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510(k) Checklist for Non-implanted Electrical
Stimulators Used for the Treatment of Urinary Incontinence

The purpose of this 510(k) checklist is to identify the type of
information to be provided in a premarket notification (510(Kk))
to support a determ nation of substantial equival ence for
noni npl anted el ectrical continence devices. Wile nost of the
criteria listed in this 510(k) checklist have been utilized by
the Urology and Lithotripsy Devices Branch (ULDB) in the review
of these devices for sone tine, the performance data section
contains new and sinplified requirenments. Specifically, ULDB now
believes that data froman acute, short term study investigating
t he device's physiologic effect on the patient (e.g., nuscle
contraction), rather than data froma |arger scal e incontinence
study, may be adequate to assess equival ence. Additional details
regardi ng the design of this study are provided in section 5 of
this checklist. Any conments or questions regarding this new
policy or any aspect of the checklist are wel cone and may be
communi cated to:

Urol ogy and Lithotripsy Devices Branch

Di vi sion of Reproductive, Abdom nal, Ear,
Nose and Throat, and Radi ol ogi cal Devices

Ofice O Device Eval uation

Center for Devices and Radi ol ogi cal Health

(301) 594-2194.

Ceneral guidance for the preparation of a 510(k) subm ssion is
provided in the DRAERD "Draft Quidance for the Content of
Premarket Notifications."” Additionally, guidance on the
preparation of a 510(k) is available in our "Center for Devices
and Radi ol ogi cal Health Premarket Subm ssions Cover Sheet," which
we are requesting that manufacturers use in the preparation of
any type of premarket subm ssion, as part of a pilot program
Addi ti onal gui dance on device nodifications is provided in the
draft docunent "Deciding Wien to Submit a 510(k) for Change to an
Exi sting Device." These docunents are available fromthe Center
for Devices and Radi ol ogical Health's Division of Small

Manuf acturers Assistance (DSMA) at (800) 638-2041 or (301) 443-
6597.



1.

Administrative information:

A. Classification name - Noninplanted El ectri cal
Conti nence Devi ce

Devi ce/ Tr ade nane
C. Sponsor/manufacturer nanme and address

Procode/ d assification - 78 KPI, C ass ||
(8 876.5320)

E. Establishnment registration nunber
F. Special Controls - None established

Reason for the 510(k) submission (new device or
a nodification to an existing device)

Intended use of the device:

A non-inplanted electrical stimulator for urinary
incontinence is intended to retrain the urinary
conti nence nechani sns by way of electrical
stinmulation applied to the pelvic floor muscul ature
and surroundi ng structures. Typically, these
devices are indicated for use in females for
treatnent of stress incontinence, urge incontinence,
or m xed incontinence (a conbination of stress

and urge incontinence).

Device description

For the purposes of this guidance, the term
"applicator"” refers to the vagi nal pessary-like device
and/or rectal probe. The term"electrode" refers to
the nmetal, carbon |oaded silicone, or other naterial
conponent on the applicator that conducts the

el ectrical energy to the patient.

Adequate ?



A. List of the device's conponents/parts

battery and/or AC powered external stinulator
. vagi nal applicator(s)

[
ii. rectal applicator(s)

v. applicator cleaner (including chem ca
makeup if not the sane as the predicate
cl eaner)

" al though AC powered stinulators are excluded under
876.5320, legally marketed predicate devices do exist
whi ch are AC power ed.

B. Electrical Characterization
i. external stinulator
a. mnimum and maxi mum current output or voltage

out put (whi chever renmains constant over
varyi ng | oads).

m ni mum

maxi mum

b. graphical representation of waveforns at
full power with |oads sinmulating clinical use
(e.g., 100, 500, 1kw; although other |oads may
be proposed with appropriate justification)
- axes should be labeled with units of neasure

c. the maxi mnum charge per pulse (this val ue
shoul d not exceed 75 n{/ pul se'). For
bi phasi ¢ signals, assune the worst case
by addi ng the charge associated with both pul ses

maxi mum char ge/ pul se:

d. discussion of safety features provided to
limt maxi mum current or voltage

! Anerican National Standard for Transcutaneous El ectrical Nerve
Stinmulators. AAM/ANSI, NS4-1985




e. explanation of whether the electrodes are
electrically isolated fromthe power supply

f. stinmulation frequency

frequency #1:

frequency #2:

frequency #3:

g. peak pulse intensity:

h. pul se w dth:

i. ranp up/down tines

ranp up:

ranp down:

j. duty cycle:

k. identification of programabl e features
(1 f applicable)

features programmabl e by physician
features programmabl e by patient

I . a discussion of any bi of eedback conponents
(i1 f applicable)

ii.applicators

a. maximumcurrent density for each size
el ectrode; provide cal cul ations

maxi mum | gengity:



b. maxi mnum power density for each size
el ectrode; provide cal cul ations
(Note, for TENS el ectrodes a power
density of 0.25 w cnf can produce
bur ns)

