Records processed uder FOIA #2016-2195 Released by CDRH on 9/2/16

., U.S. Department of Health

"/C & Human Services

Food and Drug Administration

SAVE REQUEST

USER: (cwf)

FOLDER: K842262 - 88 pages

COMPANY: PIRDY, INC. (PIRDY)

PRODUCT: STIMULATOR, MUSCLE, DIAGNOSTIC (I1SB)
SUMMARY: Product: PIRD-Y

DATE REQUESTED: Aug 30, 2016

DATE PRINTED: Aug 30, 2016

Note:

Printed

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

FDA




Kg842262 .




ed uder FOIA #2016-2195 Released by CDRH on 9/2/16

rds process

Recol

2.5

112

20

122

o

32

22
l

)
2

=)
&

HAS

1.8

GEF)

4]

I
|

g

a

a
—
.
—

]

1

14

125

|

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




Records processed uder FOIA #2016-2195 Released by CDRH on 9/2/16

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




Ao ) iR e 4T Vi g e LT !. 1. ;;‘--»

*‘p“"‘fu o, Records processed uder FOIA #2016-2195 Released by CDRH on 9/2/16
, ;“o / DEPARTMENT OF HEALTH & HUMAN SLRVICES Public Health Sarvice
0(‘"

i ‘ Frvara Food and Drug Administration

X 8757 Georgia Avenue
Mr. John R. Howard JUN 9 Silver Spring MD 20910
Pirdy, Incorporated 28 1984 Re: K842262
522 SW 5th PIRD-Y
Suite 725
Portland, Oregon 97204 Dated:

: Received: Juune 7, 1984

Dear Mr. Howadrd: Regulatory Class: 1I

We have reviewed your Section 510(k) notification of intent to market the
above device and we have determined the device to be 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
your device subject to the general controls provisions of the Federal Food,
Drug, and Cosmetic Act (Act). This device has been placed into the
regulatory class shown above, by a final regulation published in the Faderal
Register. All classes of devices are regulated by the general controls
provisions of the Act applicable to all medical devices including annual
registration, listing of devices, good manufacturing practice, labeling, and
the misbranding and adulteration provisions of the Act; class TT devices mnst
also meet present or future performance standards; 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 880 to 895. 1In addition, the Food and
Drug Administration (FDA) may publish further announcements concerning your
device in the Federal Register. We suggest you subscribe to this publication
S0 you can convey your views to FDA if you desire and be notified of any
additional requirements subsequently imposed on your device. Subscriptions.
may be obtained from the Superintendent of Documents, U.S. Government
Printing Office, Washington, D.C. 208402. Such information also may be
reviewed in the Dockets Management Branch (HFA=3¢5), Food and Drug
Administration, Room 4=62, 568¢ Fishers Lane, Rockville, Maryland 28857,

L\

This letter does not in any way denote official FDA approval of your device

or its labeling. Any representation that creates an impression of official
approval of this device because of compliance with the premarket notification
requlations is.misleading and constitutes misbranding. If you desire advice
on the labeling for your device or other information on your responsibilities
under the Act, please contact the Office of Compliance, Division of Compliance
Operations (HFZ=320), 8757 Georgia Avenue, Silver Spring, Maryland 28910.

Sincerely yours,

. Robert G. Britain .
N Director

Office of Device Evaluation
Center for Devices and Radiological Health

BEST AVAILABLE cOPY |

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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THE RECORD

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

l/(A) Is substantially equivalent to marketed devices.

(B) Requires premarket approval. NOT substantially.
equivalent to marketed devices.

(C) Requires more data.

(D) Is an incomplete submission. (See Submission Sheet).

Additional Comments:

NIt /MQ/ pPlagraaZiy.
Clooo 7

The submitter requests: Class Ccde w/Panel:
No Confidentiality - f% v~ Sé

Confidentiality for 90 days
é Continued Confidentiality exceeding 90 davs

REVIEW: N(mw\élipﬁm P Al jfu Mt = é//?’s/

{BRANCH CHIEE) / /(DA
FINAL REVIEW: (.0 4. #WLJ 4/ 7/7/
(DIVISICN DIRECIOR) (DETE)

o | BEST AVRILABLE EGW R




Records processed uder FOIA #2016-2195 Released by CDRH on 9/2/16
PEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administredon
8757 Georgia Avenue

Jordd LAREAe Silver Spring MD 20910
D.C. Wambar : KB842262
. Received 2 6/7/84
Pirdy, Incorporated Protct : PIRD-Y
Attn: John R. Howard
522 SW 5th
Suite 725

Portland, OR 97204

The Premarket Notification you have submitted as requived under Section
510(k) of the Federal Food, Drug and Cosmetic Act for the above referenc.::
device has been received and assigned a unique document conkrol nuabesr
(D.C. Number above). Please cite thig D.C. Numbar in any future
correspondence that relates to this submlssion.

We will notify you when the processing of this si'mission has bean
comploted or if any additional infonsation is required. You are required

‘ to wailt ninsty (90) days after the received date shown above or until
recaipt of a "substantially eguivalenlt" letter bafore placing the product
INE0 Conanreial Hoboibucion. T suggost thal you conbatt us L you hava
not been notificd in wriling al the end of this ninety (90) day period
bofore you begin marketing your device. Written guestions concerning the
status of your subxnission should he sent tos

FFood and Drug Adwministrakion

Center for Davices and
Radiological Health

Office of Dovice Evaluation

Document Mail Center (HFZ-201)

8757 Georgia Avenue

Silver Spring, Maryland 20910

Tf you have procedural @fypolicy guastions, please contact the Division of

Small Manufacturers Asjistance at their toll-frec number (800) 638-2041 or

e at (301) 427-7230. 1 4

L Sincerely-yours, %
E NN

. . . ™
\‘-_ Ny -‘.‘\ . \._‘ CONL LN
. . “

oo DR

AN W RS om0 D PR

u\\:‘\;}‘ _5“'31”\"3‘«.,‘ 3_,,5;‘%;‘.‘,’;;«‘;?:) I:?:,}_ﬁle x""*»-:w.-‘.---'?"d

" Robert I, Chissier

' Premarket Notification Coordinator

. Office of Device Evaluation

Center for Devices and
Radiolegical Health

BEST AVAILABLE COPY

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

&,




Records processed uder FOIA #2016-2195 R%%‘D@h 92/@) [

RECEIVED

Faa/Skder
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I
COCUMERT CCHThROL
Bureau of Medical Devices Ce :

Food and Drug Administration

c

HFK - 20
8757 Georgia Avenue

Silver Spring, Maryland 20910

PREMARKET NOTIFICATION LETTER

"510(k) SUBMISSION"

Gentlemen:

This letter serves as "510(k) Notification" of the intention
of Pirdy, Inc. to market a device which aids neuromuscular
rehabilitation and neuromuscular re—-education. The
following section headings directly correspond to the

, analogous sections of 21 CFR 807.87, to aid your review.

807.87(a) Device Name. The proprietary name is PIRD-Y.

‘ The instrument 1is a state-of-the-art, battery powered

l combination of a skin surface Electromyograph and a Powered

Muscle Stimulator.

K '! BEST AVAILABLE COPY

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION . : .
INITIAL REGISTRATION . .
OF MEDICAL DEVICE ESTABLISHMENT X s s
{Shaded Areas Are For FDA Use Only) 1 MRGITOATIONR RO;

OMB No, 0910-003%. Approwt Expirss October 31, 1943,

VALIDATION
| SR

‘R

NOTE: This form is authorized by Section 510 of the Food, Drug and Cosmetic 4ct {21 U.S.C. 360). Failure to report this information
Is 8 vioiation of new Section 301(p) of the act (21 U.S.C. 331 (p)). Parsons wha wiolate this provision 'may, if convicted, be subject

to a fine or imprisonment or both, The submission of any report thet is false or misleading in any material respect is a violation of

new Section 301 (g} (2) (21 U.S.C. 331{¢) (2} and may be a violation of 18 U.5.C. 1001.

SECTION A
1) 49 49 214
2. ESTABLISHMENT NAME 3. RECORD DATE
. {Mo.) (DAY)  (¥Yr)
PIRDY, INC. 1 84
11 4 1.3 t1q 118 118117 121
4. NUMBER ANMD STREET . |5 CITY 6. STATE | 7. ZIP CODE
522 SW 5TH . PORTLAND OR 97204
122 133 138 137 . 138 139 40 1414
8. FOREIGN COUNTAY 9. OTHER FDA REGISTRIES (Check applicablej | 10, ESTABLISHMENT TYPES (Check all applicable)
DRUGS COSMETICS RLOOD PROD-| INIT DISTR OF ' MANUFACTURER'| REPACKAGER OR
UCcTS (MPORTED DEVICES RELAPELER
I C T3] | o Ts | XTw] CTa]
SECTION B
KX} TITY UK P T

11. OWNER/OPERATOR

PIRDY MEDICAL,

GWNKR/GPERATO

D,

INC.

(L]

Ti0 ] 229 FLL) 235

13. NUMBER AND STREET

14. CITY 15. STATE| 16. ZIP CODE

286

595 HOWE STREET, SUITE 40) | 6 VANCOUVER

B.C.}VeC 2T5 ;

280 | 270 2713 [.. o
17. FOREIGN COUNTRY 18. ESTIMATED NO. OF DEVICES : .
CANADA ONE

SELTIONC
274 303 304 306 307 313
19. OFFICIAL CORRESPONDENT 20. T&LEPSO‘NE (Numbe

Je ) umber) .
JOHN R. HOWARD ree =2

, . (503) 241-3372
314 » 353
21, BUSINESS NAME
- PIRDY, INC.
_J.Sa 393 ELE] AlJTIIA 4151 A18 420
72, NUMBER AND STREET 23. CITY " |24.STATE( 25. ZIP CODE

522 SW 5TH PORTLAND OR 97204

A21 434 R -
26. FOREIGN COUNTRY o : H - 0

SECTION D
27. OTHER BUSINESS TRADING NAMES
B 10 17 50{8 10] 11 50
SEQ | ESTABLISHMENT NAME s2qQ| SSTABLISIIMMENT NAME
501 NONE $02
sa3 S04
s08 ﬁ / sos

<L
I / SECTION €

28. SI

F IAl?: /RHESPOND T 29. TITLE
(; ,’-\511}, (Moq 1 PRESIDENT AND CHAIRMAN, PIRDY, JNC,

FORM RPA 2891 (2/80) V

fr U. 5. GOYERNMENT PRINTING OFFICE: 1982 —350-01 1 1821

II-15

BEST AVAILABLE CUFY |

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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BEST AVAILABLE gopy |

807.87(b) Establishment Registration Number. A completed

Form FD-2891 (Initial Registration of Device Establishments)

has been included with the present 510(k) submission.

807.87(c) Section 513 Classification. Both components of

PIRD-Y are directly equivalent to Class II instruments as
listed in 21 CFR 890 - Physical Medicine Devices. Actually,
PIRD-Y only involves a 1limited complement of capabilities
included in the two classifications, as can be seen from the

following description:

A. Diagnostic Electromyograph (890.1375). PIRD-Y functions
as an electromyograph;, monitoring and displaying
electromyographic (EMG) signals in an audio and/or
visual format. However, PIRD-Y capabilities are limited
to skin surface recordings only; the sophisticated
electronics required for invasive needle electrode
recordings and other specialty features have not been

included.

B. Powered Muscle Stimulator (890.5850). PIRD-Y functions
as an electrically powered muscle stimulator. Muscle
activation is limited to large skin surface electrodes;
because point and needle electrodes are excluded,
maximum voltage requirements are much less than some
other commercial products. PIRD-Y's indications for use
reside completely within the bounds of those specified

for popular, commerciallg available muscle stimulators.
Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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_3- BEST AVAILABLE copy

We are not sure what the Isokinetic Testing and Evaluation
System classification (890.1925) constitutes, over and above
that encompassed by the combination of Diagnostic
Electromyographs and Powered Muscle Stimulators. The
crucial fact is that PIRD-Y instruments are not designed for
rehabilitative exercise or any other purpose distinct from
the indications for use applicable to commercially available
Powered Muscle Stimulators (e.g. items 2, 4, and 5, Section

807.87(f) below).

Some instrument combinations composed of both of the above
Class IT device categories are presently available
commercially, but to the knowledge of Pirdy, Inc., specific
classifications have not been issued for such device
combinations. As long as the component devices in a
combination do not actively interact in such a manner as to
introduce additional concerns of safety and efficacy, we
feel that separate classification categories for various
combinations is unnecessary and would introduce needless
redundancy. It is our belief that the PIRD-Y device

combination falls under Class II (Performance Standards.)

21 CFR 890 states that the appropriate classification panel
for physical medicine devices 1is the Physical Medicine
Device Section of the Surgical and Rehabilitation Devices
Panel (formerly the Physical Medicine Device Classification
Panel). The latter panel, in our opinion, 1is the

appropriate classification body for PIRD-Y devices.
Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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807.87(d) Compliance with Performance 3tandards. It is our

understanding that no specific action is required relative
to Performance Standard compliance under Section 514 of the
Act, since the Bureau of Medical Devices (BMD) has not as
yet developed or approved any Performance Standards for
physical medicine equipment. Nevertheless, Pird~-y, Inc.
intends to fully comply with all applicable BMD and
popularly recognized (e.g. AAMI, ANSI) performance standards
as they become effective. Compliance will be achieved
through comprehensive, independent review of all designs by

Engineering, Manufacturing and Quality Assurance personnel.

