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April 282009 Food and Drug Administration

Rockville MD 20857

MEDICAL CONSULTANTS INTL. LTD.
59 OXFORD PLACE
GLEN ROCK NEW JERSEY 07452

Re: Premarket Notification Number: K903654

Dear Manufacturer:

The Food and Drug Administration (FDA) is currently in the process of evaluating the
classification of class III devices that are currently marketed through clearance of a premarket
notification (510(k)) submission. These devices were found to be substantially equivalent to a
preamendments class IIT device type for which no date has yet been established for requiring the
submission of a premarket approval application (PMA). (A class III preamendments device type
is a device type that was legally on the market before May 28, 1976, and that was subsequently
classified into class I11.) FDA premarket notification (510(k)) records indicate that you received
clearance to market a device belonging to one of the class III device types being evaluated,
Accordingly, FDA is requesting that you submit specific information, discussed below, to
support these classification efforts. These classification efforts will culminate in a decision
either to call for a PMA for these class 11 devices, or to reclassify these devices into Class II
(special controls) or Class I (general controls). FDA will reach this decision based on all
available and reviewed information pertaining to each device type. For certain device types,
classification panel hearings may be held to assist in these efforts. Any future proposed
decisions will apply to the device type as a whole, not solely to your individual device.

As stated, FDA, in accordance with Section 515(1) of the Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. § 360e(i)), is requinng manufacturers who were marketing, or have
clearance to market through a 510(k) substantial equivalence decision, the class I1I device types
referenced above as of April 9, 2009, to submit certain information. The enclosed Federal
Register notice details the specific device types, the requested information, and the submission
instructions. You are required to submit this information by August 7, 2009, to:

Division of Dockets Management (HFA-305)

Food and Drug Administration -
5630 Fishers Lane, Room 1061

Rockville, MD, 20852.

Please note that items posted to this docket will be redacted in accordance with the Freedom of
Information Act (FOIA) (5 U.S.C. § 552), and posted to the docket. To ensure your posted
documents are redacted, prior to posting, please denote submissions uploaded to the docket as
such by typing the following words in the top of the “General Commenis” box:
"CONFIDENTIAL MATERIAL DO NOT POST TO THE WEB AS REQUESTED BY
SUBMITTER. STATUS SHOULD BE CONFIDENTIAL.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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If you have information showing that you have received this letter in error, or that our records
supporting this letter are inaccurate, such that you are relieved of the obligation to submit the
requested information, please send an explanation of the error, noting your 510(k) number, to:

Attn.: 510(k) Staff, 515(i) Submission
Document Mail Center, HFZ-401

Center for Devices and Radiological Health
9200 Corporate Boulevard

Rockville, MD, 20850

Piease note that in lieu of submitting the above requested information, you may also petition FDA
to reclassify the device type in accordance with Section 513(e) of the act (21 U.5.C. 360c(¢)) and
our regulations found in 21 CFR Part 860. In general, FDA’s review of reclassification petitions
can be completed more efficiently when manufacturers collaborate and submit a single
reclassification petition that includes all relevant and accurate information for the given device
type. This collaboration can be organized by contacting other manufacturers of the pertinent
device through either a professional association or other affiliation.

Additional information or inquiries relevant to this classification mandate can be obtained by
referencing the FDA Class III website at: http://www.fda.gov/cdrh/classiii.html, or by contacting
Sarah K. Morabito at (240) 276-3975.

Sincerely yours,

Donna-Bea Tillman, Ph.D.
Director
Office of Device Evaluation
Center for Devices and
Radiological Health
Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Rockville, MD 20850

Saul Liss

President

Medi Consultants, Inc.

59 Oxford Place :

Glen Rock, New Jersey 07452

— 0CT - 4 1990

Re: K903654 o ‘
Liss Cranial Stimulator Model SBL202-B
Regulatory Class: TIII
Dated: July 2, 1990
Received: July 6, 1990

Dear Mr. Liss:

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 to devices marketed in interstate commerce prior to May 28,
1976, the enactment date of the Medical Device Amendments. You may,
therefore, market the device, subject to the general controls provisions of
the Federal Food, Drug, and Cosmetic Act (Act). The general controls
provisions of the Act include requirements for annual registration, listing
 of devices, good manufacturing practice, and labeling, and prohibitions
e against misbranding and adulteration. S S

Your device is classified into class III (Premarket Approval). Class III
devices will be required to undergo premarket approval at some time in the
future. Existing major regulations affecting your device can be found in
the Code of Federal Regulations, Title 21, Parts 800 to 895. In additiom,
the Food and Drug Administration (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 the Radiation Control for Health and Safety
Act of 1968, or other Federal Laws or Regulations.

In our review 0OI YOur SubDWmlbBblul, we uvied that Jer device may wiolate tha
misbranding provisions of the law. The Food and Drug Administration's
Neurological Devices Classification Panel has reported that the efficacy of
cranial electrotherapy stimulation has not been established by :
well-controlled studies and that more investigation in this area is needed.

- - . ;R e Bims AL evmae - Aawlas £
Therefore, clalms OI eIXECLlveéless VL youl aEvale-LoTI8 igf—gvg é Ki%E}';-—nn

insomnia, and depression may cause your device to be misbranded. Before
marketing your device, we strongly recommend that you consult with the
Division of Compliance Operations concerning the labeling for your device
to avoid a possible violations. . :

BEST COPY AVAILABLE

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Page 2 — Mr. Saul Liss

. An FDA finding of substantial equivalence of your device to a
pre~Amendments device results in a classification for your device, but it
does not mean that FDA approves your device. Therefore, you may not
promote or in any way represent your device or its labeling as being
approved by FDA. If you desire specific advice on the labeling for your
device please contact the Division of Compliance Operations, Regulatory
Guidance Branch (HFZ-323) at (301) 427-1116., Other general information on
your responsibilities under the Act, may be obtained from the Division of
Small Manufacturers Assistance at their toll number (800) 638-2041 or at

(301) 443-6597.
Sincerely youxS\\\\\‘/—---—/

)
David L. West, Ph.D.
Deputy Director
Office of Device Evaluation
Center for Devices
and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gongIS(E-QEEM%fAVA , LABLE 0?
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Saul Liss

President

Medi Consultants, Inc.

59 Oxford Place

Glen Rock, New Jersey 07452

Re: K903654
Liss Cranial Stimulator Model SBL202-B
Regulatory Class: III
Dated: July 2, 1990
Received: July 6, 1990

Dear Mr. Liss:

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 to devices marketed in interstate commerce prior to May 28,
1976, the enactment date of the Medical Device Amendments. You may,
therefore, market the device, subject to the general controls provisions of
the Federal Food, Drug, and Cosmetic Act (Act). The general controls
provisions of the Act include requirements for amnual registration, listing
of devices, good manufacturing practice, and labeling, and prohibitions
against misbranding and adulteration.
Your device is classified into class III (Premarket Approval). Class III
devices will be required to undergo premarket approval at some time in ‘the
future. Existing major regulations affecting your device can be found in
the Code of Federal Regulations, Title 21, Parts 800 to 835. Im additi@n,
the Food and Drug Administration (FDA) may publish further announcements
concerning your device in the Federal Register. Please note: this f“
response to your premarket notification submission does not affect any
obligation you might have under the Radiatiom Control for Health and Safety
Act of 1968, or other Federal Laws or Regulations. :

In our review of your submission, we noted that your deviece may vwiolate (the
misbranding provisions of the law. The Food and Drug Administration's o ’
Neurological Devices Classification Panel has reported that the efficacy of
cranial electrotherapy stimulation has not been establisghed by o
well-controlled studies and that more investigation in this area ie needed.
Therefore, claims of affectiveness-ef-yeur éevice for.rellef of snxlety, . _
insomnia, and depression may cause your device to be misbranded. Before
marketing your device, we strongly recommend that you consult with the
Division of Compliance Operations concerning the labeling for your device

to avoid a possible vieclations.

BEST COPY AVAILABLE

e IFH&E OFFICE SURNAME pate || oFfIcE SURNAME pate || oFFIcE SURNAME DATE
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Page 2 ~ Mr. Saul Liss

An FDA finding of substantial eguivalence of your device to a
pre-Amendments device results in a classification for your device, but it
does not mean that FDA approves your device. Therefore, you may not
promote or in any way represent your device or its labeling as being
approved by FDA. If you desire specific advice on the labeling for your
device please contact the DPivision of Compliance Operations, Regulatory
Guidance Branch (HFZ-323) at (301) 427-1116. Other general information on
your responsibilities under the Act, may be obtained from the Division of
Small Manufacturers Assistance at their toll number (800) 638-2041 or at
(301) 443-6597. ‘

S8incerely yours,

cc: HFZ-401 (DMC) <;«'
HFZ-400 (ODE) Pavid L. West, Ph.D.
HFZ-402 (RChissler) Deputy Director
HFZ-430 (DANRD) Office of Device Evaluation
HFR-MA300 Center for Devices

and Radiological Health

JMMorris:NE/510K #40
Draft:crd/9/13/90

Final:crd/9/13/90
Proofread:

Decspell:crd/9/13/90

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATLJgéé’g;]hQQQ/EXaIAMA&LABLE
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From  REVIEWER(S) — NAME(S)

V\ 9024654
Subject 510(k) NOTIFICATION

To THE RECORD

It is my recommendation that the subject 510(k) Notification

Y ()

(B)

(€)
(D)

Y,
,/C, DEPARTMENT OF H

Memorandum

Sevrempee 25, 1779

T, M. Moress

Is substantially equivalent to marketed devices.

Requires premarket approval. NOT substantially
equivalent to marketed devices.

Requires more data.

Other (e.g., exempt by regulation, not a device,
duplicate, etc.)

The submitter requests under

No Confidéntiality

redicate Product Code w/Panel
21 CFR §807.95: and class:

g8 TxXK (lass L

V/ Confidentiality for 90 days Additional Product Code(s) w/Panel

Continued Confidentiality

(optional):

C e ELECTRIICHT STt/ 49U,

exceeding 90 days

REVIEW:

s ~17/ 70
st A b 1r

(BRANCH CHIEF)

(DATE)

— B V%%

(DIVISION /DIRECTO (DATE)

Questions? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or call 301-79

T COPY AVAILABLE =3
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

- Food and Drug Administration
o Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
1390 Piccard Drive )
Rockville, Maryland 20850

AUGUST 15, 1990

MEDI CONSULTANTS, INC. D.C. Number : K903654
ATTN: SAUL LISS Received :  07-06-90
59 OXFORD PLACE 90th Day ¢ 10-04-90
GLEN ROCK, NJ 07452 Product : MEDI MODEL SBL202-B

The Premarket Notification you have submitted as required under Section 510(k) of the
Federal Food, Drug, and Cosmetic Act for the above referenced device has been received

-— and assigned an unique document control number (D.C. Number above). Please cite this
D.C. Number in any future correspondence that relates to this submission.

We will notify you when the processing of this submission has been completed or if

any additional information is required. You are required to wait ninety (90) days

after the received date shown above or until receipt of a "substantially equivalent”

letter before placing the product into commercial distribution. We intend to complete

our review expeditiously and within ninety days. Occasionally, however, a submitter

will not receive a final decision or a request for additional information until after
. iinety days has elapsed. Be aware that FDA is able to continue the review of a
~—~gubmission beyond the ninety day period and might conclude that the device is not

substantially equivalent. A "not substantially equivalent" device may not be in

commercial distribution without an approved premarket approval application or

reclassification of the device. Ve, therefore, recommend that you not market

this device before FDA has made a final decision. Thus, if you have not received

a decision within ninety days, it would be prudent to check with FDA to determine

the status of your submission.

