme

FORM FDA 3654 (9107) . Page 2

93

Records Processed under FOIA Request # 2015-813; Released by CDRH on 9-10-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center- W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

November 17, 2009

WELL-LIFE HEALTHCARE LIMITED 510k Number: K091757
I FL, NO. 16, LANE 454 JUNGJENG RD.
YIJNGHE CITY, TAIPEI COUNTY Product: OTC TENS FOR ARM AND LEG PAIN

CHINA (TAIWAN) 234

ATTN: JENNY HSIEH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuinents/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
5l0(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
5 10(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

5 10(k) Staff

g?
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center - W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

December 15, 2009

WELL-LIFE HEALTHCARE LIMITED 510k Number: K091757
1EL, NO.16, LANE 454 JUNOJENG RD.
YUNGHENCITY, TAIPEI CO4UNTYENG RD. Product: OTC TENS FOR ARM AND LEG PAINYUNGHE CITY, TAIPEI COUNTY
CHINA (TAIWAN) 234

ATTN: JENNY HSIEH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://wxvw.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff. Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 51 Ok staff at
(301)796-5640.

Sincerely,

5 10(k) Staff
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Response Report for K091757/S2

Device Name: OTC TENS For Arm & Leg Pain Relief

Model Number: WL - 2407

FDA CDRJI/Di'~C

Presented by FD 120
DEC I I 2o0o1)

Receivead

Well Life Healthcare Limited
1 Fl., No.16, Lane 454, Jungjeng Rd., Yunghe City,

Taipei County, Taiwan, R.O.C

Date: December 10, 2009
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To: Rahul K. Ram Date: Dec. 10, 2009
Lead Reviewer, K091757/S2
Ophthalmic Lasers, Neurostimulators & Diagnostic Devices Branch
Division of Ophthalmic, Neurological and ENT Devices

Center for Devices and Radiological Health
From: Well Life Healthcare Ltd.

c/o Ms. Jenny Hsieh

I FL, No. 16, Lane 454 Jungjeng Rd.

Yunghe City, Taipei County

China (Taiwan) 234
Re: K091757/S2

Trade Name: OTC TENS for arm and leg pain relief, model WL-2407

Dated: November 13,2009

Received: November, 16, 2009

Dear Dr. Ram

According to comments on K091757 /S2 received by e-mail on November 17, 2009, we would
like to response further each in the followings

Comment No. 1
In response to deficiency I, you identify another garment electrode / TENS device combination predicate
(K033122, "5000Z System") and provide a comparison of overall impedance between the TheraKnit
electrodes and the electrodes of the 5000Z system. Based upon this comparison, you reason that the
TheraKnit garment electrode can be used with the WL-2407 stimulator. Because the TheraKnit device
intended is for prescription use only, it is inappropriate to package or sell the TheraKnit with your device,
as your device is for over-the-counter use. Therefore, please confirm that your device is not packaged or
sold with the TheraKnit device (instead, it is only indicated to be used with the TheraKnit device).
Furthermore, please revise your "Operation Manual" to include the following warning:

"The TheraKnit Garment Electrodes are for prescription use only, therefore use of
these accessories can only be sanctioned by a licensed healthcare provider."
Alternatively, please remove all references to the TheraKnit Garment Electrodes from
your submission and labeling.

<Response>
For this comment, we provided a declaration and revised 510(K) summary so as to clearly indicate
that our device is not packaged and sold with the TheraKnit device.

The declaration is as attached I-a , and the revised 510(K) summary is as attachment 2.

olct
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In addition, we also revised our instruction manual new revision ( IM-24-006 RevBO9) on the
pages (PlIO &P 1 4) concerning the use of garment electrode to include the recommended warning
as mentioned in this comment.

For this revised page ( P 1 0 & P 14) & Manufacturer statement , please see attachment 1-b.

Comment No.2
In response to deficiency 2, you provide testing and calculations in Attachment 2 of the submission.
The testing shows that the output power and power density is roughly half of the corresponding values
for your predicate device. You claim that this is due to the fact that "the 5000Z is a high voltage
stimulator, whilst WL-2407 is a typically asymmetrical biphasic TENS device." However, you have
not stated why this does not significantly diminish the effectiveness of your device. Therefore, please
revise your 5 10(k) summary to include the following:
a. The results of all comparison testing noted in Attachment 2, and;
b. An acknowledgement of the lower output power and power density of your device and a scientific
rationale for how effectiveness is equivalent.
This information is important to ensure that your device is equivalent to your predicate devices.
<Response>

According to this review comment, we revised our 510O(K) summary so as to include the comparison
testing result (a) and the acknowledgement (b) as required by this comment. In addition, we also
added the statement that our device is not packaged and sold with the TheraKnit device.