807.87(e) Device Description and Labeling. As previously

specified, PIRD-Y 1is a state-of-the-art, battery powered
device composed of two functional sections. First, the
PIRD-Y Electromyograph section records a conventional EMG
through commercially available skin surface electrodes. As
with virtually all commercially available electromyographs,
the EMG is processed to provide auditory and visual indices
of muscle activity for presentation to the patient: such
"EMG Biofeedback" capabilities are widely used in
contemporary neuromuscular rehabilitation and re-education.
Secondly, the PIRD-Y Muscle Stimulator allows operator
control of peak voltage, pulse frequency, and pulse width of

the otherwise invariant pulsating direct current waveform.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Stimulation can be initiated manually or, in another
operational mode,; triggered by the EMG signal if it exceeds
an operator-set EMG threshold. In the latter mode of
operation, the EMG exerts absolutely no control over the
parameters of muscle stimulation; EMG triggering simply
offers an additional stimulus initiation means for operator
convenience and flexibility, in the spirit of timer,
foot-pedal and tendon-hammer stimulus activation features.
The latter capabilities are offered by commercially
available muscle stimulators widely used to augment movement
and exercise underused muscles in neuromuscular

rehabilitation and re-education.

As mentioned, the intended use of PIRD-Y is in neuromuscular
rehabilitation (e.g., after stroke, brain injury, spinal
cord injury, etc.) and in neuromuscular re-education (e.g.,

relaxation training, chiropractic treatments, biocfeedback

programs, etc.). The indications for use of PIRD-Y are

strictly limited to those for pre-enactment electromyographs
and powered muscle stimulators, used singly or in
combination; there are no situations outside of the latter

circumstances in which PIRD-Y will be recommended for use.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Proposed operators manual information, device labels, and
preliminary advertising claims have been included as

follows:

Operators Manual. Attachment I presents the preliminary

Operator's Manual, which includes the following

sections:

Introduction
Indications/Contraindications

Precautions and Warnings

Device Description

Routine Operating Technigues
How To Use PIRD-Y Devices
Theory of Operation
Maintenance

Specifications

Limited Warranty

Damage in Shipment

Returning Devices to Pirdy, Inc.

Machine Labels. Preliminary device labels are presented

in Attachment II.

Advertising Material. Attachment III is composed of the

preliminary advertising claims for PIRD-Y devices.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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807.87(f) Substantial Equivalency. Listed below are

prominent commercially marketed pre—-enactment and
post—-enactment devices relevant to consideration of
substantial equivalency for the PIRD-Y instrument.
Stand-alone Muscle Stimulators and Stand-alone
Electromyographs are avallable at present and have been on
the market for over a decade, so respective categories for
these devices have been included in the following list. The
last device category below represents Electromyograph-Muscle
Stimulator combination devices. Each listing is followed by
an indication of whether the earliest evidence of commercial
availability which we were able to find was pre-enactment or
post-enactment. In most if not all cases, an indicated
pre—enactment device was also available for some
post-enactment interval. Note that each cited device has
been identified with a unique 1line item number for

convenience of later reference.

Powered Muscle Stimulators

TECA Model CH3 Variable Pulse Generator and
Chronaxie Meter (pre-enactment)

Medtronic Respond Neuromuscular Stimulator
(post-enactment)

TECA Model Sp2/T Therapeutic Stimulator

(post—-enactment)

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Mentor Activator Neuromuscularx Stimulator
(post—-enactment)
Patient Care Systems Myoguard Muscle Stimulator

(post-enactment)

Diagnostic Electromyographs

Autogenic Systems Autogen Biofeedback instruments
(pre—-enactment)

Cyborg EMG J33 Biofeedback device
(pre-enactment)

ISIS Medical Instruments Myo-Tone EMG Biofeedback
device (pre-enactment)

Coulbourn Autolab 21 EMG Biofeedback device
(post-enactment)

Autogenics Autogen HT-1 EMG Biofeedback device
(post-enactment)

Thought Technology EMG 100T - GSR 2 EMG Biofeedback
combination (post-enactment)

Stoelting-Cyborg P303 Clinical EMG Biofeedback

device (post-enactment)

C. Diagnostic Electromyograph -~ Powered Muscle Stimulator

Combinations

13. TECA Model JM Modular Portable

Electromyograph-Muscle Stimulator (pre-enactment)

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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14. Life-Tech Instruments Model LT 9000 éortable
Electromyograph-Muscle Stimulator (pre-enactment)

15. Disa Model 14411 Portable Electromycgraph -
Biofeedback - Stimulator combination
(pre-enactment) .

16. Medic Portaline 500 B Electromyograph - Biofeedback
- Stimulator combination (pre-enactment).

17. Cadwell Laboratories Model 5200 Electromyograph -
Biofeedback - St.mulator combination
(post-enactment).

18. Neuro Diagnostics LBM Electromyograph - Biofeedback
- Stimulator combination (post-enactment).

19. Disa Neuromatic 2000-M Electromyograph - Biofeedback

- Stimulator combination (post-enactment).

Attachment IV presents copies of professional Jjournal
advertisements or promotional literature mailings for each
of the above listed devices. Each listing is captioned with
the unique item number from the list above, a specification
of the information source, and the relevant time period of
verified commercial availability. Proprietary information
confirming actual device sales was unavailable to Pirdy,

Inc.

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



Records processed uder FOIA #2016-2195 Released by CDRH on 9/2/16
-10-

To further detail data relevant to our claims of substantial
equivalency, Attachment V itemizes PIRD-Y's major features
and the corresponding devices from the 1list above (and
Attachment IV) which have the substantially equivalent

feature.

807.87(qg) Non-Significant Modification. The combined use

of electromyography and muscle stimulation in the PIRD-Y
device does not in any way constitute a significant
modification relative to previous devices combining the same
functions (Category "C",. Attachment IV.) The only unique
feature of PIRD-Y is the EMG triggering of muscle
stimulation, as an additional alternative to other
traditional means of initiating muscle stimulation. PIRD-Y
EMG triggering is guite similar or analogous to EMG goal
thresholds in Electromyographic devices and to timer,
foot-pedal and tendon-hammer triggering of Muscle
Stimulators (e.g., items 7, 12, and 19 of Attachment IV, as
cited in Attachment V); it simply provides added operator

convenience and flexibility in certain treatment situations.

Request for Confidential Treatment of the Present 510(k)

Submission. As President of Pirdy, Inc., I hereby request

that the Food and Drug Administration hold as confidential
commercial information Pirdy, Inc.'s intent to market the
PIRD-Y device. Pursuant to the 1latter request,; the

following certifications are hereby provided:

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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I consider our intent to market the PIRD-Y device to be

confidential commercial information;

Neither I nor, to the best of my knowledge, anyone else
associated with Pirdy, Inc., has disclosed through
advertising or any other manner, our intent to market
the device to any person not associated with Pirdy, Inc.
as board members, employees, consultants, or individuals
in an advertising or law firm pursuant to commercial

arrangements with appropriate safeguards for secrecy;

I will immediately notify the Food and Drug
Administration if I disclose the intent to market the
device to anyone not associated with Pirdy, Inc. as
board members, employees, consultants, or individuals in
an advertising or law firm pursuant to commercial

arrangements with appropriate safeguards for secrecy;

I have taken precautions to protect the confidentiality

of the intent to market the device; and

I understand that the submission to the government of

false information is prohibited by 18 U.sS.C. 1001 and 21

U.S.Cc. 331(q).

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Your prompt consideration of the present submiesion would be

most appreciated.

Sincerely,

r?RDY, INC.

John R. Howard
President

Pirdy, Inc.

522 SW 5th

Suite #725

Portland, Or 97204
Phone: (503)241-3372

JH:1g

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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OMB Ne, D810-0039, Approvel Explres Octuber 31, 19483,
DEPARTMEMNT OF HEALTH AND HUMAN SERVICES - '

PUBLIC HEALTH SERVICE
FOOD AND DHUG ADMINISTRATION
INITIAL REGISTRATION
OF MEDICAL DEVICE ESTABLISHMENT

VALIDATION
T - T
{Shaded Areas Are For FDA Use Only) : } ARG IETRAATION NO,

R

NOTE: This form is authorized by Section 510 of the Food, Drug and Cosmetic Act {21 U.S.C. 360). Fallure to report this information
Is B violation of new Saction 301(p) of tha act {21 U.S.C. 331 {p)), Parsons who violute this provision ‘may, If convicted, ba subject
to a fine or imprisonment or both, The submission of any report that is false or misleading in any material respect is a violation of
new Section 301{q) (2) (21 U.5.C. 331(q) {2) and may be a violation of 18 U.5.C. 100},
SECTION A

Ay
2. ESTABLISHMENT NAME 3. RECOAD DATE
(Mo.) (DAY) (Yr)

PTIRDY, 1INC, 05 131 1 84

B L LKL 1ie] 117 121
4, NUMBER AND STREET 5, CITY 8. STATE [ 7. ZIP CODE

522 SW 5TH . PORTLAND OR 97204

122 139 13¢ 137 . 138 138 FY] 141
B. FOREIGN COUNTRY 9. OTHER FOA REGISTRIES (Check applicable) | 10. ESTABLISHMENT TYPES (Check all applicable)

ORUGS COSMETICS SLOOD FPROD- INIT DISTR OF * MANUFACTURCR'| REPACKAGER OR
ucTs IMPORTED DEVICES RELABELER

L] C_13]) L_[61 [_Io] X 1w ] (_Ia]
SECTION B

141 TEN=T
11, OWNER/OPERATOR 12 O\!Nln/orlnATon LD,

PIRDY MEDICAL, INC.

189 22% 149 l!l; 251 =
13. NUMBER AND STREET 14. CITY 15. STATE) 16. ZIP CODE

595 HOWE STREET, SUITE 401 VANCOUVER B.C.{V6C 2T5

288 289 276 271
17. FOREIGN COUNTRY 18. ESTIMATED NO. OF DEVICES

CANADA ONE

SECTION C
274 304 3os 307
19. OFFICIAL CORRESPONDENT 20, TELEPHONE

{Area Code)  (Number)
JOHN R. HOWARD (503) 241-3372

pRINY
21. BUSINESS NAME

PIRDY, INC.

i34 B %A A13[ 414 413 avs
22. NUMBER AND STREET 23. CITY 124.sTATE| 25. ZIP CODE

522 SW 5TH PORTLAND OR 97204

434

A21
26. FOREIGN COUNTRY

SECTION D

27, OTHER BUSINESS TRADING NAMES
8 10 1t 50{8 10 11
SEQ | ESTABLISHMENT NAME s=q| SSTABLISHMENT NAME

501 NONE 502

s03 308
SECTION E

I///
28. sI1Q IAL RRESPOND 29. TITLE .
L/////ﬁifoﬁ :i:P%;u; P PRESIDENT AND CHAIRMAN, PIRDY,

FORM EDA 2891 (2/80) 7 U, 8. GOVEANMENT PRINTING OFFICE: 1962 —358-201/1821

\ '
~ s BEST RYAILABLE COPY
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510 (k) PREMARKET NOTIFICATION
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Food and Drug Administration
Bureau of Mediqal Devices
HFK - 20

8757 Georgia Avenue

Silver Spring, Maryland 20910

PREMARKET NOTIFICATION LETTER

"510(k) SUBMISSION"

Gentlemen:

This letter serves as "510(k) Notification" of the intention
of Pirdy, Inc. to market a device which aids neuromuscular
rehabilitation and neuromuscular re—-education. The
following section headings directly <correspond to the

analogous sections of 21 CFR 807.87, to aid your review.

807.87(a) Device Name. The proprietary name 1is PIRD-Y.

The instrument is a state-of-the-art, battery powered

combination of a skin surface Electromyograph and a Powered

Muscle Stimulator. [:EE§T~AVAiiﬁéiE CUPY !

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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807.87(b) Establishment Registration Number. A completed

Form FD-289] (Initial Registration of Device Establishments)

has been included with the present 510(k) submission.

807.87(c) Section 513 Classification. Both components of

PIRD-Y are directly equivalent to Class II instruments as
listed in 21 CFR 890 - Physical Medicine Devices. Actually,
PIRD-Y only involves a limited complement of capabilities
included in the two classifications, as can be seen from the

following description:

A. Diagnostic Electromyograph (890.1375). PIRD-Y functions
as an electromyograph, monitoring and displaying
electromyographic (EMG) signals in an audio and/or
visual format. However, PIRD-Y capabilities are limited
to skin surface recordings only; the sophisticated
electronics required for invasive needle electrode
recordings and'other specialty features have not been

included.

BEST AVAILABLE COPY

B. Powered Muscle Stimulator (890.5850). PIRD-Y functions

as an electrically powered muscle stimulator. Muscle
activation is limited to large skin surface electrodes;
because point and needle electrodes are excluded,
maximum voltage requirements are much less than some
other commercial products. PIRD-Y's indications for use
reside completely within the bounds of those specified

for popular, commercially available muscle stimulators.
Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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We are not sure what the Isokinetic Testing and Evaluation

System classification (890.1925) constitutes, over and above

that encompassed by the combination of Diagnostic
Electromyographs and Powered Muscle Stimulators. The
crucial fact is that PIRD-Y instruments are not designed for
rehabilitative exercise or any other purpose distinct from
the indications for use applicable to commercially available
Powered Muscle Stimulators (e.g. items 2, 4, and 5, Section

807.87(f) below).

Some instrument combinations composed of both of the above
Class II device categories are presently available
commercially, but to the knowledge of Pirdy, Inc., specific
classifications have not been issued for such device
combinations. As long as the component devices in a
combination do not actively interact in such-a manner as to
introduce additional concerns of safety and efficacy, we
feel that separate classification categories for various
combinations 1s unnecessary and would introduce needless
redundancy. It is our belief that the PIRD-Y device

combination falls under Class II (Performance Standards—

BEST AVAILABLE COPY

21l CFR 890 states that the appropriate classification panel

for physical medicine devices 1s the Physical Medicine
Device Section of the Surgical and Rehabilitation Devices
Panel (formerly the Physical Medicine Device Classification
Panel) . The latter panel, in our opinion, is the

appropriate classification body for PIRD-Y devices.
Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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807.87(d) Compliance with Performance Standards. It is our

understanding ;hat no specific action is required relative
to Performance Standard compliance under Section 514 of the
Act, since the Bureau of Medical Devices (BMD) has not as
vet developed or .approved any Performance Standards for
physical medicine eqguipment. Nevertheless, Pird-y, Inc.
intends to fully comply with all applicable BMD and
popularly recognized (e.g. AAMI, ANSI) performance standards
as they become effective. Compliance will be achieved
through comprehensive, independent review of all designs by

Engineering, Manufacturing and Quality Assurance personnel.