All correspondence concerning your submission MUST be sent to the Document Mail
Center at the above address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification
application. Telefax material will not be accepted nor considered as part of your
official premarket notification application, unless specifically requested of you
by an FDA official.

If you have procedural or policy questions, please contact the Division of Small
Manufacturers Assistance at (301) 443-6597 or their toll-free number
(800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @fda.hhs. oy plSTil T RY AVAILABLE 7
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x §o3L5 H#- "SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION
REVIEWER: . Morris DIVISION/BRANCH: DPNRD/ NDBO
e ; N -
TRADE NAME: MED! Model SBL202-B COMMON NAME: L/S5 Cranial Stimulator
PRODUGT TO WHICH coMpareD: (ranial Elm#_rﬁﬂ%sei SHN\(LM'U_Y' Newn %fﬁgﬂs, The.
(510(k) NUMBER IF KNOWN)QOyy 5IO¥s * K& | K809, KeB33lZ.
ves | ()
1. IS PRODUCT A DEVICE? v - IF NO STOP
2. DEVICE SUBJECT TO 510(k)? v - IF NO STOP
3. SAME INDICATION STATEMENT? : v’ JL - IF YES GO TO S
DO DIFFERENCES ALTER THE EFFECT :
OR RAISE NEW. ISSUES OF SAFETY R . , o L
‘_EFFECTIVENESS? L T B “ .+ |- -~ IF YES STOP-;
5. SAME TECHNOLOGICAL CHARACTERISTICS? . \/ “ o - ‘IF YES GO TO 7 -
;\*J,‘ . PR - - . . . . L. i 3
wa - - .COULD THE NEW CHARACTERIS'IICS AFFECT' — - L
. ‘ASAFETY OR’ EFFECTIVENESS‘? ST N B ﬂ S - "IF YES GO TO 8
7. DESCRIPTIVE CHARACTERISTICS PRECISE ' - IF NO GO TO 10/
ENOUGH? \/ E . - IF YES STOP -
NEW TYPES OF SAFETY OR EFFECTIVENESS ‘ T '
QUESTIONS? H - 1IF YES STOP -
9. ACCEPTED SCIENTIFIC METHODS EXIST? J - IF NO STOP &
10. PERFORMANCE DATA AVAILABLE? : - IF NO REQUEST DAT.
: @ DATA DEMONSTRATE EQUIVALENCE? - ﬂ
NO’I‘E IN ADDITION TO COMPLETING PAGE TWO, "YES" RESPONSES TO QUESTIONS &4, 6, 8, ANI
11, AND EVERY "NO" RESPONSE REQUIRES AN EXPLANATION ON PAGE THREE AND/OR FOUE
e

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.goRE(SHESOC6W1

S E Y AVAILABLE 2



Records processed under MQ#ZMS-BSM; Released by CDRH on 03-07-2016.

K 403654

Company: Mevo! (onsulbtants | (ne, .
Device Proprietary Name: MEDI Model SBLRO2 - B

1. Is this device life-supporting or life-sustaining? no

2. Is this an implanted device (short-term or long-term)? N
3. If device incorporates a microprocessor, does the firm certify that testing has shown

that shows all system requirements are fulfilled and that software changes will require
retesting before release? Estimated level of concern is: (Major, Moderate, Minor). -~

no

4. Subliect device can be compared to (prior devices): Ngﬂgo-hmg: 10| l\\ﬂu‘() Sgskm 'lﬂc, "
Model sBL20l - M, MEM Cmsu“'m)\ts\ inc. (Kﬂﬁ?ﬁ’)&me’ manufacturer) s CEEL

- 1060, Newmotek  Tag. (K8a40q%
Heolth Pax HP-1 Hf.o'd% DirecHons | inc (Kgggmz')

5. Submission provides: comparative specifications? _Yes
S

bench test or in vitro data? ”‘ugs ‘ animal test data? no
n viiiv Y :

clinical data? no ref. to industry stds? ' ho

6. SUMMARY (device characteristics; differences betWeén device and preénaétlﬁént e
(predicate) devices; new intended use: new technology and new kinds of safety issues):
(binch dest- data. refers o e woveform enalysis)

7. RECOMMENDATION:
1 believe that this device is equivalent to: 94* J. X K.

{panel & product codes}

Classification should be based on: 382-6800

(CFR Section # and device name)

Ordl{tal Elﬂd‘fb‘i'hmﬁ(}l Shmula}mr presently class: i

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

BEST COPY AVAILABLE
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510k REVIEW
SUPPLEMENTAL SUMMARY SHEET

510K NUMBER: K903654

MANUFACTURER : MEDI Consultants, Inc.

DEVICE NAME: LISS Cranial Electrotherapy Stimulator, Model SBL202-B
SUMMARY:

The LISS Cranial Stimulator has the intended use to reduce the symptoms of
depression, anxiety, and insomnia. This device has the same characteristics as
the MEDI CES Model SBL201-M (K894515B) submitted earlier on February 2, 1990,
except for the electronic waveform. This version involves essentially the same
positive modulating signal as before followed by an equal and opposite negative
gignal.

Prescription legend is provided in the Caution labeling. Precautions and Adverse
Reactions are mentioned in the device instruction manual. Electrodes used are
water/wet sponge type and are supplied with the device.

Cranial Electrotherapy Stimulator devices are preamendment class III devices.
This file contains no valid scientific data supporting the claim that this device
relieves the symptoms of depression, anxiety, and insomnia. The Neurological
Devices Classification Panel concluded that CES has not been shown effective in
treating these conditions, therefore, the LISS Cranial Stimulator may be
misbranded. Reference FR vol. 43 no. 229, 11/28/78, pp. 55716-55717.

7
e % 2//44/%/ 91390
Jérline M. Morris, Mechanical Engineer
_ Difision of Anesthesiology, Neurology,

and Radiology Devices

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hIB.E)ST cﬁéOP—VG

AVAILABLE Y,
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SAMPLE WAVEFORM ANALYSIS FOR LISS CES MODEL SBL202-B (K903654)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gB/ErSTJ

COPYAVAILABLE /7
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SAMPLE WAVEFORM ANALYSIS FOR LISS CES MODEL SBL201-M (K894515)
(PREVIOUS 510K SUBMISSION)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.
ahheoBE ST COPY AVAILABLE /3
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MEDI consult

00265

July-2, 1990

- —

Office of Device Evaluation

510 (K) Document Mail Center (HFZ-401)
Center for Devices & Radiological Health
Food and Drug Administration

1390 Piccard Drive

Rockville, Maryland 20850

0
™M
=8
m

P

s

&

S
=P
e

a/uuga/vad

iy

Re: Notice of 510 (k) Premarket Notification (ngﬁ__gg&jﬂﬂ
Stimulator [Zero DCI) @ )

&

oud

Gentlemen:

In accordance with Section 510 (k) of the Federal Food,
Drug and Cosmetic Act, and in conformance with Title 21 of
Federal Regulations Part 807, this premarket notification is
being submitted 90 days prior to the date on which MEDI
Consultants, Inc. proposes to introduce into interstate commerce

a Cranial Electrotherapy Device to be known as the LISS Cranial
Stimulator Model [Zero DC] SBL202-B.

The following information is being submitted in
conformance with 21 CFR 807.87:

1. Classification Name: Cranial Electrotherapy Stimulator

Common/Usual Name: LISS Cranial Stimulator [Zero DC]

Trade/Proprietary Name: MEDI Model SBL202-B

2. Establishment Registration Number

MEDI Consultants, Inc. has submitted Form 2891 (Initial
Registration of Medical Device Establishment) for its
manufacturing facility located at 59 Oxford Place, in Glen Rock

New Jersey 07452). The facility is now located at 175 Rock Road
in Glen Rock, New Jersey 07452-1724.

3. Classification

The Cranial Electrotherapy Stimulator is equivalent in
performance to equipment which was in commercial distribution,

preamendment (May 28,1976). Please note appendices describing
preamendment device, Neurotone 101 by Neuro Systems Inc. of
Garland, Texas.

RBEST COPY AVAILABLE
SAUL LISS

oy Jersey 07452
B O B 0dR - AeoRe (B0 555 Bass
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4. Standards

No known performance standards have been established by the
Food and Drug Administration under section 514 of the Food Druyg
and Cosmetic Act.

5. Copies of the proposed label and instruction manual are
included in Exhibits A and B. Promotional literature and
advertisements have not yet been produced.

6. Statement of Substantial Equivalence

The MEDI Consultants, Inc. Model SBL202-B is substantially
equivalent to the following listed device for the indications
requested:

Exhibit C - Neuro Systems, Inc. Model - Neurotone 101
Exhibit D - Neuro Systems, Inc. Model - Relaxpak

Exhibit E - Chart Of Similarities between the LISS Cranial
Stimulator and the products of Neuro Systems, Inc.

In our opinion, the information contained in Exhibits "B" through
"E" verify the eguivalence to devices currently being marketed.

MEDI Consultants, Inc. considers the existence of the 510 (k)
notification and the intent to market the MEDI Model SBL202-B
confidential commercial information and requests that the intent
to market the product, the filing of this notice, and all
information with regard to this submission be held in confidence.

If you have any questions or require additional
informantion, please call me at (201) 652-1098.

Very truly yours,

=

Saul Liss, President

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

BEST COPY AVAILABLE
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EXHIBIT A

LISS Cranial Stimulator
[Zero DC]
Label

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

BEST COPY AVAILABLE
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LISS Cranial Stimulator [Zero DC]
CAUTION:

To Be Used By Or On The Order Of An
M.D.,D.0.,or D.C. Licensed in the
State in which They Practice

Model No SBL202-B Serial No
MFD By: MEDI Consultants, Inc.
Glen Rock, N.J. 07452

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

EST COPY AVAILABLE
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EXHIBIT B

LISS Cranial Stimulator
[Zero DCI

Professional Instruction Manual

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.ﬁ

v or call 301-796-8118.

EST COPY AVAILABLE
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MEDI Consultants, Inc.

MODEL No SBL202-B
LISS CRANIAL STIMULATOR
[Zero DC]

PROFESSIONAL INSTRUCTION MANUAL

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov df:‘%l%’?ﬁ -'GWY AVA , LABLE
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1.0 INTRODUCTION

The LISS Cranial Stimulator [Zero DC] Model £ SBL202-B
is a portable battery powered pulse generator used to reduce the
symptoms of Depression, Anxiety, and Insomnia.

The LISS Cranial Stimulator [Zero DC] delivers an
electrical stimulus which is conducted by the electrical cables
to either water/wet sponges (supplied with the device) or self
adhesive electrically conducting contacts to the tisue to which
they are applied. Frequently, the LISS Cranial Stimulator [Zero
DC1 contacts can be applied from the skin over the spinal column
at the base of the neck to various parts of the head and face.
The contacts can also be placed on the head in a transcranial
application, with one contact anterior to the top tip of the
right ear and the other contact anterior to the top tip of the
left ear.