For the revised 510(K) summary, please see attachment 2.

Comment No.3
In response to deficiencies 2 and 3, you have provided electrical performance testing. However, you
have not provided dispersion testing for any of the electrodes. Please provide dispersion testing to
ensure that current traveling through the electrodes does not congregate in "hot spots." This is
important to ensure that your device is reasonably safe for its indicated use.
<Response>
The Dispersion Testing Report for Adhesive Electrode has been clearly included on the response
report of K082065. 'l'he test report for adhesive electrode is asattachment 3-a.

For this comment, we conduct and complete the dispersion test for the silicon pad additionally as
attachment 3-b.
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Based on this testing result as attachment 3, the maximum deviation of current distribution
for every quarter is not more than 5Y. We concluded that current distribution for our
adhesive and silicone pad electrode are within the acceptable deviation specification of the
device, and the risk of unintendedfocal stimulation does not occur for our electrodes.
Also, the material of Adhesive Electrode and Silicone Pad used for our electrode are
appropriate and properly constructed for the intended use as claimed in submission.

These are for K091757/S2 responses for your review thank you I

Yours truly,

nny Hsieh ficial Correspondent
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Attachment 1-a
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wellHife 70 - 541
i F., No. 16, Lane 454, Jungjeng Road,

Yunghe City, Taipei County 23455, Taiwan ROC

Manufacturer Statement

Date: Dec. 10,2009

Subject: 5 10(k): K091757/S2
Trade Name: OTC TENS for Arm and Leg Pain Relief, Model WL-2407

With reference to review comment by Dr. Rahul K. Ram, 510(k): K091757/S2,
dated on November 17,2009, this is to further confirm that Well-Life OTC
TENS, Model WL-2407 stimulator, intended for Arm and Leg Pain Relief,
will not packed or sold with the TheraKnit device without prescription.

We shall include the warning in the operation manual -

"The TheraKnit Garment Electrodes are for prescription use only, therefore
use of these accessories can only be sanctioned by a licensed healthcare
provider."

Your Faithfully,

Jenny I~i/h
Official correspondent
Well-Life Healthcare Ltd.
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Attachment 1-b
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Quick reference Guide

i. How to attach conductive mesh garment electrode (Glove, Sock, Elbow/Knee)

Step 1: Step 2:
Insert 3AAA batteries, taking care to match up the symbols (+/-). Connecting the cable to the device.

Step 4:Step 3: Preparing treatment site and accessories. Poer Or
Putting cable on the garment ~Power On / Select Program / TimerPutting cable on the garmentIInestLvl / Intensity Level

"The TheraKnit Garment Electrodes are for prescription use only, therefore use of these accessories can only

be sanctioned by a licensed healthcare provider."

10
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Replacement Parts

Be sure to use only WELL LIFE Arm & Leg Pain Management System parts originally
supplied . The following replacement parts can be ordered for replacement purpose:

a. Conductive Mesh Garment Electrode ( 510Ok cleared no. K053214 TheraKnit Garment
Electrodes)

Socks

Theraknit Part no, Smell # 3005: 6-9 shoe size
measured by shoe size. Medium #3006: 10-13 shoe size

Large # 3007: Over 14 shoe size

(Gloves)
Small # 3001: up to 8 cm

Therakriit Part no, Medium #3002: 8-9 cm
Measured by Palm Width. Large # 3003: 9-1 0cm

X-Large #3004: Over 10cm

Elbow Sleeve
Small # 3008:15-23 cm

Theraknit Part no, Medium #3009 :25-30 cm
measured by elbow Large # 301 0: over 30 cm

circumference

Knee Sleeve

Theraknit Part no. Small # 3011. 30-36 cm
measured by Knee Medium #3012: 38-46 cm

circumference. Large # 3013: Over 46 cm

"The TheraKnit Garment Electrodes are for prescription use only, therefore use of these accessories

can only be sanctioned by a licensed bealthcare provider."

b. Self-Adhesive Electrodes ( 510Ok cleared no. K082065 Well Life Self Adhesive Electrodes)

Self -adhesive Pads
(set of 4) 0M5050, size 50x50 mm , snap type

CM501 00, size 50xi 00 mm , snap type
Well-Life Pert no. measured
by length and width of electrode size ___________________

14
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Attachment 2
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510(K) Summary

This summary of 51 0(k) safety and effectiveness information is being submitted in accordance with
the requirements of SMVDA 1990 and 21 CFR 807.92.

The assigned 510(k) number is: K091757.