807.87(e) Device Descripfion and Labeling. As previously

specified, PIRD-Y 1is a state-of-the-art, battery powered
device composed of two functional sections. First, the
PIRD-Y Electromyograph section records a conventional EMG
through commercially available skin surface electrodes. As
with wvirtually all commercially available electromyographs,
the EMG is processed to provide auditory and visual indices
of muscle activity for presentation to the patient; such

"EMG Biofeedback" capabilities are widely used in

contemporary neuromuscular rehabilitation and re-education.

Secondly, the PIRD-Y Muscle Stimulator allows operator
control of peak voltage, pulse frequency, and pulse width of

the otherwise invariant pulsating direct current waveform.

| BEST AVAILABLE Gopy |

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Stimulation can be initiated mwanually or, in another
operational mode, triggered by the EMG signal if it exceeds
an operator-set EMG threshold. In the latter mode of
operation, the EMG exerts absolutely no contrcl over the
parameters of muscle stimulation; EMG triggering simply
offers an additional stimulus initiation means for operator
convenience and flexibility, in the spirit of timer,
foot-pedal and tendon-hammer stimulus activation features.
The latter capabilities are offered by commercially
available muscle stimulators widely used to augment movement
and exercise underused muscles in neuromuscular

rehabilitation and re-education.

As mentioned, the intended use of PIRD-Y is in neuromuscular
rehabilitation (e.g., after stroke, brain injury, spinal
cord injury, etc.) and in neuromuscular re-education (e.g.,
relaxation training, chiropractic treatment;, biofeedback
programs, etc.). The indications for use of PIRD-Y are
strictly limited to those for pre-enactment electromyographs
and powered muscle stimulators, used singly or in

combination; there  are no situations outside of the latter

circumstances in which PIRD-Y will be recommended for use.

BEST AVAILABLE COPY |

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Proposed operators manual information, device labels, and

preliminary advertising claims have been included as

follows:

Operators Manual. Attachment I presents the preliminary

Operator's Manual, which includes the following

sections:

Introduction
Indications/Contraindications
Precautions and Warnings
Device Description

Routine Operating Techniques
How To Use PIRD~-Y Devices
Theory of Operation
Maintenance

Specifications

Limited Warranty

Damage in Shipment

Returning Devices to Pirdy, Inc.

Machine Labels. Preliminary device labels are presented

in Attachment II.

Advertising Material. Attachment III is composed of the

preliminary advertising claims for PIRD-Y devices.

| BEST RVAILABLE COPY

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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807.87(f) Substantial Equivalency. Listed below are

prominent commercially marketed pre-enactment and
post-enactment devices relevant to consideration of
substantial equivalency for the PIRD-Y instrument.
Stand-alone Muscle Stimulators and Stand-alone
Electromyographs are available at present and have been on
the market for over a decade, so respective categories for
these devices have been included in the following list. The
last device category below represents Electromyograph-Muscle
Stimulator combination devices. Each listing is followed by
an indication of whether the earliest evidence of commercial
availability which we were able to find was pre-enactment or
post-enactment. In most if not all cases, an indicated
pre—-enactment device was also available for some
post-enactment interval. Note that each cited device has
been identified with a wunique line item number for

convenience of later reference.

Powered Muscle Stimulators
TECA Mode& CH3 Variable Pulse Generator and
Chronaxie Meter (pre-enactment)
Medtronic Respond Neuromuscular Stimulator
(post-enactment)
TECA Model Sp2/T Therapeutic Stimulator

(post-enactment)

BEST AVAILABLE COPY

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Diagnostic Electromyograph
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_8_.
4. Mentor Activator Neuromuscular Stimulator
(post-enactment) i
5. Patient Care Systems Myoguard Muscle Stimulator

(post—enactment)

Diagnostic Electromyographs

6. Autogenic Systems Autogen Biofeedback instruments

(pre-enactment)

7. Cyborg EMG J33 EMG Biofeedback device

(pre-enactment)

8. ISIS Medical Instruments Myo-Tone EMG Biofeedback

device (pre-enactment)

9. Coulbourn Autolab 21 EMG Biofeedback device

(post-enactment)

10. Autogenics Autogen HT-1 EMG Biofeedback device

(post-enactment)

combination (post-enactment)

12. Stoelting-Cyborg P303 Clinical EMG Biofeedback

device (post-enactment)

Combinations

13. TECA Model JM ' Modular Portable

Electromyograph-Muscle Stimulator (pre-enactment)

Thought Technology EMG 100T -~ GSR 2 EMG Biofeedback

~ Powered Muscle Stimulator

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @fda hfis JHE § 3(AV#H1 RBLE COPY
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Life~Tech Instruments Model LT 9000 Portable
Electromyograph-Muscle Stimulator (pre—enactment)
Disa Model 14a11l Portable Electromyograph
Biofeedback Stimulator combination
(pre—enactment).

Medic Portaline 500 B Electromyograph - Biofeedback
- Stimulator combination (pre-enactment).

Cadwell Laboratories Model 5200 Electromyograph -
Biofeedback Stimulator combination
(post-enactment).

Neuro Diagnostics LBM Electromyograph - Biofeedback
- Stimulator combination (post-enactment).

Disa Neuromatic 2000-M Electromyograph - Biofeedback

- Stimulator combination (post-enactment).

Attachment IV presents copies of professional Jjournal
advertisements or promotional literature mailings for each
of the above listed devices. Each listing is captioned with
the unique item number from fhe list above, a specification
of the information source, and the relevant time period of
verified commercia} availability. Proprietary information
confirming actual device sales was unavailable to Pirdy,

Inc.

BEST AVAILABLE copy

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-/96-8TT8™~
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To further detail data relevant to our claims of substantial
equivalency, Attachment V itemizes PIRD—Y's-hajor features
and the correéponding devices from the 1list above (and
Attachment IV) which have the substantially equivalent
feature.

807.87(g) Non-Significant Modification. The combined use

of electromyography and muscle stimulation in the PIRD-Y
device does not in any way constitute a significant
modification relative to previous devices combining the same
functions (Category "C",. Attachment IV.) The only uniqgue
feature of PIRD-Y is the EMG triggering of muscle
stimulation, as an additional alternative to other
traditional means of initiating muscle stimulation. PIRD-Y
EMG triggering is quite similar or analogous to EMG goal
thresholds in Electromyographic devices and to timer,
foot-pedal and tendon—-hammer triggering of Muscle
Stimulators (e.g., items 7, 12, and 19 of Attachment IV, as
cited in Attachment V); it simply provides added operator

convenience and flexibility in certain treatment situations.

Request for Confidential Treatment of the Present 510(k)

Submission. As President of Pirdy, Inc., I hereby request

that the Food and Drug Administration hold as confidential
commercial information Pirdy, Inc.'s intent to market the
PIRD-Y device. Pursuant to the latter request, the

following certifications are hereby provided:

BEST AVAILAGLE

cm
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I consider our intent to market the PIRD-Y device to be

confidential commercial information;

Neither I nor, to the best of my knowledge, anyone else
associated with Pirdy, 1Inc., has disclosed through
advertising or any other manner, our intent to market
the device to any person not associated with Pirdy, Inc.
as board members, employees, consultants, or individuals
in an advertising or law firm pursuant to commercial

arrangements with appropriate safeguards for secrecy;

I will immediately . notify the Food and Drug
Administration if I disclose the intent to market the
device to anyone not associated with Pirdy, Inc. as
board members, employees, consultants, or individuals in
an advertising or law firm pursuant to commercial

arrangements with appropriate safeguards for secrecy:

I have taken precautions to protect the confidentiality
of the intent to market the device; and

I understand that the submission to the government of
false information is prohibited by 18 U.S.C. 1001 and 21

U.S.C. 331(q).

BEST AVAILABLE COPY

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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® Your prompt consideration of the present submission would be

most appreciated.

®
Sincerely,
® .
INC.
3
® o

John R. oward

President

® Pirdy, Inc.
522 SW 5th
Suite #725

® Portland, Or 97204
Phone: (503)241-3372
JH:1lg

@

®

. @ [BEST AVAILABLE COPY |

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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ATTACHMENT I

PIRD-Y

{PRELIMINARY) OPERATORS MANUAL

MAY, 1984

Pirdy, Inc.
522 S.W. 5th - Suite 725
Portland, Oregon 97204
(503) 241-3372

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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PIRD-Y (PRELIMINARY) OPERATORS MANUAL

PIRD-Y is a combination instrument composed of an
electromyograph and a muscle stimulator. 1Its basic uses are
in the diagnosis of muscular disfunction, and in
neuromuscular rehabilitation (e.g., after stroke, brain
injury, spinal cord trauma, etc.) and neuromuscular
re—education (e.g., relaxation training, chiropractic
treatments, biofeedback programs, etc.). The PIRD-Y system
is composed of the device itself, and an accessory pack
containing necessary electrodes (with leads), electrode
paste, and electrode retention tape.

PIRD-Y's hallmark is its simplicity of operation and
state-of~the-art design. The quite complicated circuitry and
operation exhibited by many commercial products dedicated to
sophisticated tasks such as NCV and MUP have been
deliberately avoided. The primary goal was to provide a very
simple to operate and economical device, suitable for routine
use by the average practicioner. Specifically, PIRD-Y
devices possess the following features:

* gsimple to use * economical
* easy setup * battery powered
* truly portable * rechargeable

* non-invasive * golid-state electronics

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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PIRD-Y devices are indicated for the following:

l.

Neuromuscular rehabilitation following CVA (stroke),
brain injury, spinal cord trauma, cerebral palsy,
etc.;

Neuromuscular re-education accompanying relaxation
training, chiropractic treatments, biofeedback
programs, etc.;

Retardation of disuse atrophy secondary to CVA
(stroke), paralysis, trauma, CNS injury, cerebral
palsy, lower motor neuron disease, etc.;
Facilitation of voluntary motor function;

Circulatory stimulation of selected muscle groups
following surgery, injury, or relative disuse; and

Maintenance or enhancement of range of motion.

There are presently no known contraindications for using
PIRD-Y devices.,

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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WARNING: Do not, under any circumstances, perform any
testing or maintenance on PIRD-Y instruments, cables, or
electrodes while they are being used with a patient.

IHMPORTANT: Disconnect the detachable power cord from the
PIRD-Y device prior to use.

some cardiac pacemakers can be
inhibited or otherwise disturbed by transcutaneous
neuromuscular stimulation; therefore, PIRD-Y devices are not
recommended for use with patients on cardiac pacemakers.

Beart Patients: it is essential to address all relevant
precautionary measures applicable to the subject case prior
to applying muscle stimulation to a patient diagnosed or
suspected of having heart disease. Available clinical data
does not preclude adverse results when administering muscle
stimulation to such patients.

Neck Stimulation: muscle stimulation in the region of the
neck may induce spasm of laryngeal and pharyngeal muscles; if
severe, this could induce airway obstruction.

Carotid Sinus: muscle stimulation should never be applied
over the carotid sinus nerves, especially if sinus reflex
sensitivity is known to be present.

Pregnancy: inadequate clinical data is available at
present to determine the safety of muscle stimulation applied
during pregnancy.

Children: keep all PIRD-Y devices out of the reach of
children.

Skin Irritation: skin irritation may occasionally occur at
the site of muscle stimulation electrodes; upon the
observation of irritation, terminate all stimulation until
the source of irritation is determined. Skin irritation
problems may be solved by moving the electrodes to an
adjacent location, by careful uniform reapplication of
electrode gel to the electrodes, and/or by reduction in the
time—-averaged power of stimulation.

Note: Complete maintenance instructions for this instrument
are contained in the PIRD-Y Devices Maintenance Manual.
Refer all repairs and maintenance to qualified personnel.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Modes of Operation

PIRD-Y has five operational modes. The EMG Mode (see
the PIRD-Y front panel depicted in Figure 1) is an
Electromyographic function, where EMG (electromyographic)
potentials are detected through skin surface electrodes, and
processed to provide a bargraph and a digital display of EMG
amplitude (in microvolts). The digital display temporarily
'holds' at the EMG maximum value during a muscle actioE
trial, for convenience in diagnosis or for EMG Biofeedbac
(when the patient is allowed to observe the displaysj.

In the STIM Mode, PIRD-Y functions as a stand-alone
Muscle Stimulator, permitting the application of stimuli to
skin surface electrodes, with operator control of intensity,
pulse width, and frequency. PIRD-Y's output waveform is a
two-second train of monophasic, constant-power pulses, each
pulse having a rounded rising phase and an approximately
exponential decay. The operator manually controls
stimulation, by moving the Run/Setup switch to the Rur
position for stimulus initiation and to the Setup position
for stimulus termination.

Muscle stimulation in the EMG-STIM Mode is identical
to that of the STIM Mode, but the two-second period of muscle
stimulation is triggered when the simultaneously recorded EMG
exceeds an operator—-set threshold value; this feature
provides operator convenience and flexibility in stimulus
triggering, but the recorded EMG exerts no control whatsoever
over the parameters of muscle stimulation. 1In the EMG-STIM
Mode, EMG recording and muscle stimulation are accomplished
through the same pair of skin surface electrodes.

The EMG-REMOTE Mode is analogous to the EMG-STIM
Mode, except that EMG recording is accomplished through one
set of electrodes (overlying one muscle or group) while
muscle stimulation is applied to a second muscle group.