2.0 Contraindications

Patients having cardiac pacemakers of the demand or
sensing type should be aware that actions of the pacemakers may
be inhibited or otherwise interfered with by this Cranial
Electrotherapy Stimulator.

a. This device should not be used around the Carotid
sinus.

b. Patients with known or suspected heart disease
should not be stimulated.

c. Patients who react poorly to the idea of electrical
stimulation of any kind should not use this device.

d. Patients whose skin is irritated around either
electrode site should discontinue the use of this device.

e. This device must not be used until the physician has
established the etiology of the Pain through a differential diag-
nosis. This device must be used only for the purpose for which a
physician has prescribed. This device must only be used by the
person for whom the prescription has been written.

3. Warnings

a. The safety of CES devices or use during pregnancy oOr
delivery has not been establised.

b. CES devices should be used only under the continued
supervision of a physician.

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhsB(ngal!éﬁﬁ—

"AVAILABLE
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c. CES is a symptomatic treatment and as such
suppresses the symptoms of Depression, Anxiety, and Insomnia
which would otherwise serve as a stimulus to see a Physician.

d. The user must keep the device out of reach of
children.

e. Electronic monitoring equipment (such as ECG
monitors, ECG alarms) may not operate properly when CES
stimulation is in use.

4.0 Precautions-

a. Isolated cases of skin irritation may occur at the
site of electrode placement following long term application.

b. Effectiveness is dependent upon patient selection
and patient compliance.

5.0 Adverse Reactions-

a. There may be skin irritation with people who have
sensitive skin. Proceed cautiously with short time exposures to
prove skin viability.

b. Electrode burns can occur if the sponge deteriorates
and contact is made between the skin and the metal contact behind

the sponge.

6.0 Federal Labeling-

Federal Law (USA) restricts this device to sale by, or
on the order of an M.D., D.O. or D.C., licensed in the state in

which they practice.

7.0 THEORY OF OPERATION

a. The LISS Cranial Stimulator [Zero DC] is an
electronic signal generator which has been shown to reduce the
symptoms of Depression, Anxiety, and Insomnia.

The LISS Cranial Stimulator [Zero D¢l provides
electrical connection from the signal generator through wire
cables to the skin contacting method (either water/wet sponges
[supplied with the devicel or appropriate self adhesive
electrically conductive contacts).

b. The electronic waveform of the LISS Cranial Stimu-
lator [Zero DC] contains a 15,000 hz square wave carrier which is
rectified, varying from zero to a maximum of 4 milliamperes. The
first modulating signal of 15hz provides an "on" time of 50
milliseconds and an "off" time of 16.7 milliseconds. The second

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

BEST COPY AVAILABLE

23



Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

10

modulating signal of 500hz changes the "on" time series of
15,000hz carrier pulses (750 pulses in 50 milliseconds) into 25
smaller bursts of 15 pulses each of the 15,000hz carrier signal
(375 pulses in the same 50milliseconds). (Waveform sketches are
appended hereto.) The subject device is a bipolar version of a
CES device, wherein the first major burst of energy (50
milliseconds is positive [above the zero axisl, followed by a
16.7 millisecond "off" time), is then followed by a second major
burst of energy (50 milliseconds is negative [below the axis],
followed by a 16.7 millisecond "off" time. Thus, the consecutive
positive burst and off time is followed by an equal and opposite
negative burst and off time, balancing the direct current
component to zero.

c. The pulse period for the basis carrier waveform of
15,000 hz is 66.7 microseconds (50 % duty Cycle).

d. The pulse period for the lst Modulator of 15 hz is
66.7 milliseconds (75 % duty cycle).

e. The pulse period for the 2nd Modulator of 500 hz is

)

2 milliseconds (50 % duty cycle).

f. The output voltage is variable from zero to 40 volts
and then voltage limited, first positive and then negative.
Therefore, load impedances of up to 10,000 ohms will be able to
have constant current up to 4 milli-amperes. However, beyond
10,000 ohms, the constant current is limited inversely with the
load. (ie: A patient with a 10,000 ohm impedance will be able to
receive a maximum of 2 milliamperes.)

g. A 9 volt alkaline battery is supplied. (non
rechargeable)

8.0 INDICATIONS FOR USE OF THE SBL201-M

The Model SBL202-B device is an electronic signal
generator which is indicated for the symptomatic relief of
anxiety, depression, and insomnia.

9.0 DEVICE CONTROLS

The LISS Cranial Stimulator Model £SBL202-B has only
one knob which encompasses both the on/off switch for turning the
device on or off as well as the intensity control for adjusting
the level of current which is delivered to the tissue.

a. There are two electrode lead receptacles. The color
of the receptacles are the same (green) since the polarity is
shifting automatically every major burst, there is no concern for
polarity.

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

BEST COPY AVAILABLE
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b. There is a red LED indicator which flashes for the
total time (ten [10] Minutes, set at the factory) when the device
is turned on, no matter what the intensity.

¢. There are four (4) amber LED indicators which flash
according to the intensity:

INTENSITY (Peak ma) £ OF Flashing INDICATORS
1 1
2 2
3 3
4 4

d. Low Battery is indicated by the non indication of
the "on" lite when the on/off switch is turned into the "on"
position.

10.0 SKIN PREPARATION

Good skin care is important in minimizing any skin
irritations that may be encountered with the active use of the
electrodes. Prepare the the skin before using the LISS Cranial
Stimulator [Zero DC1 by:

10.1 Thoroughly washing the skin sites where the
electodes will be placed with a mild soap and water solution to
remove nonconducting skin oils.

10.2 Rinsing the area with warm water and drying
thoroughly.

11.0 APPLICATION OF THE DEVICE

11.1 Electrode Preparation

Place the Cellulose Sponge into the electrode
receptacle in such a way that the edge of the receptacle fits
into the slit depression in the side of the Sponge. This pro-
cedure should be done with the Sponge very wet and pliable. Con-
nect the Electrode Receptacle to the Cable using the snap fasten-
er connection. Insert the other end of the Cable via the plug
into the Receptacle on the LISS Cranial stimulator [Zero DCI.

11.2 Setting Device Controls

While holding the device in the hand with the
Receptacles in the upper right side, rotate the intensity knob
toward your body (Counterclockwise) using the right thumb. Be
sure the device starts from the off position (Listen for and feel
the click when the device is turned to the "off" position.).

To start the stimulation, rotate the intensity knob clockwise

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

BEST COPY AVAILABLE



R

Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

12

(Away from the body), listen for and feel the click when the
device goes from the "off" position to the "on” position.
Continue clockwise rotation, increasing the intensity until the
patient feels a sensation (Itching, pins & needles, warmth or
mosquito bite, or "light" flicker when it is used on the head).
Then turn the intensity knob (Reducing) counterclockwise until
the sensation disappears. If the patient feels the perception
again, turn it down again. The patient does not have to feel the
sensation in order for benefit to be derived. In fact, many
people do not feel the sensation and yet, they get benefit,
nonetheless.

11.3 Electrode Placement

11.3.1 Cranial Placenment

For reducing the symptoms of Depression, Anxiety, or
Sleeping Problems, place one contact on the head, anterior to the
tip of the right ear and the other contact on the head, anterior
to the tip of the left ear. Treatment time is ten (10) to twenty
(20) minutes. Sponge contacts must be wet but not dripping.

11.3.2 Cranial Placement (Alternate 1)

For reducing the symptoms of Depression, Anxiety, or
Sleeping Problems, place one contact on the Frontalis Midline and
the other contact at the Occiput midline or bilateral contacts on
the bilateral Mastoid Process Areas (piggyback contacts arranged
on the instrument). Treatment is ten (10) to twenty (20) minutes.

12.0 Battery Replacement

In order to replace the battery, remove battery
compartment cover by sliding the cover into the open position and
detach the nine (9) volt battery from the battery clip and
replace with another alkaline nine (9) volt battery. A
rechargeable battery may be used. It must match the mechanical
configuration and be a standard nine (9) volt battery.

13.0 Trouble Shooting

If the "on" LED lamp does not illuminate when the on
switch is turned on, replace the nine (9) volt battery and turn
the device on again. If it still does not illuminate, return the
device for repair.

If the "on" LED lamp does go on but the intensity lamps
do not illuminate, be sure the sponges are clean and wet; touch
sponges together and raise the intensity; replace the wires in
the output receptacles with a paper clip rebent to short circuit
the receptacles. If the intensity lamps still do not illuminate,
return the device for repair.

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

PARAMETER NOMINAL VALUE +/-10%
Output Amplitude into 1,000 Ohms 4.0 volts
Pk.
Rate 15/500/15,000 hz
Pulse Width 33 microseconds
Maximum Charge per Pulse .13 microcoulombs
On Time per Burst 50 milliseconds
Off Time per Burst 16.7milliseconds
Waveform = Assymmetrical bipolar square wave with

double modulation. This waveform contains 25 bursts of 15 pulses
each. Each pulse is 33.3 microsecond duration in a pulse period
of 66.7 microseconds. (See appended sketch of the waveform.)

Power Source 9 volt Alkaline
— Battery
Contact dimension: Approx.l.75"diam
Power Density: Load Impedance Power Density
Ohms Watts/sq. in.
200 .0013
1,000 .0067
10,000 0667

*Note: This device can not be connected to the power line

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdﬁ"uEGSJI/ cEQBM-?&\AA'H_ABLE
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15.0 LIMITED WARRANTY

MEDI Consultants, Inc. warrants each new LISS Cranial
Stimulator [Zero DC1 (exclusive of batteries) to be free from
defects in materials and workmanship for a period of 18 months
and accessories (not including disposables) for a period of 90
days following the delivery of the LISS Cranial Stimulator to the
original purchaser. The obligation of MEDI Consultants, Inc.
ander this warranty is expressly limited solely and exclusively
to the repair or replacement of the unit or any parts thereof,
which to MEDI Consultants satisfaction, shall have becone
defective during the warranty period, and which shall have been
returned to MEDI Consultants, Inc. within 30 days after the
discovery of the defect by the original purchaser. This warranty
does not extend to any liability for medical or dental expenses,
or for any other direct, indirect or consequential damages caused
by the failure, defect or malfunction of the LISS Cranial
Stimulator, except as herein provided, whether such damage claim
shall be based on contract, tort, breach of warranty, or
otherwise.

This warranty shall not apply to any LISS Cranial
Stimulator [Zero DC] which has been repaired, tampered with or
altered by someone other than a duly authorized MEDI Consultant,
Inc. representative, or which has been subjected to negligence,
accident, mishandling or which has not been used in accordance
with the enclosed instructions or for the stated purposes.

This warranty is expressly limited solely to the
original purchaser (user) and does not extend to any transferee,
assignee or subsequent purchaser or user of the LISS Cranial
Stimulator.

THIS WARRANTY IS THE SOLE AND EXCLUSIVE WARRANTY MADE
OR WHICH MAY BE DEEMED TO HAVE BEEN MADE BY MEDI CONSULTANTS,
INC. AND IS EXPRESSLY IN LIEU OF ANY AND ALL OTHER WARRANTIES,
EITHER EXPRESSED OR IMPLIED, INCLUDING ANY WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. NO PERSON OR
ENTITY HAS ANY AUTHORITY TO BIND MEDI CONSULTANTS, INC. TO ANY
WARRANTY, GUARANTEE OR REPRESENTATION EXCEPT AS SPECIFICALLY SET
FORTH HEREIN.