1. Submitter's Identifications:
Well Life Healthcare Limited
i F., No. 16, Lane 454, Jungjeng Road, Yunghe City, Taipei County 23455,
Taiwan, ROC

Contact: Jenny Hsieh

Date of Summary Preparation: December 08, 2009

2. Name of the Device:

OTC TENS for Arm & Leg Pain Relief / Model: WL-2407.

3. Information of the 510(k) Cleared Device (Predicate Device):
1 > The Prizm 5000-Z system (K0331 22)
2> Endurance Therapeutics Ti 040 (K060846).

4. Device Description:

The Well Life TENS devices, WL-2407 is the model of OTC TENS intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities (arm and/or
leg) due to strain from exercise or normal household and work activities. Basically the
stimulation model WL-2407 is completely identical to that of model as mentioned in the Well-Life
K063660- 510O(K) cleared device. To change the indication for use for the treatment location as
the chosen predicate devices, Well-Life change the design of electrode.

For the device included in this submission, we use the following third party 510O(K) legally
marketed predicate components:
<1>K022494, the Home Care Jelly.

WL-2407 is a selectable dual channel, 4.5V (3xAAAIAlkaline battery) operated TENS device
with the following features:

<1> The operation function is dual channels completely identical to the model being modified,
WL-2407 for low back pain relief(K063660).

<2> For the stimulation electrode, Well-Life uses upper arm belt as well as snap type adhesive
electrode as standard accessories.

<3> The output waveform is selectable pre-programming change among P1 -PB.
<4> The output strength is adjustable at 0-80 mA, with selling time 21 minutes counting from

switching ON.
<5> The LCD display is provided for the indication of operation status including operation mode,

output program mode, output intensity, time to cut-off, and battery low warning.
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5. Intended Use:

The OTC TENS for Arm & Leg Pain Relief / model WL-2407 is intended for temporary relief of
pain associated with sore and aching muscles in the upper and lower extremities (arm and/or
leg) due to strain from exercise or normal household and work activities

The standard format for the statement of indications and contraindlication for use are provided
hereafter.

6. Power level testing comparison and acknowledge of comparison result with Prizm 5000Z
system:

For the substantial equivalent comparison, the power level testing comparison with the chosen
510(K) cleared device, Prizm 5000-Z system was conducted via using 1K ohm loading
resistance for the garment electrodes. The comparison result is as the following table:

Current comparison:

Electrode Type Glove Sleeve& Knee Sock Silicone Pad

Well-life WL-2407 0.00337 0.00386 0.00271 0,11728

Prizmn 5000-Z 0.00340 0.00385 0.00274 0.11817

Power Density Comparison:

Electrode Type Glove Sleeve & Knee Sock Silicone Pad

Well-life WL-2407 0.00032 0.00036 0.00025 0.01098

Prizm 5000-Z 0.00064 0.00072 0.00051 0.02222

Based on this comparison result, we made a acknowledge that the model WL-2407 has a lower

output power and power density than that of Prizmn 5000-Z system while using the same

electrode, and that the garment electrode for prescription use will not be packed or sold with

WL-2407 model. In case the garment electrode is to be used with WL-2407 model , the

effectiveness is to be determined by the physician who prescribes the use of that electrode.

7. Discussion of Non-Clinical Tests Performed Determination of Substantial Equivalence are as
follows:

Compliance to applicable voluntary standards includes ANSI/AAMI, NS4-1 985, as well as EN
60601-1, and EN 60601-1-2 requirement.

3o2-
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8. Conclusions

The QTC TENS for Arm & Leg Pain Relief I model WL-2407 has the same intended use and the
similar technological characteristics as the cleared device of Prizm 5000-Z system (K0331 22)
and Endurance Therapeutics Ti 040 (K060846). Moreover, verification and validation tests
contained in this submission demonstrate that the difference in the submitted demonstrate that
the difference in the submitted models could maintain the same safety and effectiveness as that
of cleared device.

In the other words, those engineering difference do not: (1) affect the intended use or (2) alter
the fundamental scientific technology of the device.
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Indications For Use

510(k) Number (if known):

Device Name: OTC TENS For Arm & Leg Pain Relief / Model WL-2407.

Indications For Use:

- The OTC TENS for Arm & Leg Pain Relief/model WL-2407 are intended for temporary relief
of pain associated with sore and aching muscles in the upper and lower extremities
(arm and/or leg) due to strain from exercise or normal household and work activities.

Prescription Use OR Over-The-Counter Use /
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Attachment 3-a
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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(b) (4) Dispersion Test Reports and Results for Electrode
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