Finally, the EMG-AUDIO Mode is similar to the
EMG-STIM Mode, but involves presentation of a two-second
audio tone, rather than two~seconds of muscle stimulation,
when the EMG trigger threshold is exceeded. The EMG-AUDIQ
Mode provides the second sensory modality of auditory
feedback, in addition to the visual feedback featured in the
EMG Mode.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Control Functions and Displavs

The PIRD-Y interface panel (see Figure 1) is composed of
five fields which direct setup and operation, accompanied by
electrode connection sockets and appropriate control knobs
and switches, Each interface panel feature is described
below:

Oon/QOff Switch (on the back of the instrument): when
the PIRD-Y device is turned on, it comes up in the EMG Mode,
so that the Muscle Stimulator is deactivated (see the "How to
Use PIRD-Y" section). PIRD-Y will produce a chirping sound
when turned on if the Run/Setup switch was inadvertently left
in the Run position; move the switch to the Setup position to
mute the chirping sound.

Run/Setup Switch: the Setup Mode permits selection of
desired recording and stimulation parameters, while the Run
Mode activates PIRD-Y for clinical treatment.

Field Step: cach depression of the button
successively ‘'walks' through the five 'Set' f£ields; the
presently addressed fieid is indicated by the respective
front panel field indicator light located in the broad
central band traversing the five fields.

Item_Step: within a given Set field, the desired
choice of operation is selected by depressing the Item Step
button until the desired function (acknowledged by the
appropriate indicator light) is activated.

EMG Null: this control permits the digital display to
be adjusted to a reading of zerec, for readout calibration
under conditions of minimal muscle activity.

the three-pronged connector
permits attachment of the two active EMG leads and the ground
lead to the PIRD-Y input stage. When the operatcr desires to
monitor EMG's and apply muscle stimulation to the same
muscle, PIRD-Y allows both procedures to be accomplished
through the same electrodes (for this configuration, the
electrodes must be attached to the Primary Electrcdes
connector). The knob adjacent to the electrode connector
permits On/0Off and Intensity control of such muscle
stimulation,

this two pronged connector
permits attachment of (remote) electrodes, for stimulating a
muscle other than that serving as the source of EMG signals.
The Remote Electrodes are never used alone, but only in
concert with the Primary Electrodes when separate EMG
Monitoring and Muscle Stimulation sites are employed. The
knob adjacent to the electrode connector permits On/Off and
intensity control of mitscle stimulation through the Remote

Electrodes.

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




Records processed uder FOIA #201662195 Released by CDRH on 9/2/16

Mode Set Field: successive depression of the Item Set
button allows the operater to select one of five PIRD-Y modes
of operation. The five operational modes have been
previously described (see Modes of Operation Section).

EMG _Scale_Setr Field: successive depression of the
Item Set button allows selection of the EMG recording scale
range (in microvolts). 1In all cases, the lower limit of the
EMG recording scale is zero.

Threshold Set Field: depression of the Item Set
button while in the Threshold Set Field allows the operator
to select a desired EMG threshold level for triggering muscle
stimulation. The bargraph scale is calibrated as a
percentage of full scale EMG; full scale EMG is set
separately, as described above. The Threshold Set operation
applies only to the EMG-STIM, EMG-REMOTE and EMG-AUDIO Modes
of operation (see below).

depression of the Item Set
button allows selection of the desired muscle stimulation
pulse frequency (in Hertz).

Pulse Width Set: successive depression of the Item
Set button permits alternative selection of either a 300 us
or a 1000 us pulse width for muscle stimulation. Pulse width
should be selected based on the optimal combination of
patient comfort and muscle stimulation effectiveness.

Digital Display: the instantaneous value of the EMG,
updated many times each second, is displayed. For diagnostic
convenience, the display holds the maximum value achieved
(defined as that value just preceeding any period of 2
seconds in which the walue does not rise) for a period of 2
seconds.

EMG Trigger Threshold Display (Bargraph): when PIRD-Y
is in the Run Mode, the EMG trigger threshold bargraph
displays a value of 100% (every bargraph element is 1lit) when
the previously set EMG threshold value is exceeded. This
provides a dramatic indication of goal achievement. Prior to
exceeding the threshold, the EMG Trigger Threshold Display
indicates the actual instantaneous EMG value, providing an
alternative to observation of the digital display for
tracking progress of the emerging EMG,

Stimulation Frequency Display (Bargraph): the display

indicates the existent setting for the muscle stimulation
pulse frequency, in Hertz.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Recording Environment. The EMG Recording portion of EIRD-Y
is highly sensitive, as it must be for appropriate
responsiveness to the quite weak and elusive voltages
available at the skin surface from underlying muscle
activity.

CAUTION: the pronounced electromyograph sensitivity
of PIRD-Y means that, in addition, any electrical
artifacts (e.g., A.C., movement artifacts, etc.) that
are present may also be recorded. Careful attention
to the technical instructions in this manual can permit
elimination or minimization of any artifacts which are
present.

Instrument Location. The device and patient should be
located as far as possible from equipment cords, f£luorescent
lights, office or house wiring, and other potential sources
of electrical interference. Reasonable precautions can
nearly always obviate the need for shielding.

Electrodes. The accessory package includes electrodes
which are specifically compatible with this instrument. The
use of other electrodes is not recommended, since the metals
may be dissimilar and considerable baseline drifting or
blocking may result.

Electrodes should be initially clean and dry. Apply a high
quality electrolyte gel as a thin, uniform layer covering the
entire electrode surface. After thoroughly cleansing the
skin with alcohol, apply the electrodes to preselected skin
locations according to established procedures for the desired
clinical treatment. The electrodes should be firmly held in
place using non-allergic tape or some other suitable
retention mechanism.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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EMG Monitoring/EMG_Biofeedback
To operate the instrument as a stand-alone EMG Monitor:

1. Insure that both the PRIMARY ELECTRODE and the REMOTE
ELECTRODE knobs are in the full counterclockwise
(OFF) positions.

Move the RUN/SETUP toggle switch to the SETUP
position, and turn the instrument ON (switch on the

back panel).

Successively depress the EIELD STEP button until the
MODE_SET indicator is lit. (An instrument which was
just turned ON will 'come up' in the Mode Set Field
automatically).

Successively depress the ITEM STEP button until the
EMG indicator is lit.

Depress the FIELD SET button once, to select the EMG

SCALE field (the EMG_SCALE SET indicator will be
illuminated).

While the patient deeply relaxes the subject muscle,
adjust the EMG_NULL knob until the digital display
reads zero (or, on average, as near to zero as
possible).

During several trials of maximal patient effort to
activate the subject muscle, observe the maximum EMG
signal reading on the DIGITAL DISPLAY. From the
latter readings, determine a desired EMG signal range
(10, 100, or 1000 uvolts) such that maximal efforts
result in conveniently observable changes that do not
exceed the range maximum.

Depress the ITEM SET button, if necessary, to select
the desired EMG SCALE maximum value (10, 100, or 1000
microvolts, as signaled by the respective indicator
light in the EMG SCALE field).

Place the instrument in the RUN Mode by moving the
RUN/SETUP toggle switch to the RUN position.

Visual EMG Biofeedback can be directly accomplished in
the EMG Mode by allowing the patient to observe the
instrument control panel (the DIGITAL DISPLAY and/or

the TRIGGER THRESHOLD BARGRAPH, as desired).

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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@
. Muscle Stimulation
Py To operate the instrument as a stand-alone Muscle
Stimulator:
1. Insure that the PRIMARY ELECTRODES and the REMOTE
ELECTRODES knobs are in full counterclockwise (OFFE)
positions.
®

2, Move the RUN/SETUP toggle switch to the SETUP
position, and turn the instrument ON (switch on the
back panel).

3. Successively depress the FIELD STEP button until the
e MODE SET indicator is 1lit (an instrument which was
just turned ON will ‘'come up' in the Mode Set Field
automatically).

4., Successively depress the ITEM STEP button until the
STIM (Stimulation) button is 1lit.

5. Successively depress the FIELD STEP button until the
FREQUENCY SET indicator is 1lit.

6. Continuously depress the ITEM SET butten until the
. desired muscle stimulus frequency in Hertz (as shown on

® the STIM FREQUENCY BARGRAPH) is achieved.

7. Depress the FIELD STEP button once to select the
PULSE WIDTH SET Field (the PULSE WIDTH SET indicator
will be illuminated).

® 8. If the desired pulse width is incorrect, as revealed by
the respective indicator for the 300 us or 1000 us pulse
width alternatives, depress the ITEM STEP button once
to select the other pulse width alternative.

9. To initiate a stimulus trial, place the instrument in

® the RUN Mode by moving the RUN/SETUP toggle switch
to the RUN position; the stimulus train will continue
until the RUN/SETUP toggle switch is returned to the

SETUP position.

10. Rotate the PRIMARY ELECTRODES knob clockwise from the ;
® (OFF) position to the point where it has been turned
on but resides at minimal intensity.

11. With the patient repeatedly attempting a series of the
desired treatment movements, adjust the intensity of
. muscle stimulation to an appropriate level by rotating
®

the PRIMARY ELECTRODES knob.

12, If necessary, readjust the stimulus pulse width (see
steps 7 and 8 above) to achieve the optimal combination
of stimulus comfort and effectiveness.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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EMG-Triggered Mucle Stimulatio

To operate the instrument as a Muscle Stimulator triggered
by the EMG:

1. Insure that the PRIMARY ELECTRODE and the REMQTE
ELECTRODE knobs are in the full counterclockwise

(OFF) positions.

2. Move the RUN/SETUP toggle switch to the SETUP
position, and turn the instrument QN (switch
on the back panel).

3. Successively depress the FIELD STEP button until
the MODE SET indicator is lit (an instrument
which was just turned ON will 'come up' in the
Mode Set Field automatically.

4, Successively depress the ITEM STEP button until the
desired operational Mode has been selected, as
revealed by illumination of the appropriate
indicator light in the MODE SET Field menu. The
relevant choices are as follows:

A. EMG-STIM Mode: EMG Monitoring and Muscle
Stimulation applied to the same muscle
through the same electrodes (one set of
electrodes, connected to the PRIMARY
ELECTRODE connector);

B. [EMG-REMQOTE Mode: EMG Monitoring through the
PRIMARY ELECTRODES connector leads and
Muscle Stimulation through the REMOTE
ELECTRODES connector; this Mode permits
activation of the Muscle Stimulator by EMG
activity in a separate muscle on the same

or opposite side of the body; and

C. EMG-AUDIQO Mode: this Mode is similar to the
EMG~STIM Mode, but involves presentation of
a two-second tone instead of a two-second
period of muscle stimulation.

5. Depress the FIELD SET button cnce, to select the EMG

SCALE field (the EMG SCALE SET indicator will be
illuminated).

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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The particular patient movement which is the subject of
the present treatment should now be attempted several
times; depress the ITEM STEP button successively to
select an EMG recording range such that the response is
readily measurable but does not exceed the upper scale
boundary.

Continue to attempt the subject patient movement several
times while observing the TRIGGER THRESHOLD_ BARGRAPH,
to determine an appropriate EMG Threshold Level
(usually, a level 90-100% of the maximum EMG value
which, on average, the patient can achieve). Depress
the to select the Trigger
Threshold Field. Then, successively depress the ITEM
STEP button until the Trigger Threshold Bargraph
indicates the desired EMG trigger threshold.

Adjust the Muscle Stimulation intensity, using either

REMOTE ELECTRODES OFF/INTENSITY knob, as appropriate
to the Mode of operation previously selected.

Successively depress the FIELD STEP button until the
FREQUENCY SET indicator is 1lit.

Continuously depress the ITEM_SET button until the
desired muscle stimulus frequency in Hertz (as shown on
the STIM FREQUENCY BARGRAPH) is achieved.

Depress the FIELD STEP button once, to select the
PULSE WIDTH SET Field (the PULSE WIDTH SET indicator
will be illuminated). Pulse width should be selected
based on a balance between desired muscle effect and
patient comfort.

If the desired pulse width is incorrect, as revealed by
the respective indicator for the 300 us or 1000 us pulse
width alternatives, depress the ITEM STEP button once
to select the other pulse width alternative.

Place the Instrument in the RUN Mode by moving the
RUN/SETUP toggle switch to the RUN position.
Treatment can now be initiated, with a 2 second muscle
stimulation episode being initiated every time the
patient causes, through a conscious effort at movement,
a suprathreshold EMG in the muscle which is the target

of EMG monitoring.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Treatment Termination

Instrument operations to terminate treatment are as follows:

1. Insure that both the PRIMARY ELECTRODE and REMOTE
ELECTRODE knobs are positioned to the full
counterclockwise (QFF) positions.

2. Move the RUN/SETUP toggle switch to the SETUP
position, and turn the instrument Off by moving the
switch on the back panel to the QOFF/CHARGE
position .

3. Remove the electrodes from the patient and carefully
clean them in preparation for storage.

Batterv Rechargin

After 5-10 hours (or less) of instrument use, the batteries
of the unit should be recharged. This is accomplished by
connecthg the female connector of the detachable power cord
to the receptacle on the back of the PIRD-Y unit and plugging
the other end of the power cord into an appropriate
electrical power outlet.

WARNING: Never operate the PIRD-Y instrument for
treatment or test while the unit is recharging. The
ON/OFF switch on the instrument back panel must be
set to the QFF/CHARGE position for recharging.