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhsBcESIa"GO%Y-SAMA , LABLE
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EXHIBIT C

Neurotone 101
(Preamendment Model)

By
Neuro Systems, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.%&IorGQB¥7AMMLA BLE
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EXHIBIT D

Relaxpak
(Present Model)

By

Neuro Systems, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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« Introduction C
. ‘This instruction booklet has been prepared to famillarize you with the

RelaxPak.™ 1t also contains your warranty registration card and an
accessories reorder form. Please read the entire booklet carefully, and
send In your warranty registration card immediately.
In the course of your use of the RelaxPak, should questions arise that
are not covered in the booklet, CONTACT YOUR Pl1 YSICIAN or our
¢ Customer service representative at the address on the lnside cover of this
;#  booklet, or telephone (214) 271-5418, Garland, Texas.

’ CONTENTS PAGE
Features 2
. When to Use 3

How to Use 3o4n5
Indications for use 5
Caution - 5,6
How to Change the Batteries 6
Hints on Proper Care 7
Specifications ~ 7 5 )
! Warranty 8
s
. {{ RelaxPak™ is a registered trademark of Neuro Systems, Inc., .
’ " i Uarland, Texas. .
G d 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov dRdaiff BEHPY AVAILA BLE 39
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d under FOIA Request #2015-3374; Released by
ﬁ%cg[gsxrigﬁce'sgemughest cutrent will not hatm you in any way, it is not
necessary to feel a current sensation in order for the beneficlal effects
of treatment to occur. In fact, it Is best that you do not feel current at a

level that Is elther unpleasant or distracting during treatient.
Remember, it is not necessary to feel the cutrent on both sides of |
the head; most people don’t. Ordinarily the side where the muscles lme
the most tense will respond with a sensation first. You can check this
by turning your head to one side or the other while the current is on
and feel the current sensation shift sides of the head. In this same wn({
It Is possible to balance the current sensulion on both sides of the head,
though, agaln, this is not necessary for treatiment.
Note: Expected life of the bilateral electrodes Is from lhrec‘ to six
months. : .
Mo use With Circular Electrodes. First inake sure the “off’
swlich Is in the off position. Next, peel the backing paper from one
of the adhesive pads, exposing lts sticky surface. Place this adhesive
sutface over the circular electrode, facing against the electrode with
the wite lead coming through the stit in the adhesive pad. Prepare
the second lead similarly, then place the electrodes, one at a time,
Just behind the ear lobes in the indentation described above. Press
adhesive tape securely all around the circular electrode so that it is
held tightly against the skin surface. Finally, push the electrode jack

When to use .

. ' Use'The RelaxPak As Your Physiclan Directs. Many physicians

« have patlents use it for thirty or forty minutes a day, for anywhere from
six to twenty successive days, depending on the type and amount of
stress present. A general rule is to use §t umil you feel the stress has
gone. Once the inhial condition has subsided, physicians often
encourage their patients to use the RelaxPak for thirty minutes per day,
two lo three thnes per week as a stress preventlve measure. Other
patients simply use it from time to time as they feel the need 1o relax,

Still others use it for hours at a time without fll effects.

+ The RelaxPak is a prescription medical device, and should not be
used by anyone except the person for whom it is prescribed.

How to use

To Use With Bilateral Electrodes. First make sure the “of " swiich
is In the off position. Moisten the pads with tap water and massage the
water deep into the pads with your fingers. Squeeze out any excess
water 50 that the pads are just molst, then place them just behind the ear
lobes in the slight indentation where the Jaw meets the rest of the head,

~ Insert the electrode jack into the electrode jack input hole (see

“features” page) and wrn the “off” switch on. Increase the intensity of
the cutrent by rotating the “off” knob clockwise, Stop when the current
glves you a pleasant tingle via one or both electrodes. You may leave it
at this level or tum it up farther if you wish., You may also torn it back

down to the polnt where the slight tingle just goes away, While the

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.go!"or call 301-796-8118.

BEST COPY AVAILABLE
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or just followlng the use of the RelaxPak. If this occuts, try tutning
the curtent down or wear the unit for less time duting each treatinent
sesslon. If headaches persist, consult your physician.

While studies have not shown a reduction n reaction tine during
CES ueatinent, as with all treatments that are lntended to induce
relaxation, it is recommended that the unit not be used while diiving
or operating hazardous equipment,

How to change the batterles

Lift cover to battery compartment (see “features” page) by insert
Ing thumbnail in battery compartiment opening niche and pulling
outward. Lift out batterles by tilting RelaxPak slightly downward so
batteries may slide out Into your hand. They will be secured to a
small two-Inch connector board. Remove this from the batterles by
gently but forcibly Hfting It off the batteries with your fingers.
Replace with new batterles by pushing them firmly into the connector
fasteners on the connector board, then sliding them gently into the
RelaxPak with wires to the knob side of the Pak. Close the door by

placing it in position and pushing it into place.

! How to use (continued)

* Into the electrode jack input hole and begin treatment by tuming the
“off"* knob clockwise as described above in the use of the bilateral
electrodes section.

Nole: Should the adhesive not stick to your skin tightly it will be
necessary to remove it, clean the skin with soap and water or an

alcohol swab, then replace the circular electrodes after applying a new
adheslve pad. Nommally people feel more comfortable putting electrode

i Jell on the circular electrodes prior to placing them against the skin
since this sometimes allows the use of higher current levels with less
sensation from the current on the skin. When jelt is used it Is
Imponant to avoid getting it on the adhesive surface of the adhesive
pad which will not adhere to the skin with jell on it.

~ Indications for use
Cranlal Electrotherapy Stimulation (CES) is a tccognlzcd
treatment for Insomnla, depression, or anxiety.,

Caution
While there are no known negative side effects from use of this

unit, you may experience slight twitching of muscles around the
face, neck or eyelids when the current s set very high. "This can be
climinated by tumning the current down if you desire,

Questions? Conttict FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.govg
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. Hints on proper care
, ‘The RelaxPak is relatively maintenance free in the course of
normal use, other than the occasional need to change the batteries,
Should the user wish to clean the case or other external parts, a
soft cloth dipped In wann soapy water and wrung out prior to use
should suffice to clean the outside of the case. Never dip the unit
Into water or liquid while cleaning since this may stop or
1 signlficantly alter the working of the electronic parts Inside. The
' bilateral electrodes may be cleaned in warm, soapy water and
. rinsed in clear water before placing them in circulidting air to dry.
Never use harsh household detergents or special cleansers on
either the case or the electrodes, Stmilarly, never use gasoline,
turpentine, paint thinsier or dry cleaning fluids when cleaning the
unit or the electrodes. Should questions arise regarding the proper
care of your RelaxPak, contact our consumer services
rcpréscnlalive at our home office address or call (214) 217-5418.
Specllications
‘The RelaxPak is powered by two, nine volt batteries and puts
out an alternating current sine wave (~) 100 thines each second,
with .002 seconds rest between each sine wave burst. The
maximum amount of current you can recelve is .001 ampere, or
about that required to run a flashHght...not enough to hurt you In )
any way, but enough to render very effective treatment for the

conditions indicated. 7

[ 4 ‘ - .
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov orgﬁf@"ﬁ%gﬁw Ay A LA B | E

-



34

. . 5
ARG ATt ipaet 4L LR g o T2 e

ety Dot - D0 !
- I:..!nlm.lnﬁ!

- £ 2 oo
S T Ty el Yy ST T
E e RS T eTRY

- -

- Y

Sutr AN s = ans I .
et A, o b A ot O

-~ 3 AT~ =Y T 2 23

e ey 3! = TN A ey oo s

o o e, W T o . - :
- b s Y . - 4 ety it <
. - H . n

RS D) BUOL = : ~ - —
e e

el it ngnb..fl'ﬁ.‘( e .“ﬂ.. . o . §7 o e . . ol
s o —— o SH R MR AT “J.Pl.w...ﬂxl.mﬂ = = VT S
n...P‘. .l.l\....: 1..||¢.W i e T L lﬁ% el

D7 2 PR SN a: - R —.v.\

ol r..m‘l.lllg - vlﬂph-lh.ﬂﬂuana&wnuzu A
o =NVN =R 1==H3E"SS3NISNE ...1....”;

2 T e e S T,
s et lu&ll\.}i!!llnah e i e e i i e e —— 4On. Jnl.—' M.mn.
S e s e e e G JNEPS B

. -
T
ey AR

T gt

- e oy e St s, T e e e . n
R e o T T o e 2 e M T L -

5 BT e T e N s SR T e T e «vmtwﬂlnﬁvrq S e :
L A e e e A e T T A g S e
T T T s e T St e i D

- - A

e e e e ]
e e -EESSIHA0Y A8 OV ST TIM ZOVISOS iy

%
Lo,
o

.. o »>- :éﬁz«.&ﬁuﬂdzpi@.mmw«dhmm

. kS ..'.n.u.i\..rl l.m"k.‘ll-":) i~ g = .. A P : o. : X .. S= . < u.q..
SeS o TR NG B9 05'1S 80T 2022 el sparsem BOiEs B =% ==SSNISNE| 52
Byt s B sin 20 00'BS 2 SUBG] AW BDOISEI Lgp SHOLGE = .

i e o SO00'0LS B SAPANSER BN /e ool . B
e e T e TR B 00°STS T2 SS00I0HR fRIaEng geg) T

- TXB T wiema Pt nn e e s -

P o - - o Yona o
—_r - <
T s I&I»r.ﬁnﬁ PR g o
> v b &

d under FOIA Request #2015-3374; Rel d by CDRH on 03-07-2016
{
) {814
! ¥ 18 ¥ .11 " g‘ '1'. .'» i »'; " -‘-"'!.:-;;‘:
4% 3] it ; e D HE
1
¥
i
?
!

Rt s Solon o 430 00'SS © (Bd Ja0/s) oSig eam) SRO LB i

ot

i

i

S

it
|
i
6
;%
i
ﬁ
{
}
? Contact FDA/CDRH/OCE/DID at CDRH-F0|3TATUS@fd§BwEs§? 0@‘@'33%1 ﬁ@ﬁg& ABLE

g aSE IS M T

LAl
A
|

Y
P

1y
f
)

e 2t

Records processed under

.’fﬂll"ﬂ"’. i

i

tions

. v axea S
" P e e TN e A e A ST S Sy Ty H
S UMOWY N L N anfomeg % g 3 = R A e
% LR G L e LS ”W!w".."“ud.ﬂ“ﬁj’.ﬁﬂ(?f.'f R N —, >+ - s S8 ='F k4 0 - l| —r -
S R T RO e oo < : T
57 UUDY JaDIDBY SauoSSIITY P e
- o5 Jap.oay sa) FedXBfoY SRRl
- - - . Y- -... - g - e

—— oo

Ques

!
i
i
1

§
B
I
!
i
’-\
:l
|




Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

EXHIBIT E
Chart of Similarities
* 1,ISS Cranial Stimulator

[Zero DC]
* Neurotone

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdngth/ ogﬁlp(?-?ﬁ‘VAjfLABLE
s
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CHART OF SIMILARITIES

Criteria LISS Cranial Neurotone
Stimulator Model No. 101
Waveform Square wave Sine wave
é 3
Type Bipolar Bipolar Ow¢ukdnmﬂ:
Assymmetrical Assymmetrical S
w{ Newrotome 10
Burst / [
Duty cycle 75% On time 20% On time
On Time

Milliseconds 50

Frequency, hz 15,000~-carrier
modulated by 15,
modulated by 500
Current,

Milliamperes 0-4 peak

Treatment Time,

Minutes 10 to 20

Indications Symptomatic
Relief of
Anxiety,
Depression, &
Insomnia

Maximum Charge

Per Pulse,

Microcoulombs 0.133

2

1,000~-carrier
modulated by 100

0"'1-5

30

Symptomatic
Relief of
Anxiety,
Depression, &
Sleeping
Problemns

0.750

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdm.gV LQIE&M -&VALLABLE
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C DEPARTMENT OF HEALTH & HUMAN SERVICES ~ Public Health Service

(D

REALTY
ot .,

":'h , - : - Food and Drug Administration
, 1390 Piccard Drive
Rockville, MD 20850

Saul Liss

President

Medi Consultants, Inc.