WARNING: Always insure that the parameters of
electrical power available at the power outlet are
compatible with the power requirement specifications
of the PIRD-Y device.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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THEORY OF OPERATION

Signal Detection and Processing. Reference should be
made to Figure 2 for the following descriptions. An
electromyographic (EMG) signal received by the two ungrounded
PRT Y ELECTRODES i itted through air of

Microprocessor. In the Setup Mode of Operation, the

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Muscle Stimulation Channels. Proceeding peripherally

The use of a step~up transformer design provides a major
safety feature, in that for a worst-case shorting of the
primary and secondary windings, the subject could only be
exposed to about 9 volts.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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FIGURE 2
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Power_ Source. Of fourteen 1.25 volt rechargeable
Nicad batteries making up the BATTERY PACK, eight batteries
are used to obtain the +10 volt supply (with & center-tap to
also provide +5 volts), and six batteries are used to obtain
the -7.5 volt supply. The BATTERY PACK is concommitantly
disconnected from 110 VAC power for PIRD-Y operation by
placing the POWER SWITCH in the down position
(OFF/CHARGE). Moving the POWER SWITCH to the up position
(POWER ON) disconnects all PIRD-Y internal circuitry from
the BATTERY PACK, and connects the BATTERY PACK to 110
VAC power (through a back-panel CBARGER CORD PLUG and a
BATTERY CHARGER unit featuring an ISOLATION TRANSFORMER)
by moving the POWER SWITCH to the up position (POWER ON).

Three layers of protection are imposed to prevent the
possibility of the PIRD-Y device becoming connected to earth
ground through the battery recharging circuitry. First, the
POWER SBWITCH prevents simultaneous operation and
recharging. Secondly, the device is labeled for
disconnection of the detachable power cord during PIRD-Y
operation. Finally, the BATTERY CHAKGER unit contains an
isolation transformer which effectively disrupts earth
ground. All PIRD-Y cabinetry is non-conductive.

A normally functioning PIRD-Y instrument does not
require routine maintenance. The PIRD-Y Devices Maintenance
Manual describes certain troubleshooting and maintenance
operations amenable to technically competant users. All
other device problemns are to be referred to qualified Pirdy,
Inc. service representatives. To optimize customer
convenience, Pirdy, Inc. offers a board exchange program at
all service centers to minimize repair time,

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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EMG_Reccorder

Leads: two a.c.-coupled differential; one ground.
Range: three; 0-10 uv, 0-100 uv, and 0-~1000 uv.
Maximum Sensitivity: 5 uv.

EMG Indications (EMG Biofeedback)

Visual: three and one half digit display; maximum
value during an individual muscle movement
trial is held for two seconds.

Auditory: EMG-AUDIO Mcde; 2 second, fixed-frequency
tone triggered by suprathreshold EMG
signal.

EMG-STIM and EMG-REMOTE Modes (some models);
fixed-intensity tone proportional in
frequency to the EMG signal intensity.

Muscle Stimulator

Qutput voltage: 20-120 volts, approximately
constant power output.

Output impedance: 1000 ohms maximum.

Pulse duration: 300 us or 1000 us, selectable.

Pulse waveform: monophasic; rounded rising phase,
and approximate exponential decay.

Stimulus: electrodes shared with the EMG
recording, or independent from
EMG recording.

Pulse repetition

rate: 20-100 Hz, selectable

External Connect

Three-pronged connector for EMG recording leads (muscle
stimulation can be accomplished through the same electrodes
in certain operational modes).

Two—-pronged connector for Remote Muscle Stimulation
(used when EMG Recording and Muscle Stimulation involve
different muscles).

Three-pronged power cord connector for power cord (used
during battery recharging only).

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Power
Internal rechargeable batteries (14): 1l.25 volt Nicad

Battery Charger power requirements: 110-120 vclts,

50-60 Hz.
Mechanical

Dimensions: 12" width, 8% depth, 5" max. height
Weight: 4 lbs. Shipping Weight: 5 1bs.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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PIRD-Y Electromyographic stimulators are guaranteed
against workmanship and material defects for a period of one
year. During the latter period, repairs or replacements will
be made at the manufacturing facility or service center at no
cost to the purchaser, provided that the instrument is
returned transportation prepaid. Notify the destination
Pirdy, Inc. facility prior to shipment.

Service personnel will be made available at the
customer's location in the Continental U.S. and Canada within
one week of notice, the cost of round—-trip airfare to be paid
by the customer.

A visit to the customer's facility can be made at no
charge, when scheduled at the option of Pirdy, Inc.

The PIRD-Y Limited Warranty excludes the following
situations from this guarantee: mishandled or abused
equipment; and any devices that have bheen modified without
the prior approval of Pirdy, Inc.

Inspect all shipping cartons for damage, and record all
damage on the transportation carrier's shipping manifest
before signing. Upon detection of internal damage,
immediately stop the unpacking procedure and request an
inspection by the transportation carrier. Also, notify
Pirdy, Inc. of any damage or loss.

N N S S S R S E S E S e E SRS

Ittt ] -3

Notify the destination Pirdy, Inc. facility prior to
shipment of any devices. Packages must include -detailed
information regarding the name and facility of the customer
and the reason for shipment. Shipping charges must be
prepaid unless alternative arrangements have been authorized
by Pirdy, Inc. For protection of the customer, all return
shipments should be insured for full product value.

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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ATTACHMENT _ II
MACHINE LABELS

The preliminary text of all machine labels is presented
below. FEach label is intended to be directly printed on an
instrument face or applied to an instrument face as a
permanent sticker.

Front Panel

1. 1IMPORTANT: Charge Battery and then Disconnect the
Power Cord from the Back Panel Before Use.

PIRD-Y Model Electromyographic Stimulator

Back Panel

1. TIMPORTANT: Always disconnect the detachable power cord
prior to using this device. Never attach the power cord
to the device during operation.

Model Number e Serial Number . ___ Recharging
requirements: 110-120 volts, 50-60 Hz.

CAUTION: Electric Shock Hazard; Do Not Remove Cover.
Refer servicing to qualified service personnel. Refer to
Operators and Maintenance Manual supplied with this
instrument.

IMPORTANT: Improper battery insertion will cause
batteries to heat. Use rechargeable 1.25 Nicad batteries
only.

Pirdy, Inc. 522 S.W. 5th Avenue, Suite 725, Portland,
Oregon 97204. Phone: (503) 241-3372.

CAUTION: Federal Law (USA) restricts this device to sale
by or on the order of a physician.

BEST AYRILABLE COPY

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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ATTACHMENT IIT

. ADVERTISING MATERTAL

The following list represents preliminary information and

marketing claims to be presented in advertisements, product
information brochures, and product data sheets:

1. PIRD-Y Electromyographic Stimulators are quite
PY affordable, state-of-the~art devices featuring o
pronounced simpliClty of operation and true portability.

l
; 2. PIRD-Y Electromyographic stimulators possess these key
i .

attributes:

* ok ok % % o A %

economy

* %

B. Bargraph -

state—-of-the-art design
solid-state electronics
simplicity of operation
totally self-contained
very affordable
non-invasive

battery powered for optional safety and portability
rechargeable batteries for maximal convenience and

3 EMG ranges:

* EMG Monitoring
* EMG Biofeedback

* Muscle Stimulation

. 3. EMG Monitoring and EMG Biofeedback

0-10 uv, 0-100 uv, and 0-1000 uv
2 Visual displays of the EMG
A. Digital

rapidly vpdated continuously
during a movement

display holds for two seconds
the maximum EMG value achieved
during the movement, for
convenience in diagnosis and
for patient feedback

rapidly updated continuously
during a movement

entire display lights up as an
indication of gcal achievement,
when an EMG trigger

level is exceeded

* Audio biofeedback signal available in selected

operating modes

* All recordings obtained non-invasively through skin-
® surface electrodes -

4., Muscle Stimulation

. higher voltages required for NCV and other
Qo sophisticated diagnostic and stimulation regimens

% * Voltage range 0-120 volts; the necessarily much
|

(ranging to 300 volts or more in certain complex
competitive products) have not been included with

PIRD-Y,

in the interest of true economy and

simplicity of operation

l\. .‘1 .
Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS bhEeSrIw MA!—L&E Iﬁg CUPY
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* Simple operator control of stimulus intensity,
stimulus pulse frequency, and stimulus pulse width

* Approximate constant power output

* 2 stimulus configurations
A. Primary Electrodes connector - both EMG
Monitoring and Muscle Stimulation are
accomplished through the same skin
surface electrodes

B. Remote Electrodes connector - stimuiation
electrodes are connected to this socket
when it is desired to stimulate a
different muscle from the one used for
EMG monitoring
* All stimulation is accomplished non-invasively
through skin-surface electrodes

5. Electrodes and Cables

* low—-noise, reusaple electrodes and cables are
supplied with each PIRD-Y instrument.

6. Indications and Contraindications
PIRD-Y devices are indicated for the following:

1. Neuromuscular rehabilitation following CVA
(stroke), brain injury, spinal cord trauma,
cerebral palsy, etc.;

2. Neuromuscular re-education accompanying
relaxation training, chiropractic treatments,
biofeedback programs, etc.;

3. Prevention or retardation of disuse atrophy
secondary to CVA (stroke), paralysis, trauma,
CNS injury, cerebral palsy, lower motor
neuron disease, etc.;

4., Facilitation of voluntary motor function;

5. Circulatory stimulation of celected muscle
groups following surgery, injury, oc
relative disuse; and

6. Maintenance or enhancement of range of motion.

There are presently no known contraindications f£or using
PIRD-Y devices.

[ BEST AVAILABLE COPY -

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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TTACHMENT

PROFESSIONAL JOURNAL ADVERTISEMENTS AND PRODUCT SPECIFICATION

SHEETS FOR THE SUBSTANTIALLY EQUIVALENT DEVICES LISTED IN
SECTION 807.87(f).

As mentioned in the body of this 510(k) Submission,
listing is captioned with the unique item number from Section
807.87(f), specification of the source of the item, and the

range of dates for which commercial availability of the
device or quite similar models was verified.

each

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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[EC/A\S ENIGE sPeCIALISTS

most complete/proven
range of
== electromyographs

Model B-2/CT Compact Single Channel Electromyograph—comprehensive facility
for all motor and sensory nerve measurements—automatic Polaroid photo-
recording—digital latency indicalor—provision for exlernal stimulation

and recording accessories.

Model JM Modular Portable Electremyograph—avaiiable with one or two channels—
plug-in modules: Integrator, Strain Gauge Amplifier, Muscle Stimulalor, elc., provide
versatility—performs all clinical tests—also valuable for teaching and research,

Model TE-4 Direct Recording Multichannel Electromyograph—ior clinical
and research studies—incorporales a unique fiber optic recorder that makes
graphic records in seconds of four beams of information displayed on the
monitor screen~—basic unit provides r.any new operation and performance
features which mmake a wide range of tests available and simplily operation—
can accept up to eight modular plug-in units which can extend the capabilily
of the instrument to include such facilities as Evaked Potential Averaging,
Signal Delay Line, Strain Gauge Recording, Multipulse Pulse

Stimulation, EMG Action Potential Analyzer, and others.

Add Stop Action "isplay to any TECA EMG with TECA Slaved Storage display
Muus' 38D includes new time saving automalic features.

Modet CH3 Variable Pulse Generator

and Chronaxie Meler — a wide-range, precise,
stabilized current pulse generator widely used
in electrodiagnostic lesting.

TECA manufactures a full complement of autoclavable needle and surface electrodes for recording and stimulation.
Selected regional representatives and/or factory fleld service available in all areas.

Phone at our expense for additional information or demonstration I__J E @A

CORPORATION
220 FERRIS AVE. (O WHITE PLAINSN

Questions? contact FDA/CDRH/OCE/DID at CDRH—FO'STBE.&&f(AMALLMbE —&gBYS
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dual-channaels for simultaneous stimulation of two ‘

get the benefits of muscle exercise, without the
discomfort of physical activity.

Presenting the Respond'™ Neuromuscular
Stirrlator from Medtronic. The Respond™ stimu-
lator contracts muscles with safe, comfortable
electrical stimulation which can retard disuse
atrophy in casted patients. And that can mean
faster rccovery.

Studies show that casted patients
who usa a combination of muscle
stimu.ation and isometric contractions
show more improvement in muscle
function and limb circumference than
those who use only isometric contrac-
tions. (Write Medtronic for a complete
list of muscle stimulotion studies.)

The Medtronic Respond™ system
is the most advanced neuromuscular

HOW TORUN A MILE
WITH ABROKEN LEC.

muscle areas. And only the Respond™ neuro-

features like amperage limitation, variable-duty

muscular stimulator offers comfort and efficiency &

cycling and adjustable rise time...combined with }\‘

dual channel capability in a single uni.
The Respond™ neuromuscular stimulator is part
of a complete family of Medtronic neuro
products... including implantable and
TENS pain control devices. Like all
Medtronic products, each one is
backed by our reputation as the
leader in electronic medical devices.

QMed[ron/c

Newro Division, 3055 Old Highway Eight.
Minneapolis, MN 55418

frow : Fl.y.cu'al Therery
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logical coping, social functioning, and vocational rehabili-
tation. In addition, specific complications or activitics
assaciated with spinal cord injurics were addressed which
included the necurogenic bladder, sexual function, auto-
nomic dysreflexia, pressure sores, and lower extremity
orthotics. The material provided in these subjeet arcas
has been well orpanized, is clearly written, and is appro-
priate for the stated purposes of the book. Concern must
be raised, however, in relation o the references provided
by most of the authors since the majority of those cited
have a publication date prior to 1970, Thus, recent
research relevant to spinal cord injury does not appear to
have been utilized during the prepuaration of the text.

The book is an appropriate reference text ‘or the
several types of health professionals who would be associ-
ated with the care and management ol persons with spinal
cord injury (e g, nurses, occupational and physical thera-
pists, social workers, vocational counselors, physici.ms,
and clinical ge
arc those t
ment (spin
The amot

the use of
for ways t

1127¢ -l9%2

sional-patie

from : Plp,.«/?al 7lm'/’, 1278
verihed an.olcb/uy :

L7em # 3

problems, reference to recreational or sport activities, and
drivers’ training).

The photographs, charts, diagrams, and other illustra-
tions are beneficial and adequately complement the writ-
ten text.

The text was not designed to be a “*how to" book, but
is more a descriptive compendium of the various aspects
of care and management of the person with a spinal cord
injury. Individuals who seek detailed und specific infor-
mation in several arcas presented will find they must refer
to other sources.

FRANK M. PIERSON

Stroke and its Rehabilitation. Edited by Licht S. Balti-
more, Williams & Wilkins, Inc, 1975, cloth, 562 pp, 1llus,
$20

12tn in the Physical Medicine lerdry
volumes in the series, the
nt as much information as
sical medicine. This book
>f stroke from both medical
luded is an extensive list of
afl areas.

by a different contributor.
ils with the medical aspects
: rehabilitative process.

vith a historical overview of
seginning with the Greeks,

NEW
SOIC STO %

‘i';iﬁa

Light weight — 12 lbs. —
heawvy-duty construction.

orfanie mooel
gt welgnt

THERAPEUTIC
MUSCLE
STIMULATOR

SP2/T

« Surging DC currents (in addition to AC).
« Unique graded surge build-up.
« Exceeds latest power lir salety recommendations.

Meier. LED indicator lamps and
calibrated controls make this
a truly professional instrument.

L

SCE&AN

CORPORATION

220 FERRIS AVE. [0 WHITE PLAINS, NEW YORK 10603 O 914 WH 6-4593/ TWX: 710 568 1378

Volume 58 / Number 2, February 1978
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-y ENTOR presents the
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a new, superb quality
Neuromuscular Stimulation
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This treatment modality has proved to be effective in reducing
disuse atrophy in casted patients, re-educating muscle groups
damaged by denervation and improving muscle tone without actual
physical activity. And, Mentor has the finest unit on the market:

« Superb electrical-qualities « Hidden potentiometers
» Extra power « “Ramped” impulses
« Dual channels handle up to 8 electrodes  * Self contained and external controls:

Mentor Corporation has been manufacturing instruments for neuro-physical applications since

1969. The new “Activator” joins the Mentor family aiong with the popular Mentor 100 and the Mentd

150 TENS units.
Call or write for details. . MENTOR CORPORATION

9700 Freeway Boulevard #750
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Zimmer introduces its new
electrical muscle stimulator:

The MYOGUARD"

oo Physiod Thom
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Stimulator...

minimizes disuse atrophy
and hastens recovery.

Whatis the MYOGUARD Stimulator?

The MYOGUARD Stimulator is a small, sell-conlained baltery:
operated unit that ranscutangously stirnulates the musculature ol
the poslsurgically immobilized patient, causing muscle conlrac-
tion thal simulates exercise

What are the benefits?

Electncal muscle stimulation indtialec immediately postoperativaly
minimizes disise atrophy Resull more rapid return lo optimal ac-
vty with recluced need for rehatxitation

What are the applications?

MYOGUARD therapy 15 particularly useful in sports madicine and
mlrauma cases when patents are intraction Excellent resulls
have been reporled with posisurgicat knee-immobilized palients.

How difficultis MYOGUARD to use?

Thisis a very simiple, easy-lo-use device thatis totally prepro
grammed The outpulis fixed and only the amplituda (intensity) is
controllable s pownred by a single, long-life, repinceable batlery.

Are there economic implications to the use of this thera-
peutic technique?

Yes, because patients can return 10 their normal activity—with opli-
mal performance levels—more rapidly. This has obvious aconomic
advaniages lor all peticnis and especially for athletes In adchition,
the reduchon in the auration of physical therapy required can help
contamn the usual rehabititation costs

Does this therapy alfect blood flow?

As with alt exrreise, blood circulalion is enhanced. There is specu-
lation that this improved blood circulation might have an influence
on the ncidence of deep vein thrombosis, (Substantial exploratory

research is now underway in this area, especially following ortho-

paechc surgery. To learn of fulure developments, please complele
and return the attached coupon)

Is the MYOGUARD Stimulator compatible with continuous
passive motion exercise?

Yos, parly work suggests that these two modalities may well func-
tion synergistically. (For inforrmation on the ZIMMER” CAPE* Con-
tinual Analomical Passive Exerciser, please use the atlached
coupon)

What electrodes are available for MYOGUARD?

There is a chaice of strap and spol electrodes with either
CONDUCTOL* Foam or karaya gum.

How can | get more information?

Please complele and rmail the attached coupon or call
800/222-4443. In North Carolina call 704/568 9120 collecl.

The MYOGUARD Stimulator:
minimizes disuse atrophy, speeds
recovery, reduces the neea for
rehabilitation,

*MTOGUARD"” Elrcincal Muscle Slimulator ancd CAPE ™ Continun! Anatomical
Passwve Exetciser a «.l(k-mmk50l 74 \mw

CONDUC IO Cant

a subsichary of Zunroer, Ine

The MYOGUARD Stimulator ...
brought to you by your professional
Zimmer representative.

Data on file and available on request

l
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|
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|
|
|

Patient Care Systems

Division ol Zimmer
i | 5701 Executive Center Drive
’ Sule 210
Charlolie, North Carolina 28212
Phone 800/222-4443
In NC. catl 704/568-9120 collect

Please forward reprints and MYOGUARD literalure

Please forward inlormation on the CAPE Continual Anatormicat
Passive Exerciser

Please put me on your mailing hist lor fulure information on deap vein
thrombaosis

Please ask my Zimmer representative to call me for an appoiniment.

Areiy Codu Nunber Ext
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J33
Muscle Trainer

BEST NYAILABLE COPY |

Questions? contact FDA/CDRH/OCE/DID at Cpgiﬁrﬁe

“BHAPING - '
CONTROL .8 \I

#®. Aproven performer

The Cyborg J33 Muscle Trainer is
the world's largest selling EMG
biofeedback instrument. It is a
completely self-contained
portable instrument specifically
designed for EMG biofeedback
training in or outside the clinic or
office. Battery powered,
extremely compacl, lightweight,
and conveniently used in any
environment.
Systems Capability
Unique flexibility and low cost
make the J33 an ideal initial
investment in biofeedback
capability which may later be
expanded into a total processing
system. J33 Trainers serve as
input modules to P600 and
BLS0OO distributive processors to
avoid unnecessary expenditures
in acquiring systems capability.
Sophisticated Controls
Meter readout gives EMG level
relative to pre-set training goals.
Direct visual feedback, together
with a calibrated shaping control,
makes it possible to set
reasonable training goals relative
to initial EMG activily levels, to
determine EMG level in
microvolts, to observe
approximalion to those goals, and
o alter oal E&ro ressively as

Audio Modes

Two audio feedback modes
permit a choice of rising and
falling tone or variable repztition
rate clicks, both proportional to
EMG signal level. An earphone
output may be used for private
listening.

Range

A wide sensilivily range makes it
possible to detect extremely low-
level muscle activity. Three
sensitivity range settings provide
optimal readout at different
activity levels.

Options

A variety of sensors adapted to
specific clinical needs are
available. Automatic sensor
contact and baltery checks are
made by the instrument.

g&fda.hhs.gov OR 301-796-8118




9/2/16
Records processed uder FOIA #2016-2195 Released by CDRH on

Specifications

Shaping Control

The shaping contro| permits
selection of progressive Iraining
goals reasonably distant from
initially determined baseline
aclivity, Actual EMG vollage levels
<an be read direclly from the
shaping conlrol,

Meler Readout

A ratio meler indicales
conlinuously the difference
between actual EMG level and
breset goal, giving visual
feedback of training progress.
Two Audio Feedback Modes
Audio feedback comes on at and
above the goal sel on (he shaping
conlrol. A swilch permits choice
ol audio feedback in the form of
rising and falling 1one or as a
variable repetition rate of clicks,
Both are proportional lo EMG
level, increasing as EMG activity
rises, decreasing as aclivity
drops,

Earphone Audio Output

For privale listening, an earphone
oulpul, which culs off the built-in
Speaker, is provided an the back
ol the instrumeni case,
Sensitivity

The J33 measures signals from
0.7-1000 uV. For oplimal readoiut
al diflerent levels, three sensitivity
ranges may be selected: 0. 1~10
uV, 1-100 uV, and 10-1000 uv,
Sensor Contact and Low
Battery Indicator

A front panel light indicales
INadequale sensor contact and
provides warning when batteries
'equire replacement. Two 9-volt
lransistor batteries are included
wilh i* - instrument.

Variety of Sensors

Large sensors for moniloring
muscle group activity, smaller
on~ for single muscle lraining,
ain. yub-dermal sensors for
Special applicalions are available
for 1he 433, Sensors have
disposable adhesive discs,
headband for lorehead
placement, and color-cnded
leads for the two signal and one
ground attachments,

{

BEST AVAILABLE COPY

Low Noise Amplifier

Input noise: lypical 0.6 uv
RAMS,

Differential input impedance:
greater than 2 megohms,
Common mode input impedance
greater than 50 megohms

Input current: Jesg than 100
nanoAmps,

Common mode rejection
ratio: 100 db (100,000:1).

Filter bandpass: 100-1000
Hz: nolch fitter greater than 40 db
rejection at 60 Hz,

Processing System Output

The J33 may be used as the

satellite unil input (o Cyborg P00

and BL900 Processors, which

perform complex integrating and

display functions, add a large

variely of feedback modes, and

permil analog and digital data

recording as wel| as interface with

pragramming equipment,

Physical Characteristicg

Size: 7" x 2" x 4" deep;

Weight: 16 o2,

Convenience Features

The compact, lightweight, battery-

powered 433 comes with a

convenient carrying case and

may be used irn any environment.

Standard Accessories Included
Complete sensor assembly

mcluding thren individual
EMG sensors 5mm),

Adjustable headbangd ~

One lube electrode paste

Two skin preparation pads

100 Adhesive discs

Carrying case

Shoulder Strap

Instruction manual
Warranty
Five years on alf slectronic parts;
one year on labor and
electromechanicai parts,

Cyborg Corporation

55 Chapel Stree!

Newton, Massachusetis 02158
US.A.

Telephone: (61 7) 782-9820

Copyngh) o 1979, Cyborg Corporation All
fights reserved. Printed in U.5.A, Patenis
issued ang pending, Sales resticied o
professionals only.

All speciications subject 1o change withoyp
notice.

Cyborg’

CORPORATION

OR 301-796-8118
Questions? contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fdﬂa.hhs.gov
ues ?
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Finally. Therapeutic Myography.

Facilitating the disabled
proprioceptive sense is vital

for neuromuscular re-education
of neurologic patients’.3.4.6-9,
Sensory awareness of the
prime mover’s action is essential
for relearning coordinations.s,
And contemporary therapy
specifically stresses feedback

to the patient through
undamaged senses?.

But this behavioral feedback
is usually inadequate. It doesn’t
meet the requirementss:s of
being immediate, continucus,
sensitive, and truly proportional
to activity.

After early reports of the
effectiveness of myographic
feedback for rehabilitation?
and exquisitely fine control
of muscular activity?, much
attention has been focused on
using it in clinical practice®.
Several authors present dramatic
success for flaccid and spastic
hemiplegia, re-innervation,
spasmodic torticollis, drop-foot,
cerebral palsy, and a variety
of other neuremuscular
disorders.

But routine myographic
feedback hasa’t been practical
or affordablee.

Now it is.

The Myo-Tene™ feedback
myograph is the first practical
for long-term patient use. It’s
truly ambulatory. From the
casily used controls to the
ultra-comfortable flexible
electrodes it's made for the
patient.

And detailed training
programs help you start using
it today. You don’t have to re-
organize your therapy around
the Myo-Tone. It fits right in
with the patterns and exercises
you use now. But its ability
to pick up even the tiniest
activity gives you a powerful
tool that helps make exercise
patterns effective much earlier
than usual. And it similarly
helpsinhibit spastic contractions
thatinterfere with coordination.

Y

\ J

— -

OO

A complete range of
accessories gives you the
feeedom to use just the kind
of equipment needed for a

particular situation. Besides
the normal auditory feedback,
there’s a meter and lighted
bar graph for visual display.

References

And special electrodes for
small muscles. And all the
bits and pieces that make the
system easy to use.

Best of all, a rental makes
the entire system, or just
part of it, easily affordable.

For you and your patient.

Ask for details and you'll
get our free Report on
Neuromuscular Re-sducation.
It reviews in depth the physiology
and clinical practice of feedback
myography, including practical
descriptions of specific
applications. .

Send us the coupon and
start using this important new
approach to therapeutic exercise
teday.
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. References to clinical practice are too nunierous to list here. The free Report

has an extensive Libliography.

0 Please send your free Report on Neuromuscular

Re-education.

l 0 We want o try a system, free, for two weeks.
Send details.

<

L 4
Isis
DeWitt Busiding 764

Ithaca, New York 14850
607-272-3020
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WHEN YOU’RE SERIOUS ABOUT

BIOFEEDBACK

YOU CHOOSE

COULBOURN

 BEST A7XLBLE GOPY |
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The Autolab 21is
designed for the serious
educator and the clinical
practitioner requiring the
economy of 3 modalities
in a single instrument,
The unit features both
proportional and
threshold feedback in the
auditory mode and
proportional feedback in
the visual mode by means
of a remote meter display
furnished with the
instrument, Automatically
limed digital data
sampling, not found in
competitive instruments, .