59 Oxford Place :

Glen Rock, New Jersey 07452

— 0CT - 4 1990

Re: K903654 o ‘
Liss Cranial Stimulator Model SBL202-B
Regulatory Class: TIII
Dated: July 2, 1990
Received: July 6, 1990

Dear Mr. Liss:

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 to devices marketed in interstate commerce prior to May 28,
1976, the enactment date of the Medical Device Amendments. You may,
therefore, market the device, subject to the general controls provisions of
the Federal Food, Drug, and Cosmetic Act (Act). The general controls
provisions of the Act include requirements for annual registration, listing
 of devices, good manufacturing practice, and labeling, and prohibitions
e against misbranding and adulteration. S S

Your device is classified into class III (Premarket Approval). Class III
devices will be required to undergo premarket approval at some time in the
future. Existing major regulations affecting your device can be found in
the Code of Federal Regulations, Title 21, Parts 800 to 895. In additiom,
the Food and Drug Administration (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 the Radiation Control for Health and Safety
Act of 1968, or other Federal Laws or Regulations.

In our review 0OI YOur SubDWmlbBblul, we uvied that Jer device may wiolate tha
misbranding provisions of the law. The Food and Drug Administration's
Neurological Devices Classification Panel has reported that the efficacy of
cranial electrotherapy stimulation has not been established by :
well-controlled studies and that more investigation in this area is needed.

- - . ;R e Bims AL evmae - Aawlas £
Therefore, clalms OI eIXECLlveéless VL youl aEvale-LoTI8 igf—gvg é Ki%E}';-—nn

insomnia, and depression may cause your device to be misbranded. Before
marketing your device, we strongly recommend that you consult with the
Division of Compliance Operations concerning the labeling for your device
to avoid a possible violations. . :

BEST COPY AVAILABLE

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Page 2 — Mr. Saul Liss

. An FDA finding of substantial equivalence of your device to a
pre~Amendments device results in a classification for your device, but it
does not mean that FDA approves your device. Therefore, you may not
promote or in any way represent your device or its labeling as being
approved by FDA. If you desire specific advice on the labeling for your
device please contact the Division of Compliance Operations, Regulatory
Guidance Branch (HFZ-323) at (301) 427-1116., Other general information on
your responsibilities under the Act, may be obtained from the Division of
Small Manufacturers Assistance at their toll number (800) 638-2041 or at

(301) 443-6597.
Sincerely youxS\\\\\‘/—---—/

)
David L. West, Ph.D.
Deputy Director
Office of Device Evaluation
Center for Devices
and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gongIS(E-QEEM%fAVA , LABLE 0?
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

0cT - 4 1980

Saul Liss

President

Medi Consultants, Inc.

59 Oxford Place

Glen Rock, New Jersey 07452

Re: K903654
Liss Cranial Stimulator Model SBL202-B
Regulatory Class: III
Dated: July 2, 1990
Received: July 6, 1990

Dear Mr. Liss:

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 to devices marketed in interstate commerce prior to May 28,
1976, the enactment date of the Medical Device Amendments. You may,
therefore, market the device, subject to the general controls provisions of
the Federal Food, Drug, and Cosmetic Act (Act). The general controls
provisions of the Act include requirements for amnual registration, listing
of devices, good manufacturing practice, and labeling, and prohibitions
against misbranding and adulteration.
Your device is classified into class III (Premarket Approval). Class III
devices will be required to undergo premarket approval at some time in ‘the
future. Existing major regulations affecting your device can be found in
the Code of Federal Regulations, Title 21, Parts 800 to 835. Im additi@n,
the Food and Drug Administration (FDA) may publish further announcements
concerning your device in the Federal Register. Please note: this f“
response to your premarket notification submission does not affect any
obligation you might have under the Radiatiom Control for Health and Safety
Act of 1968, or other Federal Laws or Regulations. :

In our review of your submission, we noted that your deviece may vwiolate (the
misbranding provisions of the law. The Food and Drug Administration's o ’
Neurological Devices Classification Panel has reported that the efficacy of
cranial electrotherapy stimulation has not been establisghed by o
well-controlled studies and that more investigation in this area ie needed.
Therefore, claims of affectiveness-ef-yeur éevice for.rellef of snxlety, . _
insomnia, and depression may cause your device to be misbranded. Before
marketing your device, we strongly recommend that you consult with the
Division of Compliance Operations concerning the labeling for your device

to avoid a possible vieclations.

BEST COPY AVAILABLE
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Page 2 ~ Mr. Saul Liss

An FDA finding of substantial eguivalence of your device to a
pre-Amendments device results in a classification for your device, but it
does not mean that FDA approves your device. Therefore, you may not
promote or in any way represent your device or its labeling as being
approved by FDA. If you desire specific advice on the labeling for your
device please contact the DPivision of Compliance Operations, Regulatory
Guidance Branch (HFZ-323) at (301) 427-1116. Other general information on
your responsibilities under the Act, may be obtained from the Division of
Small Manufacturers Assistance at their toll number (800) 638-2041 or at
(301) 443-6597. ‘

S8incerely yours,

cc: HFZ-401 (DMC) <;«'
HFZ-400 (ODE) Pavid L. West, Ph.D.
HFZ-402 (RChissler) Deputy Director
HFZ-430 (DANRD) Office of Device Evaluation
HFR-MA300 Center for Devices

and Radiological Health

JMMorris:NE/510K #40
Draft:crd/9/13/90

Final:crd/9/13/90
Proofread:

Decspell:crd/9/13/90

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATLJgéé’g;]hQQQ/EXaIAMA&LABLE
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From  REVIEWER(S) — NAME(S)

V\ 9024654
Subject 510(k) NOTIFICATION

To THE RECORD

It is my recommendation that the subject 510(k) Notification

Y ()

(B)

(€)
(D)

Y,
,/C, DEPARTMENT OF H

Memorandum

Sevrempee 25, 1779

T, M. Moress

Is substantially equivalent to marketed devices.

Requires premarket approval. NOT substantially
equivalent to marketed devices.

Requires more data.

Other (e.g., exempt by regulation, not a device,
duplicate, etc.)

The submitter requests under

No Confidéntiality

redicate Product Code w/Panel
21 CFR §807.95: and class:

g8 TxXK (lass L

V/ Confidentiality for 90 days Additional Product Code(s) w/Panel

Continued Confidentiality

(optional):

C e ELECTRIICHT STt/ 49U,

exceeding 90 days

REVIEW:

s ~17/ 70
st A b 1r

(BRANCH CHIEF)

(DATE)

— B V%%

(DIVISION /DIRECTO (DATE)

Questions? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or call 301-79
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Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

- Food and Drug Administration
o Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
1390 Piccard Drive )
Rockville, Maryland 20850

AUGUST 15, 1990

MEDI CONSULTANTS, INC. D.C. Number : K903654
ATTN: SAUL LISS Received :  07-06-90
59 OXFORD PLACE 90th Day ¢ 10-04-90
GLEN ROCK, NJ 07452 Product : MEDI MODEL SBL202-B

The Premarket Notification you have submitted as required under Section 510(k) of the
Federal Food, Drug, and Cosmetic Act for the above referenced device has been received

-— and assigned an unique document control number (D.C. Number above). Please cite this
D.C. Number in any future correspondence that relates to this submission.

We will notify you when the processing of this submission has been completed or if

any additional information is required. You are required to wait ninety (90) days

after the received date shown above or until receipt of a "substantially equivalent”

letter before placing the product into commercial distribution. We intend to complete

our review expeditiously and within ninety days. Occasionally, however, a submitter

will not receive a final decision or a request for additional information until after
. iinety days has elapsed. Be aware that FDA is able to continue the review of a
~—~gubmission beyond the ninety day period and might conclude that the device is not

substantially equivalent. A "not substantially equivalent" device may not be in

commercial distribution without an approved premarket approval application or

reclassification of the device. Ve, therefore, recommend that you not market

this device before FDA has made a final decision. Thus, if you have not received

a decision within ninety days, it would be prudent to check with FDA to determine

the status of your submission.

All correspondence concerning your submission MUST be sent to the Document Mail
Center at the above address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification
application. Telefax material will not be accepted nor considered as part of your
official premarket notification application, unless specifically requested of you
by an FDA official.

If you have procedural or policy questions, please contact the Division of Small
Manufacturers Assistance at (301) 443-6597 or their toll-free number
(800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @fda.hhs. oy plSTil T RY AVAILABLE 7
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x §o3L5 H#- "SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION
REVIEWER: . Morris DIVISION/BRANCH: DPNRD/ NDBO
e ; N -
TRADE NAME: MED! Model SBL202-B COMMON NAME: L/S5 Cranial Stimulator
PRODUGT TO WHICH coMpareD: (ranial Elm#_rﬁﬂ%sei SHN\(LM'U_Y' Newn %fﬁgﬂs, The.
(510(k) NUMBER IF KNOWN)QOyy 5IO¥s * K& | K809, KeB33lZ.
ves | ()
1. IS PRODUCT A DEVICE? v - IF NO STOP
2. DEVICE SUBJECT TO 510(k)? v - IF NO STOP
3. SAME INDICATION STATEMENT? : v’ JL - IF YES GO TO S
DO DIFFERENCES ALTER THE EFFECT :
OR RAISE NEW. ISSUES OF SAFETY R . , o L
‘_EFFECTIVENESS? L T B “ .+ |- -~ IF YES STOP-;
5. SAME TECHNOLOGICAL CHARACTERISTICS? . \/ “ o - ‘IF YES GO TO 7 -
;\*J,‘ . PR - - . . . . L. i 3
wa - - .COULD THE NEW CHARACTERIS'IICS AFFECT' — - L
. ‘ASAFETY OR’ EFFECTIVENESS‘? ST N B ﬂ S - "IF YES GO TO 8
7. DESCRIPTIVE CHARACTERISTICS PRECISE ' - IF NO GO TO 10/
ENOUGH? \/ E . - IF YES STOP -
NEW TYPES OF SAFETY OR EFFECTIVENESS ‘ T '
QUESTIONS? H - 1IF YES STOP -
9. ACCEPTED SCIENTIFIC METHODS EXIST? J - IF NO STOP &
10. PERFORMANCE DATA AVAILABLE? : - IF NO REQUEST DAT.
: @ DATA DEMONSTRATE EQUIVALENCE? - ﬂ
NO’I‘E IN ADDITION TO COMPLETING PAGE TWO, "YES" RESPONSES TO QUESTIONS &4, 6, 8, ANI
11, AND EVERY "NO" RESPONSE REQUIRES AN EXPLANATION ON PAGE THREE AND/OR FOUE
e

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.goRE(SHESOC6W1

S E Y AVAILABLE 2



Records processed under MQ#ZMS-BSM; Released by CDRH on 03-07-2016.