- AUTO LAB 21 provides the precision,

objective data needed in
EMG, Alpha EEG, Temperature any biofeedback

application,

AUTOLAF Tt SFCIFICATIONS STHALLUS SYNTHSHS

$ICHAL CONDITIONING Tona Control
Bicamplificr Sectlon / filter Section THRESHOND SILECT:

INPUT RESISTANCE: 10% Ohrms Abowe Threshold Rarge 100 Hz 1o 2000 Hi {Flaed)
(Qiterentlal & Common Mod<) Below Threshald Na Tone Cenctated

INPUT BIAS CURRENT: 10 hA PROFOATIONAL SILICT:

COMMON MODAL REGECTION RATIO [CMRR); Sweep Range 50 Hz 10 2000 Hz for 2 zeva 1o (ull scabe
DC 10 100 Hi 315 d8 Typical 104 98 Min. teading
O 10 1000 He 100 d8 Trpcal  d8 Min. Metet Reading (Faed)

FREQUENCY RESFONSE: TONE THRESHOLD: Adjurable from 0 1a 1 limes meter 1cale
ILRHAMOOL  JH/ 1 HE (=) 98 points)  TONL AMPLITUDE: Adjustable for comdonable kiueming hevet
(MG MODE 200 He to 1000 He (=) d8 Faini}

ROLL Off TYPICALLY 18 d8 PIR OCTAVE DATA ACQUISITION e -

CAIN: 10,000 {100 Microvok Senitivity) Mf"b'::o:’:‘mq of o

100 500 {10 Microvolt Semtivit empet sty
oy 0 1o Micrevolt " DISRAY:  Kesehbon
80 Mz 10 1.0 Hs 0.1 Microvolty RMS Iyplcal Sempecature 10.001°C 0-1°C  t4.97% Max. Over Ringe
0.0 Microvolts RMS Mai, HOC 0-W°C 1+49.99 Maz, Ower Range
200 He 10 1000 M4 0.3 Micravohs Rass -fypical LaC/UC 00 v 00wy 4.9 Mus Ower Ringe
0.4 Microvolts RMS Aded, 0.1 v 0100 1y 4.9 Man. Over Range
INTEGRATOR TimE CONSTANT: ACCURACY: s7%
Adjustable 202000 Mltliseccnds (HEG/EMG onfy) SAMILE FERIOOS: 1 Sec. and 10 Set.
TEMPERATURE SECTION POWER RIQUIRIMINTS
. ACCURAGY: 1% 105 10 125 VAC 60 Hr 10 Waen {30 Ha Available)
RESOLUNON; £0.001°C 0-1°C Sweawltivity Operating Range 0 10 0°* Centigrade
£0.01°C 0-10° Scmisivity
TOLATION INFORMATION
Fatlent connections and all erpored metal parts are
holaied lrom rirth ground sod Libeled as such,
WAKACE  Wuh AC, $0uA AL Typaal

BEST RVAILABLE coPY
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AUTOGEN X~
s o
= \ [
. a N
THE INSTRUMENT The HT—1 EMG is an <
easy to use portable trainer with specifications 2_ 3
which substantially exceed those of competing ~\ )
home training units (see reverse side).
Electromyographic feedback requires extensive i: “
filtering of non-EMG signals; the HT-1 provides a ¢ L
cleaner feedback signal than any competitive port- g
: able device. The instrument is housed in a tough °°
outer shell which enhances durability and stabil- W
ity of the instrument over extended usage. :\R
For Home and Clinical Training a -
FEATURES i
¢ COMPATIBLE WITH ALL AUTOGENICS® 3 :
INSTRUMENTS ’ ’
~ ¢ HIGH SENSITIVITY (0.4 MICROVOLTS RMS) eleCh omy 087 czp h ~X b 4
™ » LARGE, EASY TO READ METER
o \ ~ e FIVE SELECTABLE METER SENSITIVITY
o~ \ \\ SCALES _
. e TwWO AUDIO FEEDBACK MODES
S~ S~ « BUILT-IN SPEAKER
\\ T * VOLUME CONTROL Y i
. . ~_ \ ™~ * INSTRUMENTATION OUTPUT FOR DATA ~ ™
! ;,E "*3' tqy .ﬂ HADT B ~. S~ ACQUISITION \8 |
amBi-E £ﬂpy V ™~ - e ATTACHES TO HEADPHONES OR Q
T~ EXTERNAL SPEAKERS
T~ * BATTERY TESTF
~_ UNCTION l-. TS
Questions? contact FDA/CDRH/OCE/DID at CDRH—FOIS\MI\U:S@fda.h s—
— \Q
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AUTOGEN® HT1 specifications ,
AMPLIFIER CONTROLS
Input noise: 0.4 uV RMS (100-200 Hz) Power off/on/volume N
Filters: 60 Hz powerline rejection (50 Hz Meter scale selector
optional): 46 dB; high pass; 20 dB/octave Threshold selector (above threshold standard;
below 100 Hz; low pass: 6 dB/octave above below threshold optional)
200 Hz Audio feedback mode selector
Bandpass: 100~-200 Hz (high pass: 20 dB/octave;
low pass: 6 dB/octave) OUTPUTS
Built-in speaker
FEEDBACK Audio connector for external speaker or stereo
Analog tone headphones: 8 ohms
Variable pulsated analog tone Absolute EMG level
Direct audio feedback optional
. PHYSICAL
METER FUNCTlQNS Environmental operating range: 0°-50°C
Logarithmic meter with 5 selectable scales: (32°-122°F)
0.15-3.0 4V, 0.5-10 pV, 1.5-30 uV, 5-100 uV, Power: rechargeable batteries
50~1000 uV, Size: 2% " high x 4" wide x 4'%2" deep
Battery test Weight: 1'% lbs.
e e e
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An EMG breakthrough!
A monitor that is precise,
po"table & affordable.

EMGI0OT™

for only
$199.95

This micro-electronic instrument offers. .

- clinical precision in a highly-affordable. portable
package. EMG 100T is ideal for use in muscle
rehabilitation following injury or stroke because it can
isolate and register visually EMG activity of less than
0.3uV RMS and provide true DC RMS EMG and raw
EMG for data acquisition. High input impedence

(100 million ohms) renders gel virtually unnecessary.

Connected to the equally-compact GSR 2 monitor, it
can also provide sensitive tonal analog feedback for
threshold information and relaxation training.

EMG 100T is also excellent in the treatment of
tension-related ailments such as migraine and skeietal
muscular disorders.

1992 - 196y

/ ﬂrra/ L, 178y

ca
/

%

.

4

System includes meter, electrodes, headband,
cassette tape and manual, One year warranty.

Thought Te~hnology Ltd.,
2180 Belgrave Ave., Dept. #363
Montreal, Que., Canada H4A 218

EENEEREEEES RN

e

Vrn.ﬁ

From ! Plyﬂ
4{ ‘Vd}/‘

N o
® Address

City State

Zip

Please send me . EMG 100T units @ $199.95 ea plus

shipping $5.95; ____ GSR 2 units @ 49.95 ea plus shipping

$3.95. 1 undurstand 1 I am not completely satisfied within 30
B days. | may return the stem for a prompt and courteous refund.

. I wish to pay by o cheque Master Card . Visa | Amer
7 R\ -, e
BEST AVAILABLE £OPV | Ca s
= Signiture i -
¢enis 1o B Thought Technology Led.
21R0 Belgruve Avenue, Dept. £ 363
Maontreal, Quebec Canada H4A 218 (314) 489-8251
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Display

The P303 Clinical EMG is a
unique visual display training
instrument {or clinic or ofiice. It
olfers the most advanced and
easily readable visual feedback
availuble today. Cyborg
LITEBAR™ display shows EMG
level as a continuous sequence of
color-coded lights, clearly
indicating whether muscle activity
is above (red), below (green) or a!
(yellow) pre-set training goals, as
well as showing direction of
change and relative proximity to
goal.

Multiple Modes

Four audio feedback modes
permit choice of a continuous
tone with rising and {alling pitch, a
click serigs with variable repstition
rate, 8 combination of tone and
click, or the raw EMG signal itself.
Sefting Criteria

The callbrated shaping coniroi
makas It possible to set
progressive tralnlng goals. Exact
EMG voltage level Is determined

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Stoelting-Cyborg Featuring Litebar™
P303
Clinical EMG

by a simple adjustment of tt
shaping control which may 1
be set to any goal reasonab:
terms of baseline activity. Gt
may be altered progressivel
fraining continues.

Wide Senslitivity Range

A wide sensitivity range mak
possible to detect extremely
level muscle activity. Three
sensitivity range settings pro
optimal readout at different
aclivity levels.

Power

Rechargeable batfteries and
recharger are included, as is
automatic battery-check ligh
Flexible Sensor System

A variety of sensors, adaptet
specific clinical needs, are
available, including large ser
for general muscle activity,
smaller ones lor single musc
training and disposable sens
An automatic sensor-control
check light is standard.

R
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LITEBAR™ Display

A horizontal row of LEDs light in
sequence as EMG signal shifts
above (red) or below (green) pre-
set training goals, giving the
appearance of continuous
motion. Three vertically-arranged
yellow LEDs, between "above"
and "below" series, light when
EMG signal is at goal. Rate of
change in EMG level is reflected
in rate of LITEBAR™ movement,
and proximity to goal is easily
seen.

Shaping Control

The exact value of the baseline
EMG voltage level is read from a
shaping control, adjusted until
yellow goal indicalors light. A
training goal reasonably distant
from baseline is then selected by
adjusting the shaping control to a
new level. Calibration matches
lowest sensilivity range;
multipliers ot 10 and 100 give
readings in higher ranges.

Audio Feedback Modes

The P303 is the only EMG
instrument coordinating audio
and visual feedback in a single
calibrated control. Four audio
modes offer a choice of 1) a
conlinuous tone whose pilch rises
and falls in proportion to the EMG
signal, 2) a click series whose
repetition rate increases and
decreases in proportion to the
EMG signal, 3) a combination cf
tone and click, and 4) the raw
EMG signal itself. Volume of the
first three is adjustable.
Headphone Audio Output

For private listening, a headphone
output, which cuts off the built-in
speaker, is provided.

Sensitlvity

The P303 measures signals from
0.6-1.000 uV. For optimal readout
at different levels, three sensitivity
ranges may be selected: .1-10
uV, 1-100 uV, and-10-1000 uV.
Rechargeable Power System
The P303 1s powered by a
permanent battery, which is
rechargeable. The automatic.
battery check light indicates when
vecharging is necessary. The
recharger is supplied wilh the
instrument and plugs into the
input jack.

Sensors and Sensor Check
Larger sensors for moniloring mus-
cle group activity, smaller ones lor
single muscle training, and conven-
ient disposable sensors are availa-
ble for the P303.

A sensor check light on the P303
indicales when poor sensor
contact is made.

Low-nolse Ampllitier

input nolse: typical 0.5 uV
RMS.

Dltferential input Impedance:
greater than 2 megohms.
Common mode input impedance
greater than 50 megohms.

Input current: tess than 100
nanoAmps.

Common mode rejectlon
ratio: 100 db (100,000:1).

Notch fllter: greater than 45
db rejection at 60 Hz (50 Hz
optional).

Filter bandpass: 100-1000
Hz
High pass greater than 60
db/decade (100 Hz); low pass
greater than 60 db/decade (1000
Hz).

Physical Characteristics

Size: 13" x 5" x 8.5" deep.
Weight: § Ibs.

Standard Accessorles Included

Senscr cable wilh junction

box

50 Quick Stick disposable

sensors

One tube electrode paste

Skin preparation pads

Battery recharger

Instruction Manual
Warranty
5years on all electronics and
electromechanical parts.

1 yearonlabor.

Stoelting-Cyborg
1350 S. Kostner Avenue
Chicago, IL 60623 U.S.A.
Telephone: (312) 522-7777

-
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[EC/A\S SPECIALISTS

most complete/proven
rangeof
== electromyographs

Model B-2/CT Compact Single Channel Electromyograph—comprehensive facility
for all motor and sensory nerve measurements—automatic Polaroid photo-
recording—digital latency indicator—provision for external stimulation /

and recording accessories.

N g i
R i ——

Mode! JM Modular Portable Electromyograph—available with one or two channels—
plug-in modules: Integrator, Strain Gauge Amplifier, Muscle Stimulator, etc., provida
versatility—performs all clinical tests—also valuable for teaching and research.

Mode! TE-4 Direct Recérding Muitichannel Electromyograph—ior clinical
and research studies—incorporates a unique fiber optic recorder that makes
graphic records in seconds of four beams of information displayed on the
monitor screen—basic unit provides many new operation and performance
features which make a wide range of tests available and simplily operation—
can accept up to eight modular plug-in units which can extend the capability
of the instrument lo include such facilities as Evoked Polential Averaging,
Signal Delay Line, Strain Gauge Recording, Multipuise Pulse

Stimulation, EMG Action Polential Analyzer, and others.

Add Slop Action Display to any TECA EMG wilh TECA Slaved Storage display
Model SSD includes new lime saving automatic features.

Model CH3 Variable Pulse Generator

and Chronaxie Meter — a wide-range, precise,
slabilized current pulse generalor widely used
in electrodiagnostic testing.

TECA manulfactures a full complement of autoclavable needle and surface electrodes for recording and stimulation.
Selecled regional representatives and/or factory fleld service available in all areas.

Phone at our expense for additional information or demonstration l_l E @A

CORPOQORATICN

220 FERRIS AVE, D WHITE PLAINS, NEW YORK 10603 0 914 WH 6:4593
Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Expandable
The Madel 9000 plugs inlo a module bay which
occepts a variely of expansion modules. Modules
include a channel exponder, stimulus programmer,
signal averager, and signal store and record
system. The Model 2000 can be quicldy unplugged

. fromthe module bay, token into the field for testing,
then returned and just as quickly plugged back into
the module bay.

ELECTROMYOGRAPH

N R . .~
' 2 L CL. -
: . : @ 1" ‘ ~.’ L .
"o .t i yomtl i w
L aadaN esami piskdie o PRt

e #14

We have expended considerable effort 1o reduce
both the cost and incanvenience of servicing the
Model 9000. The instrument’s design is modular
throughout, ond all functional components can be
replaced by simply unplugging. Indicator lights
quickly identify malfunctioning modules. Thus,
repoirs normally toking hours aften can be effected
in minutes. In addition, o notienwide service center
netwark supports all of LTI's electronic medical
instrument lines.

For complete technical literature wrile or phone.

Life-Tech Instruments, Inc.

PO pOn N1 HOUSTQI ILIAS TXDIE 11101 IR Ae )

Questions? c LtaBESJCI#U/&&ké@éC[&ﬂ?YIS'IATUS@fda.hhs.gov OR 301-796-8118
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Portable,
low-cost digital
electromyograph

e

can be used /Lg,\\\ INRESE
anywhere T E=E=

2

Use the Disa 14A11 portable A . .
clectromyograph anywhere—the /M‘ _—_'='- G2

hospital, your office, for patient |
visits, in schools and anywhere the [ \\
convenience of a portable, low-cost T

single channcl myograph is needed.

The low noise EMG amplifier lcatures

high impedance input to accommodate

the use of small needle electrodes.

Every system required for careful
clectromyographic investigation is

included in onc unit: EMG amplifier, h
monitor, digital latency display, ]
calibrated time base, stimulator,
loudspeaker and power supply. An
extremely low noise level—0.8 .V rms
—and a common mode rejection ratio

of 90 dB combine to make the 14A11 a

very important contribution to the field

of electromyography.

SEND TODAY FOR COMPLETE

TECHNICAL AND APPLICATION
LITERATURE

N

\
e
| ml

yDISA ELECTRONICS

Owvision ol Cisamatic Inc.

BESY ﬁ}’ﬂﬁ_ﬂﬁ[& Gtﬂ‘ﬁ 779Susquchanna/\ve., Franklin Lakes, N. ). 07417

201-891-9460
Questions? contact FDA/CDRH/QCE/DID at CDRH-FOISTATUS@fda.hhs.qov OR 301-796-8118
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Medic

PRODUCT
CATALOGUE

19861

Medical Instrument Company

Q.
MEDICAL INSTRUMENT COMPANY
(744) 560- 105 via VERA CAUZ « SUITE 100 25-4977
SAN MARCQS CA 92063
1679) T44-9652

A\

Miller Medical Electronics, Inc.

| BEST avail am £gpy |

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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D STATE -

Look to Madlc for the finest In Eleckomyographic Instrumentation,

They"a here. The latest solid state Innova-
tions.

Al In our new porlable, lightweight
slactromyograph, the Porlallne 5008, It
faoiuses integraied cliculls and chips, port-
ability and “state of the arl” circultry that
cdiamatically Improves

or eleclro-machanical parts io wear out.
The one year MEDIC warranty and seivice
pollcies glves frouble free service from
America’s leading monufacturer of
slectromyographic ecuipment,
I’s the lowest cost, kghtest, smallesi, high
quality electromyogroph

perormance. #f fealwes P O R T A L | N E ovalioble today. The

o ¢onslant volitage

cover has ample room lo

Iransformer I[solaled carry all that is necessary
slimulator, o foolswlich to conduct NCV or EMG
siimulator control, and a studies and everything is
slandarag free-running 2 included in the one low
mode. There ae horelays cost.

[ BEST AVAILABLE COPY

Questions? contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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SPECIFICATIONS

VERTICAL AMPLIFIER: Sensllivity: 5plcns  por second, free running of fool-switch con-

{Model 2000). 10 xvicm (Model 5008 ond  trolied, Duration: .05 fo 2 ms. Ampllfude:

Modlel 2000} to Smwvicm — 4, 2 and §  (-300 volis

sequence, Frequency Response, 2 Hz — 20

KHz. Inpul Impedance, Signal Mode: 100 CONDUCTION INDICATOR: Multi-lurh direct

Magohms. Input Impedancae, Common - (eading digital dial,

Mode: 250 Megohms. Common Mcde

Relochion: 10,000:4 at 60 Hz. Shor! Circull  TIME MARKS: 4 ms or 2 ms superimposed on

Nolse: <1 av RMS al 1 KHz bondwidih  lroce, when selecied by operalor. {2 ms only

(typleal), < 3 uv ’MS at 10 KHz sandwidlh  on Model 5008).

[typlcal), Amplitude calibratlon: 100 uv P-P

Signal. AUDIO: 2W RMS 1o 4" Diameter integral
spaaker. (Model 2500, SW RMS 4 x 6™).

TIME BASE: Sweep Timas: 1 lo 200 msicm.

free running or lriggered by stimulator. POWER SUPPLIES: 415V AC 50/60 Hz2. § Amp,

Slabilized for x10% variation from nominal
NERVE STIMULATOR: Transformer lsolaled, inpul volloge. (230v AC available on
constant voltage type. Rate: .5 to 50 puises  special order.)

LIMITED WARRANTY AND
SERVICE POLICIES

LIMITED WARRANTY

Each MEDIC unlt is warranted against cefective materials and workmanship for one year
fromn dale of delivery when refurned to our manutacturing facitity. (Limited warranty doas not
Include shipping.)

SERYICE POLICIES

Extended service policies are available that will in etfect extend the limiled warranty for
many years, Policies are tallored to meet many needs. They may include only preventative
maintanance or may include full unlimited maintenance. Tell us your needs, and we wilt
devlop a program o fil. loan equipment for use during repair is generally avallable ot no
cos: .har than shipping charges.

Medic

A Y
MEDICAL INSTRUMENT COMPARY
3185 VIA VERA CAUZ « SUITE 108
SAM MARCOS CA 92069
1619} 744-9652

£

| BEST AUAILABLE copy)
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Try the Cadwell 5200
for yourself:

A head-to-head comparison: the decision is yours, gs descrnbed orwith built-im
Visual or Brain-stem Evohed
Cadwell5200  TecaTDIO Potential nptinns Hands-on

expernence will show you hi.
The Cadwell5200 o505 EMG with back-up=  EMC with tigger and pere yn -
tigh performance and ease o

tngger anr delay delay hne

aperaguon combine o give bt

Now more than NCVwith calculauon NCV terresults al reasonable cost
T j uptional dual
EVETI t 5 tl me t o strnulus witlidelay The decisionis stillyours (gl
owria Cadwell. usatt 509 735-6481 for morg
Snmatosensory Saimatgsensoiy information ar to grrange a

evokedpotenual evgked potental
oneorioptionals

demaonstration

. 2 channel
§ Y Repetition Raie 025-90pps in 05-50pps N8 steps
~N ™ approx 16 000 steps
Q sy -
‘ input channels Fortontionab 2 !
~ " Cae +¢ ' aboratories, Inc.
L' o & Traces displaied Uptod upine 431 . - nnewick Avente
k § ! e ond vos Time only Kem -k washington 9933t
-+ ampliude markers 5097356481
“" ‘3\ Averager oneortoptionali Single channel
b L Y 2 channels
sel'\ Digital filter Siandard Notavarlable
L )
3 ! Prnt-out v 4(races patient I race. gain. speed
“ '\’\ .\T name. date. urmie- and
\ A \t ampliiude-markers.
~% T D ' instrurnent setings.
K b stumulus, parameters
- >~ NCV.
NS
. b : 4 b} ospiaygan Ito 100 100steps 11050 65/eps
% 0- - ° Computerinierface  Standard Not available
L et » Wenght 2510 330
e u F
® .
o ‘y& g~ Price*, 59850 $13.500
. : *Based on manufacturer s suggestedretat price, with printer
\‘g g August 1981 Oprions are exira.
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Technical Data

Active Electrode Box
Galvanlcally Isolated praamplitiers (2 ch.}
Impedance tast of alactrodes:

2,6, 10, 20, 60, > 50 k2
{solstlon mode rejectlon ratlo:

From Input to chassls 160 dB
Dimanslons (HWD): 80X 160X 200 mm
Walght: 1.5 kg

EMG-Ampiifiers {2 Channel)

Balanced AC Input with electrods cabla
capacitance reduction

Input Impedance: 200 MQ//25 pF (bal-
snced} > 1600 MQ (common mode)

Nolsa Lavel: Typlaally, 0.7 uVrms at
bandwidth 2 Hz to 10 kHz and short-
od input

Common mode rsjection ratlo: From tip
of concentric electrode through elec-
trode box, cable snd amplifiar:
> 55 d8 (2 Hz 10 10 kH2)
Direct: > 100 dB

Lower freauency limits (-3 dB}:
0.5, 2, 6,10, 20, 50, 100, 200, 500 Hz

Upper frequency limiu {~ 3 d8):
0.1,0.2,0.6,1, 2,5, 10,20 kHz

Sensitivity factors: From 0.5 uV/DIV to
10 mV/DIV In 14 staps

Digital Section
Digital resolution:
40 mV (8 bit A/D conv.)
Time windows: 5 to 1000 msec FS
Memory: 512 sddresses per channel
Sampling rate: 100 kHz/channel
Averagers: 1- and 2channel, run. norm,
Signal rejection: 1 DIV overload
Average memory: 20 bits
Awto stops: 1, 2, 5, 10, 20, 50, 100, 200,
600, 1000, 2000 and 4000 epochs
Calibration pulse: 1 DIV added to input
Qutput gain: Individuat gain and fevel
shift. Gain up to X25 {actual sansitiv-
ity is displayed}
Delay line: 0, 1,2,3,4 and 5 DIV

Monitor

Picture tube: 9-inch TV scanning,
monoche,

Graticule: Electronically generated,
10X10 0lvV

Markers: Time and amplitude markan
(amplitude with + or - sign], 3diglt
display

Stimulator Functions

Stimulus modas: Single, recurrent snd
traln

Recurrent: 0.5, 1, 1.5, 2, 3, 6, 7, 10, 16,

. 20, 30, 50 stimull/tec, sccuracy £1%

Single-Extamal: Manually released or ax-
tamal {foot switch or tandon hammer
optional) :

Train: B, 10, 20, 30, 50, 100 200 pulies

Somatosensory Stimulator

Pulse duratlon: 0.1, 02, 0.5 and 1 msec,
accuracy 1% X 10 psoc {at > 0.4 mA)

Stimutus polarity: Positlve and negative

Stimulus output: Conttant current stimu-
Istlon, Max. output 59.8 mA. Max,
output mean power 05 W. Source
voltage min, 300 V., 3diglt display
shows current, acturscy better than
3% 1 1 digit. Qutput resistancas
>5M0

Patlent security: Insulaton between out-
put and power line > 4 kV AC
Insulation between output snd ground
> 2 kV DC. Output-to-ground leakage
current < 10 pA

Chart Recorder

Printout: } or 2 channels, tims bar,
time or amplitude markers, siphs-
numeric shortform  of  parameters

Recording papar: Aluminized Z-foldsd,
250 charts of 178X65 mm
Code No. 9020M 1032

Paper tpeed: 2, 5, 10 and 20 cm/sec,
accuracy < 5%

Recording modes: Continuous {ceal time}
Single shot {time wansierred)
Special (real time + time transferred)

Max. writing span: 5 cm, traces may over-
lap :

Upper frequency limit: 10 kHz (- 3 dB)

Resolution: 7 bits, 33 kHz sample fre-
quency par channel

Loudspeaker Circuit
Output power: 2 W/AQ

20M30 Intsrfszs {optional}

I/0 port: 8-bit parallel, TTL levels IEEE-
488 format

Data rate: Max, data translac timae 0.06 me

Resolution: Blocks of 621 samples (cor-
responding to a monitor traca), resolu-
tion 8 bits/sample

Sampling frequency: Up to 26 kHz

Status traasfor: All settings and param.
eters of Neuromatic® 2000

Power Supply

Power llne: 100, 120, 140, 200, 220,
240 V, B0/B0 Hzx, Stabllized sgalnst
linavoltsge vadations of t 10%,
Shislded power transformer

Power consumption: Approx. 200 VA

Rear panel terminals: Preamplifier, scces-
sory, print {manual), speaker, video
output {ilave monltor}, 1EEE Inter.
face (option)

FMechanizal Oxta
Oimensions {HWD}: 350X 600X 620 mm
Walght: 35 kgs

Optional Accessory Equipment

20B01 Arm: Max, length 80 cm.
Weight 2 kgs

20802 trolley: (HWD) 650X 580X 560 mm
Weight 14 kp

208103 package of recording paper,
250 charts

208102 Set of extansion boards

Neuromatic service case

20M584 Test PROMs, Incl. instructions

20M30 IEEE-483 interface

20M31 Apple [l software

We reserve the right to make, without notice, such changes in our published data as we may deem necessary or desirable.

Electronics, {NC.

DANTEC
779 Susquehanna Ave., Franklin Lakes, NJ 07417 « 201 891-9460  Telex: 219205
Sales and service: Houston, TX « Naparville, IL » Marina Dal Rey, CA - Atlanta, GA «Toronto, Ont,, Can,

Printed in Denmark, February 1984

Publ. No. 4701E

Questions? contact FDA/CDRH Oﬁ% ?';t é?%—mggsg@?!Xssov OR 301-796-8118
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ATTACHMENT V
FEATURE BY FEATURE COMPARISON OF

PIRD-Y WITH PRE-ENACTMENT

COMMERCIAL DEVICES
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PIRD-Y Features, by
Component Section

EMG Monitor:

* EMG range 0.1 - 1000
microvolts

* uses commercially
avallable skin surface
electrodes

* adjustment for EMG range
(sensitivity)

Biofeedback Function:

* yvisual index of EMG
activity available to the
patient and operator

* audio index of EMG
activity available to the
patient and operator

* operator-set EMG goal level
or muscle-activated stim.
trigger

Muscle Stimulation Function

* 0-120 volts peak pulse
amplitude

* Pulse frequencies less
than 160 Hz

* 300 us or 1000 us pulse
width

* gskin surface electrodes

General Features

* portable

* battery powered

* rechargeable batteries

= P v v — Tt Tt By iy Py G Gt ey P v e By A A ot

Examples of Substantially |
Equivalent Devices

* 7, 10, 12, 16-189

* 2, 4, 5, 7, 8r 12,
13~-15, 17

* all systems with EMG
Monitors

* 6, 7, 8, 10—12,
15-19

* 6-11, 10, 12, 15-17

*

* 1-5, 13-19
* 15-19, etc.
* 15-19, etc,

* 2, 4, 5, 15, 17, 19, etc

* 2' 4r 5' 7, 10'—127
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7, 12, 19 !
|
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15-17 |
I

* 2, 4, 5, 7, 8, 11, 12

]us@m@rE.. OR-304+796-8118
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