K 403654

Company: Mevo! (onsulbtants | (ne, .
Device Proprietary Name: MEDI Model SBLRO2 - B

1. Is this device life-supporting or life-sustaining? no

2. Is this an implanted device (short-term or long-term)? N
3. If device incorporates a microprocessor, does the firm certify that testing has shown

that shows all system requirements are fulfilled and that software changes will require
retesting before release? Estimated level of concern is: (Major, Moderate, Minor). -~

no

4. Subliect device can be compared to (prior devices): Ngﬂgo-hmg: 10| l\\ﬂu‘() Sgskm 'lﬂc, "
Model sBL20l - M, MEM Cmsu“'m)\ts\ inc. (Kﬂﬁ?ﬁ’)&me’ manufacturer) s CEEL

- 1060, Newmotek  Tag. (K8a40q%
Heolth Pax HP-1 Hf.o'd% DirecHons | inc (Kgggmz')

5. Submission provides: comparative specifications? _Yes
S

bench test or in vitro data? ”‘ugs ‘ animal test data? no
n viiiv Y :

clinical data? no ref. to industry stds? ' ho

6. SUMMARY (device characteristics; differences betWeén device and preénaétlﬁént e
(predicate) devices; new intended use: new technology and new kinds of safety issues):
(binch dest- data. refers o e woveform enalysis)

7. RECOMMENDATION:
1 believe that this device is equivalent to: 94* J. X K.

{panel & product codes}

Classification should be based on: 382-6800

(CFR Section # and device name)

Ordl{tal Elﬂd‘fb‘i'hmﬁ(}l Shmula}mr presently class: i

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

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




Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

SAMPLE WAVEFORM ANALYSIS FOR LISS CES MODEL SBL202-B (K903654)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gB/ErSTJ

COPYAVAILABLE /7
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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SAMPLE WAVEFORM ANALYSIS FOR LISS CES MODEL SBL201-M (K894515)
(PREVIOUS 510K SUBMISSION)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.
ahheoBE ST COPY AVAILABLE /3
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.




Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

MEDI consult

00265

July-2, 1990

- —

Office of Device Evaluation

510 (K) Document Mail Center (HFZ-401)
Center for Devices & Radiological Health
Food and Drug Administration

1390 Piccard Drive

Rockville, Maryland 20850
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Re: Notice of 510 (k) Premarket Notification (ngﬁ__gg&jﬂﬂ
Stimulator [Zero DCI) @ )

&

oud

Gentlemen:

In accordance with Section 510 (k) of the Federal Food,
Drug and Cosmetic Act, and in conformance with Title 21 of
Federal Regulations Part 807, this premarket notification is
being submitted 90 days prior to the date on which MEDI
Consultants, Inc. proposes to introduce into interstate commerce

a Cranial Electrotherapy Device to be known as the LISS Cranial
Stimulator Model [Zero DC] SBL202-B.

The following information is being submitted in
conformance with 21 CFR 807.87:

1. Classification Name: Cranial Electrotherapy Stimulator

Common/Usual Name: LISS Cranial Stimulator [Zero DC]

Trade/Proprietary Name: MEDI Model SBL202-B

2. Establishment Registration Number

MEDI Consultants, Inc. has submitted Form 2891 (Initial
Registration of Medical Device Establishment) for its
manufacturing facility located at 59 Oxford Place, in Glen Rock

New Jersey 07452). The facility is now located at 175 Rock Road
in Glen Rock, New Jersey 07452-1724.

3. Classification

The Cranial Electrotherapy Stimulator is equivalent in
performance to equipment which was in commercial distribution,

preamendment (May 28,1976). Please note appendices describing
preamendment device, Neurotone 101 by Neuro Systems Inc. of
Garland, Texas.

RBEST COPY AVAILABLE
SAUL LISS

oy Jersey 07452
B O B 0dR - AeoRe (B0 555 Bass



Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

4. Standards

No known performance standards have been established by the
Food and Drug Administration under section 514 of the Food Druyg
and Cosmetic Act.

5. Copies of the proposed label and instruction manual are
included in Exhibits A and B. Promotional literature and
advertisements have not yet been produced.

6. Statement of Substantial Equivalence

The MEDI Consultants, Inc. Model SBL202-B is substantially
equivalent to the following listed device for the indications
requested:

Exhibit C - Neuro Systems, Inc. Model - Neurotone 101
Exhibit D - Neuro Systems, Inc. Model - Relaxpak

Exhibit E - Chart Of Similarities between the LISS Cranial
Stimulator and the products of Neuro Systems, Inc.

In our opinion, the information contained in Exhibits "B" through
"E" verify the eguivalence to devices currently being marketed.

MEDI Consultants, Inc. considers the existence of the 510 (k)
notification and the intent to market the MEDI Model SBL202-B
confidential commercial information and requests that the intent
to market the product, the filing of this notice, and all
information with regard to this submission be held in confidence.

If you have any questions or require additional
informantion, please call me at (201) 652-1098.

Very truly yours,

=

Saul Liss, President

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

BEST COPY AVAILABLE
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Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

EXHIBIT A

LISS Cranial Stimulator
[Zero DC]
Label

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

BEST COPY AVAILABLE
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Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

LISS Cranial Stimulator [Zero DC]
CAUTION:

To Be Used By Or On The Order Of An
M.D.,D.0.,or D.C. Licensed in the
State in which They Practice

Model No SBL202-B Serial No
MFD By: MEDI Consultants, Inc.
Glen Rock, N.J. 07452

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

EST COPY AVAILABLE



Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

EXHIBIT B

LISS Cranial Stimulator
[Zero DCI

Professional Instruction Manual

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.ﬁ

v or call 301-796-8118.

EST COPY AVAILABLE
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Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

MEDI Consultants, Inc.

MODEL No SBL202-B
LISS CRANIAL STIMULATOR
[Zero DC]

PROFESSIONAL INSTRUCTION MANUAL

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov df:‘%l%’?ﬁ -'GWY AVA , LABLE



5.0
6.0
7-0

— 9.0
10.0
11.0

12.0
13.0
14.0
15.0

Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.
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Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

1.0 INTRODUCTION

The LISS Cranial Stimulator [Zero DC] Model £ SBL202-B
is a portable battery powered pulse generator used to reduce the
symptoms of Depression, Anxiety, and Insomnia.

The LISS Cranial Stimulator [Zero DC] delivers an
electrical stimulus which is conducted by the electrical cables
to either water/wet sponges (supplied with the device) or self
adhesive electrically conducting contacts to the tisue to which
they are applied. Frequently, the LISS Cranial Stimulator [Zero
DC1 contacts can be applied from the skin over the spinal column
at the base of the neck to various parts of the head and face.
The contacts can also be placed on the head in a transcranial
application, with one contact anterior to the top tip of the
right ear and the other contact anterior to the top tip of the
left ear.

2.0 Contraindications

Patients having cardiac pacemakers of the demand or
sensing type should be aware that actions of the pacemakers may
be inhibited or otherwise interfered with by this Cranial
Electrotherapy Stimulator.

a. This device should not be used around the Carotid
sinus.

b. Patients with known or suspected heart disease
should not be stimulated.

c. Patients who react poorly to the idea of electrical
stimulation of any kind should not use this device.

d. Patients whose skin is irritated around either
electrode site should discontinue the use of this device.

e. This device must not be used until the physician has
established the etiology of the Pain through a differential diag-
nosis. This device must be used only for the purpose for which a
physician has prescribed. This device must only be used by the
person for whom the prescription has been written.

3. Warnings

a. The safety of CES devices or use during pregnancy oOr
delivery has not been establised.

b. CES devices should be used only under the continued
supervision of a physician.

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhsB(ngal!éﬁﬁ—

"AVAILABLE

o2
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9

c. CES is a symptomatic treatment and as such
suppresses the symptoms of Depression, Anxiety, and Insomnia
which would otherwise serve as a stimulus to see a Physician.

d. The user must keep the device out of reach of
children.

e. Electronic monitoring equipment (such as ECG
monitors, ECG alarms) may not operate properly when CES
stimulation is in use.

4.0 Precautions-

a. Isolated cases of skin irritation may occur at the
site of electrode placement following long term application.

b. Effectiveness is dependent upon patient selection
and patient compliance.

5.0 Adverse Reactions-

a. There may be skin irritation with people who have
sensitive skin. Proceed cautiously with short time exposures to
prove skin viability.

b. Electrode burns can occur if the sponge deteriorates
and contact is made between the skin and the metal contact behind

the sponge.

6.0 Federal Labeling-

Federal Law (USA) restricts this device to sale by, or
on the order of an M.D., D.O. or D.C., licensed in the state in

which they practice.

7.0 THEORY OF OPERATION

a. The LISS Cranial Stimulator [Zero DC] is an
electronic signal generator which has been shown to reduce the
symptoms of Depression, Anxiety, and Insomnia.

The LISS Cranial Stimulator [Zero D¢l provides
electrical connection from the signal generator through wire
cables to the skin contacting method (either water/wet sponges
[supplied with the devicel or appropriate self adhesive
electrically conductive contacts).

b. The electronic waveform of the LISS Cranial Stimu-
lator [Zero DC] contains a 15,000 hz square wave carrier which is
rectified, varying from zero to a maximum of 4 milliamperes. The
first modulating signal of 15hz provides an "on" time of 50
milliseconds and an "off" time of 16.7 milliseconds. The second

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

BEST COPY AVAILABLE

23



Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

10

modulating signal of 500hz changes the "on" time series of
15,000hz carrier pulses (750 pulses in 50 milliseconds) into 25
smaller bursts of 15 pulses each of the 15,000hz carrier signal
(375 pulses in the same 50milliseconds). (Waveform sketches are
appended hereto.) The subject device is a bipolar version of a
CES device, wherein the first major burst of energy (50
milliseconds is positive [above the zero axisl, followed by a
16.7 millisecond "off" time), is then followed by a second major
burst of energy (50 milliseconds is negative [below the axis],
followed by a 16.7 millisecond "off" time. Thus, the consecutive
positive burst and off time is followed by an equal and opposite
negative burst and off time, balancing the direct current
component to zero.

c. The pulse period for the basis carrier waveform of
15,000 hz is 66.7 microseconds (50 % duty Cycle).

d. The pulse period for the lst Modulator of 15 hz is
66.7 milliseconds (75 % duty cycle).

e. The pulse period for the 2nd Modulator of 500 hz is

)

2 milliseconds (50 % duty cycle).

f. The output voltage is variable from zero to 40 volts
and then voltage limited, first positive and then negative.
Therefore, load impedances of up to 10,000 ohms will be able to
have constant current up to 4 milli-amperes. However, beyond
10,000 ohms, the constant current is limited inversely with the
load. (ie: A patient with a 10,000 ohm impedance will be able to
receive a maximum of 2 milliamperes.)

g. A 9 volt alkaline battery is supplied. (non
rechargeable)

8.0 INDICATIONS FOR USE OF THE SBL201-M

The Model SBL202-B device is an electronic signal
generator which is indicated for the symptomatic relief of
anxiety, depression, and insomnia.

9.0 DEVICE CONTROLS

The LISS Cranial Stimulator Model £SBL202-B has only
one knob which encompasses both the on/off switch for turning the
device on or off as well as the intensity control for adjusting
the level of current which is delivered to the tissue.

a. There are two electrode lead receptacles. The color
of the receptacles are the same (green) since the polarity is
shifting automatically every major burst, there is no concern for
polarity.

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

BEST COPY AVAILABLE
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b. There is a red LED indicator which flashes for the
total time (ten [10] Minutes, set at the factory) when the device
is turned on, no matter what the intensity.

¢. There are four (4) amber LED indicators which flash
according to the intensity:

INTENSITY (Peak ma) £ OF Flashing INDICATORS
1 1
2 2
3 3
4 4

d. Low Battery is indicated by the non indication of
the "on" lite when the on/off switch is turned into the "on"
position.

10.0 SKIN PREPARATION

Good skin care is important in minimizing any skin
irritations that may be encountered with the active use of the
electrodes. Prepare the the skin before using the LISS Cranial
Stimulator [Zero DC1 by:

10.1 Thoroughly washing the skin sites where the
electodes will be placed with a mild soap and water solution to
remove nonconducting skin oils.

10.2 Rinsing the area with warm water and drying
thoroughly.

11.0 APPLICATION OF THE DEVICE

11.1 Electrode Preparation

Place the Cellulose Sponge into the electrode
receptacle in such a way that the edge of the receptacle fits
into the slit depression in the side of the Sponge. This pro-
cedure should be done with the Sponge very wet and pliable. Con-
nect the Electrode Receptacle to the Cable using the snap fasten-
er connection. Insert the other end of the Cable via the plug
into the Receptacle on the LISS Cranial stimulator [Zero DCI.

11.2 Setting Device Controls

While holding the device in the hand with the
Receptacles in the upper right side, rotate the intensity knob
toward your body (Counterclockwise) using the right thumb. Be
sure the device starts from the off position (Listen for and feel
the click when the device is turned to the "off" position.).

To start the stimulation, rotate the intensity knob clockwise

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

BEST COPY AVAILABLE
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(Away from the body), listen for and feel the click when the
device goes from the "off" position to the "on” position.
Continue clockwise rotation, increasing the intensity until the
patient feels a sensation (Itching, pins & needles, warmth or
mosquito bite, or "light" flicker when it is used on the head).
Then turn the intensity knob (Reducing) counterclockwise until
the sensation disappears. If the patient feels the perception
again, turn it down again. The patient does not have to feel the
sensation in order for benefit to be derived. In fact, many
people do not feel the sensation and yet, they get benefit,
nonetheless.

11.3 Electrode Placement

11.3.1 Cranial Placenment

For reducing the symptoms of Depression, Anxiety, or
Sleeping Problems, place one contact on the head, anterior to the
tip of the right ear and the other contact on the head, anterior
to the tip of the left ear. Treatment time is ten (10) to twenty
(20) minutes. Sponge contacts must be wet but not dripping.

11.3.2 Cranial Placement (Alternate 1)

For reducing the symptoms of Depression, Anxiety, or
Sleeping Problems, place one contact on the Frontalis Midline and
the other contact at the Occiput midline or bilateral contacts on
the bilateral Mastoid Process Areas (piggyback contacts arranged
on the instrument). Treatment is ten (10) to twenty (20) minutes.

12.0 Battery Replacement

In order to replace the battery, remove battery
compartment cover by sliding the cover into the open position and
detach the nine (9) volt battery from the battery clip and
replace with another alkaline nine (9) volt battery. A
rechargeable battery may be used. It must match the mechanical
configuration and be a standard nine (9) volt battery.

13.0 Trouble Shooting

If the "on" LED lamp does not illuminate when the on
switch is turned on, replace the nine (9) volt battery and turn
the device on again. If it still does not illuminate, return the
device for repair.

If the "on" LED lamp does go on but the intensity lamps
do not illuminate, be sure the sponges are clean and wet; touch
sponges together and raise the intensity; replace the wires in
the output receptacles with a paper clip rebent to short circuit
the receptacles. If the intensity lamps still do not illuminate,
return the device for repair.

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

BEST COPY AVAILABLE
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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15.0 LIMITED WARRANTY

MEDI Consultants, Inc. warrants each new LISS Cranial
Stimulator [Zero DC1 (exclusive of batteries) to be free from
defects in materials and workmanship for a period of 18 months
and accessories (not including disposables) for a period of 90
days following the delivery of the LISS Cranial Stimulator to the
original purchaser. The obligation of MEDI Consultants, Inc.
ander this warranty is expressly limited solely and exclusively
to the repair or replacement of the unit or any parts thereof,
which to MEDI Consultants satisfaction, shall have becone
defective during the warranty period, and which shall have been
returned to MEDI Consultants, Inc. within 30 days after the
discovery of the defect by the original purchaser. This warranty
does not extend to any liability for medical or dental expenses,
or for any other direct, indirect or consequential damages caused
by the failure, defect or malfunction of the LISS Cranial
Stimulator, except as herein provided, whether such damage claim
shall be based on contract, tort, breach of warranty, or
otherwise.

This warranty shall not apply to any LISS Cranial
Stimulator [Zero DC] which has been repaired, tampered with or
altered by someone other than a duly authorized MEDI Consultant,
Inc. representative, or which has been subjected to negligence,
accident, mishandling or which has not been used in accordance
with the enclosed instructions or for the stated purposes.

This warranty is expressly limited solely to the
original purchaser (user) and does not extend to any transferee,
assignee or subsequent purchaser or user of the LISS Cranial
Stimulator.

THIS WARRANTY IS THE SOLE AND EXCLUSIVE WARRANTY MADE
OR WHICH MAY BE DEEMED TO HAVE BEEN MADE BY MEDI CONSULTANTS,
INC. AND IS EXPRESSLY IN LIEU OF ANY AND ALL OTHER WARRANTIES,
EITHER EXPRESSED OR IMPLIED, INCLUDING ANY WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. NO PERSON OR
ENTITY HAS ANY AUTHORITY TO BIND MEDI CONSULTANTS, INC. TO ANY
WARRANTY, GUARANTEE OR REPRESENTATION EXCEPT AS SPECIFICALLY SET
FORTH HEREIN.

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhsBcESIa"GO%Y-SAMA , LABLE
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EXHIBIT C

Neurotone 101
(Preamendment Model)

By
Neuro Systems, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.%&IorGQB¥7AMMLA BLE

15



, RQ gSB

<

RY NN Y
2109 NAT

pS Gl

o e
. L " subs b 0L ] An

vy T S D N
VN St N R Ve

", T IS IR TTTL TR T IRt
til o L b top g sabe ol e
e et AP H IR o el e hive e
e . cep o pedbl s Wagrplios o ~evies
LN C e b ases Poo Hgee s, (s sA s
e -';" ol gt e badng medication
}e v peaht o eponab et itean
e ot B TR TR TR SRR RS
- Ve theon Hhne oden Ve preersontaliy
teeye s Pt beevathothe pativat cnn
e e treatment Ahongh et e
R e bttt teatieend, s e ot at.
oo boat vt et wemhlh prevent theic wany
aleant fors orrtins, thes CEF is Benquentts
et —an editpativnt basis
o . 4 e donerts notnrallv consis o
fenpdn t° e wrminnte ealmendsineratan
th o ool Nost putivots leel wild oo '
ttval ot v el considered beche comtont- [ SRR
ppten b Boberal Law

les,one vt W isapplied thiouch tao hewts CAL TN The Nent St e et

whe vty peasition edec by on the borehead PR S Y RN NP R R LARURED
T RO wnastopds .

W oo ek e faraabide battery anned alee Neenretore Model 1nn, complete wth ol accessnin < i

v b continenes daily uae wlich may e powedatonh $605. .08 destinomen Continentob 078

..i":.". -
Foeaas tsalents aded 5% Sules Ton

et © the o tors ollice clinie or hospital.

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

BEST COPY AVAILABLE | 3¢




R L

"'vba'-mw!a‘n

hi Hydniton

A ytnlght appad
2"y ko )y an bu frad
phaed dned Ryifog tall

g e il ¢
pounds and mogantin ¥ d
aimand inf: 1 1o
A6 finke it Ly
tnd In the gl i
1m horlg. e appl
v tin the lorehi
1) ph Flicinnie may
prinesi, The
wevecunenl A

Vi Buit.

,I-:‘l.!: “”
gtthands which plimie RN [
i pptd thin '
mt fichbind ent
prtinot] usol
Tunetinh awieh. hownver, pivi
conltal knuh nenathpun
hivh b pepleturod v s puter,

- . Chutput 7
ot wyydll,

* Arlfuatabln frigng i o
7 mtisetands (20% dudy eyele

wea of bipolae abnd .
i aptipm ot o

ce e

& 2 EED vouhd tnhibte the auliint b

fubae durstiom
Redidhe Luepont o it 2 R
One st ol hesdlands wi
dispusile Slb prade, Kndiat b
Fve 1o nlx food 1 gt o vany Jnnge ,i.lml’_r ot
pin e feong possel fue CET g
hargor an botlom of eass, -

Baliery oparation

1 02 vorkt pochaabde gob eold battory,
tont, 1.8 ampues hoties, Ope
BT ontput. Shoegtug it
ory thogger mudul B0,

—rhw CET npnrabia fronf pou
1'ndon @OV orpguive
1o 18 houers ab 1 pitHumpere 4
huar, using GNLY N

pattig Ve In 10 B

unrras Syntemn ball

Opstating cunitols

Inatigs an-off awltch and vatlobin puten.
it om0 16 U8 mUiblugspogam,
ratton unly whag the unitis th
st This safely measure B0
o Vhntger 8 plugged nlo an A
selectiun ol the recsmmended
a unipolut wave aitputon

The CET output ban b
tunwetee for sijurtmoent of the sy
wersury pwtich preomlis tpe
the iy ur hugdzont g
tinn o the unlt when th
furntjun sunitch pe nils

fhigolae alnn wavejuulputon setilag A"

,.
el 3 a
Wape N T,

. a - -"'.:VM o

ST
ia
L4

LR P,

T i letes

i
\
P
H
'

PR

o Iy o e
ot INDWATIONN

i:g'wlmlnh‘u.
ieeltapton, Glnteal dicattope show that ayruplometic peber iadoe o N

\lli'ml)' end 01 kitety s b the depreanhii, aind albepiog g0 bl b <
W

; nyetal fiprinwhow fhiat o majurliy frop whit bt e bndieated o die
A ‘"‘?.'u i ul lillﬁi,!“'hgln‘nﬂ \\;lll Y1) with tradiv ddunia and e patuii- L
' i gitobilding Whitii e Tdmi nafAnetA o W [IRern hally W minute

L fvatid_ ivaie 4 h\"il {u

/Al that ggiantinnd,
3 altvin dro denleed. 5 (N

e PRECATTIONS
B T u‘u"l.gr'mlu'uiw tktivg prapers potact gnd are plmvedave rline

al”

2 5 SN,
...“F..z_n*‘;_-

.y

b -
= P

s e &4

I g

T
pews
-
A2,

»oe-

..

n\lwv-myItuwlnn-mhm-lw.mll\'Iu.llu,nlrdlhnl.,.-o,.- K .,

—— ey

bt alf patlonnte Wi it Higpoms thetapentioalls o plet ol gtittindy 0 73

atit wink pettod W auffie e, s b foor e 5 250
mikitennien® teeatments duving provhibe bl 25 Y

ol ttom Lt ted 40 thiroperating m-imml.l'lm.!nunlm freafomuner . o
=g apr o appliiug them wl fulf amplividn conlid couse an TYEUULTE

Choablp atipes ‘ S . -
C R e ganehrgd ulec inathetapy pllenls psgitlonee an bnerease i
< dreamingd whitch mas vndnnnlly b alarming, RIS W
[ ‘lmm- vardlim povenpakers. B
Hrnie patfpnts fuve reporied oxperloncig o feuling ol v orivesr g
* agitattmy tathep then pelaxatlon 1w trentmpn Ie extpnided op g pegad
“hokomd prescetbed fength e nt abormally high amgtisde, Palienta . 500
tetindbibe To uemal doxige fovel ol :Imrn. sruneuibizars or slneg b s iy
“in, iy reaguine o sherter Deatigent D o
er anteatinlly, but rarly, gt teropotaey hemdoc i oy pethe e,
N thix mones severd hues In the wae pationt, the dochn phanhd
wyulunt the Benelty versns discamfued antd conateber whethet treal-
iy shethed bee soutined.
T Rofor to apetathing meod prioe b use ul the unlt,

‘ CONTRAINDICATHONS
Erntdogenons ddepresstyee stmmetlines et armiee wpalated g ddopressed.
~there I o Bistry o eptlepsy, e sy extels fue trigueting 4
potziee, althonmh the tteatrned b oot esonsy Qoo B srantud 10 shoetd
frol by neore oom patients having bratn oo, ahtokn ot lirates danneage 1
wlionhil ot e qnered ooz s Lerophitente s

e v

CALTION: Fhie Nenrottne b presepption deviee Fedetallaw 3
pontritn 0 1o sade by op om e neder o a phlivsitan ll :

— . e

BEST COPY AVANL ARIF




Records processed under FOIA Request #2015-3374; Released by CDRH on 03-07-2016.

EXHIBIT D

Relaxpak
(Present Model)

By

Neuro Systems, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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. : " On-Off & Intensiy
) Conlrol Swiich Eleclrode Jack

Adhesive Palches input Hole \
Electiode

Y ~ EI0R] B Bllaternl
K\\‘:' ; e HETY F ’ Eleclrodes '
g'\“ Eleclrode Jack ’ >
‘%{“’ Battery Compartiment y EoN B@ -
Opening Hiche M o

S

Wire Lead™ ¢/ 1ok Electrodes
Housing

« Introduction C
. ‘This instruction booklet has been prepared to famillarize you with the

RelaxPak.™ 1t also contains your warranty registration card and an
accessories reorder form. Please read the entire booklet carefully, and
send In your warranty registration card immediately.
In the course of your use of the RelaxPak, should questions arise that
are not covered in the booklet, CONTACT YOUR Pl1 YSICIAN or our
¢ Customer service representative at the address on the lnside cover of this
;#  booklet, or telephone (214) 271-5418, Garland, Texas.

’ CONTENTS PAGE
Features 2
. When to Use 3

How to Use 3o4n5
Indications for use 5
Caution - 5,6
How to Change the Batteries 6
Hints on Proper Care 7
Specifications ~ 7 5 )
! Warranty 8
s
. {{ RelaxPak™ is a registered trademark of Neuro Systems, Inc., .
’ " i Uarland, Texas. .
G d 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov dRdaiff BEHPY AVAILA BLE 39



dow to use (conunned  Released by CORH on 03.07-2016.
d under FOIA Request #2015-3374; Released by
ﬁ%cg[gsxrigﬁce'sgemughest cutrent will not hatm you in any way, it is not
necessary to feel a current sensation in order for the beneficlal effects
of treatment to occur. In fact, it Is best that you do not feel current at a

level that Is elther unpleasant or distracting during treatient.
Remember, it is not necessary to feel the cutrent on both sides of |
the head; most people don’t. Ordinarily the side where the muscles lme
the most tense will respond with a sensation first. You can check this
by turning your head to one side or the other while the current is on
and feel the current sensation shift sides of the head. In this same wn({
It Is possible to balance the current sensulion on both sides of the head,
though, agaln, this is not necessary for treatiment.
Note: Expected life of the bilateral electrodes Is from lhrec‘ to six
months. : .
Mo use With Circular Electrodes. First inake sure the “off’
swlich Is in the off position. Next, peel the backing paper from one
of the adhesive pads, exposing lts sticky surface. Place this adhesive
sutface over the circular electrode, facing against the electrode with
the wite lead coming through the stit in the adhesive pad. Prepare
the second lead similarly, then place the electrodes, one at a time,
Just behind the ear lobes in the indentation described above. Press
adhesive tape securely all around the circular electrode so that it is
held tightly against the skin surface. Finally, push the electrode jack

When to use .

. ' Use'The RelaxPak As Your Physiclan Directs. Many physicians

« have patlents use it for thirty or forty minutes a day, for anywhere from
six to twenty successive days, depending on the type and amount of
stress present. A general rule is to use §t umil you feel the stress has
gone. Once the inhial condition has subsided, physicians often
encourage their patients to use the RelaxPak for thirty minutes per day,
two lo three thnes per week as a stress preventlve measure. Other
patients simply use it from time to time as they feel the need 1o relax,

Still others use it for hours at a time without fll effects.

+ The RelaxPak is a prescription medical device, and should not be
used by anyone except the person for whom it is prescribed.

How to use

To Use With Bilateral Electrodes. First make sure the “of " swiich
is In the off position. Moisten the pads with tap water and massage the
water deep into the pads with your fingers. Squeeze out any excess
water 50 that the pads are just molst, then place them just behind the ear
lobes in the slight indentation where the Jaw meets the rest of the head,

~ Insert the electrode jack into the electrode jack input hole (see

“features” page) and wrn the “off” switch on. Increase the intensity of
the cutrent by rotating the “off” knob clockwise, Stop when the current
glves you a pleasant tingle via one or both electrodes. You may leave it
at this level or tum it up farther if you wish., You may also torn it back

down to the polnt where the slight tingle just goes away, While the

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.go!"or call 301-796-8118.
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Seansphicass somplaimebnadsehe Mevgs dhan 3l ahile 1 “{"'évf
or just followlng the use of the RelaxPak. If this occuts, try tutning
the curtent down or wear the unit for less time duting each treatinent
sesslon. If headaches persist, consult your physician.

While studies have not shown a reduction n reaction tine during
CES ueatinent, as with all treatments that are lntended to induce
relaxation, it is recommended that the unit not be used while diiving
or operating hazardous equipment,

How to change the batterles

Lift cover to battery compartment (see “features” page) by insert
Ing thumbnail in battery compartiment opening niche and pulling
outward. Lift out batterles by tilting RelaxPak slightly downward so
batteries may slide out Into your hand. They will be secured to a
small two-Inch connector board. Remove this from the batterles by
gently but forcibly Hfting It off the batteries with your fingers.
Replace with new batterles by pushing them firmly into the connector
fasteners on the connector board, then sliding them gently into the
RelaxPak with wires to the knob side of the Pak. Close the door by

placing it in position and pushing it into place.

! How to use (continued)

* Into the electrode jack input hole and begin treatment by tuming the
“off"* knob clockwise as described above in the use of the bilateral
electrodes section.

Nole: Should the adhesive not stick to your skin tightly it will be
necessary to remove it, clean the skin with soap and water or an

alcohol swab, then replace the circular electrodes after applying a new
adheslve pad. Nommally people feel more comfortable putting electrode

i Jell on the circular electrodes prior to placing them against the skin
since this sometimes allows the use of higher current levels with less
sensation from the current on the skin. When jelt is used it Is
Imponant to avoid getting it on the adhesive surface of the adhesive
pad which will not adhere to the skin with jell on it.

~ Indications for use
Cranlal Electrotherapy Stimulation (CES) is a tccognlzcd
treatment for Insomnla, depression, or anxiety.,

Caution
While there are no known negative side effects from use of this

unit, you may experience slight twitching of muscles around the
face, neck or eyelids when the current s set very high. "This can be
climinated by tumning the current down if you desire,

Questions? Conttict FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.govg
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o Sy 8, Inc., warrants for one year from date of purchase t B KNS
%" '::c\ll:"‘? fé::ﬁ;lt':{cll‘cgls m workmanship and material. This warranty Is llmll'cltl %3 it ‘g .
'g to mp:alr or replacement of any unit setuined to our company by Uic uscr or 1(: §‘ s
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. Hints on proper care
, ‘The RelaxPak is relatively maintenance free in the course of
normal use, other than the occasional need to change the batteries,
Should the user wish to clean the case or other external parts, a
soft cloth dipped In wann soapy water and wrung out prior to use
should suffice to clean the outside of the case. Never dip the unit
Into water or liquid while cleaning since this may stop or
1 signlficantly alter the working of the electronic parts Inside. The
' bilateral electrodes may be cleaned in warm, soapy water and
. rinsed in clear water before placing them in circulidting air to dry.
Never use harsh household detergents or special cleansers on
either the case or the electrodes, Stmilarly, never use gasoline,
turpentine, paint thinsier or dry cleaning fluids when cleaning the
unit or the electrodes. Should questions arise regarding the proper
care of your RelaxPak, contact our consumer services
rcpréscnlalive at our home office address or call (214) 217-5418.
Specllications
‘The RelaxPak is powered by two, nine volt batteries and puts
out an alternating current sine wave (~) 100 thines each second,
with .002 seconds rest between each sine wave burst. The
maximum amount of current you can recelve is .001 ampere, or
about that required to run a flashHght...not enough to hurt you In )
any way, but enough to render very effective treatment for the

conditions indicated. 7

[ 4 ‘ - .
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov orgﬁf@"ﬁ%gﬁw Ay A LA B | E
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EXHIBIT E
Chart of Similarities
* 1,ISS Cranial Stimulator

[Zero DC]
* Neurotone

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdngth/ ogﬁlp(?-?ﬁ‘VAjfLABLE
s
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CHART OF SIMILARITIES

Criteria LISS Cranial Neurotone
Stimulator Model No. 101
Waveform Square wave Sine wave
é 3
Type Bipolar Bipolar Ow¢ukdnmﬂ:
Assymmetrical Assymmetrical S
w{ Newrotome 10
Burst / [
Duty cycle 75% On time 20% On time
On Time

Milliseconds 50

Frequency, hz 15,000~-carrier
modulated by 15,
modulated by 500
Current,

Milliamperes 0-4 peak

Treatment Time,

Minutes 10 to 20

Indications Symptomatic
Relief of
Anxiety,
Depression, &
Insomnia

Maximum Charge

Per Pulse,

Microcoulombs 0.133

2

1,000~-carrier
modulated by 100

0"'1-5

30

Symptomatic
Relief of
Anxiety,
Depression, &
Sleeping
Problemns

0.750

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdm.gV LQIE&M -&VALLABLE
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