Pii. el ectromagnetic interference (em)
The device should be tested to

el ectromagnetic conmpatibility (EM)

standards. Imunity testing should be
performed to denonstrate that the device
functions satisfactorily in the intended use
environnent. Em ssions testing should be
performed to denonstrate that the device does
not emt electromagnetic energy that
interferes wwth other equipnent. Note that
FDA wi || consider an appropriate
justification for why such testing is not
necessary. EMC should be addressed in the

| abel i ng.

C. Applicator Physical Description

i . dinmensions of each applicator, including
di mensi ons of each el ectrode

ii. surface area of each el ectrode of each
appl i cat or

iii. material identification of applicator and

el ectrodes

D. D agrans, engineering draw ngs, and/or phot ographs
of the device

2 O0ffice of Device Evaluation, Food and Drug Adnministration: Guide for
TENS 510(k) Content, R Miunzner, WBurdick, July 1992




E. Expl anation of whether or not the device is
software controlled (if so, this aspect of the
devi ce shoul d be discussed according to the draft
FDA gui dance docunment "Reviewer Quidance for Conputer
Control | ed Medi cal Devices undergoing 510(k) Review').
The device typically represents a noderate |evel of
concern as defined in the gui dance docunent.

5. Performance Data (for devices with differences
in technol ogical characteristics)

I n regul ati ng noni npl anted el ectrical continence
stinmulators, FDA nust take into account the current
body of know edge regardi ng these products. Wile
continence stinulators have a relatively long history
of use, little data are available fromcontrolled
clinical studies to determ ne how design and/ or
treatnment reginmen differences affect clinical
performance. Additionally, relatively little data are
avai |l abl e i nvestigating the nechani smof action
associated wth these devices (notably for the

i ndi cation of urge incontinence). Relating these
circunstances to the 510(k) decision maki ng process?
performance data are often needed because the
descriptive characteristics alone (e.g., stinulation
frequency, treatnent reginen, applicator design, etc.)
are insufficiently precise to ensure equivalence with
respect to performance unl ess the designs of the new
and predicate stinmulators and applicators are virtually
i denti cal

This policy is consistent with the Agency for Health
Care Policy and Research's Cinical Practice CGuideline
for urinary incontinence which states, "Research is
needed to determ ne the efficacy of electrical
stinmulation either when used al one or in conbination
w th ot her managenent strategies to treat [urinary
incontinence] ... ldeal paraneters for el ectrotherapies
have not been established by controlled clinical
trials, and research needs to be conducted before this
t echni que beconmes a standard treatment for [urinary

i ncontinence] ."*

% 510(k) Decision Making Process (Detailed), Blue Book Menorandum #86- 3,
1986

* Urinary Incontinence Quideline Panel. Urinary Incontinence in Adults:
Clinical Practice Guideline. AHCPR Pub. No. 92-0038. Rockville, MDD Agency for
Heal th Care Policy and Research, Public Health Service, U S. Departnent of
Heal t h and Human Services. March 1992.



Accordi ngly, FDA believes that performance data froma
short term acute clinical study are needed to assess
equi val ence, if differences in technol ogi cal
characteristics (e.g., stinulation frequencies,
treatment reginmens, electrode surface areas, etc.)
exi st between the new device and predicate device.
This short-termclinical study should be designed to
denonstrate that the physiologic response (e.g., nuscle
contraction) produced by the new device is equival ent
to the physiol ogi c response produced by the predicate
device. Accordingly, both the new device and the
predi cate device should be tested. The information to
be coll ected could include el ectronyographic (EM3
evoked potential data (in response to electrical

stinmul ation) and/or pressure biof eedback data froma
pressure sensor placed intravaginally or intrarectally
(to record the pressure generated by the contraction of
the pelvic floor nuscul ature as produced by the
electrical stinmulation). |In order to ensure that the
data produced will be adequate for a prenarket
notification, we encourage manufacturers to submt
their proposed clinical protocols to FDA for comment.

This study will allow conpari sons between the new and
predi cat e devices regarding the acute physiol ogic
response to electrical stimulation, but will not allow
conparisons regarding the long termtherapeutic outconme
since the relationship between a specific physiologic
response (e.g., a muscle contraction of a specific
magni tude) and the long termtherapeutic outcone is not
known. FDA therefore encourages manufacturers to
conduct additional clinical trials to investigate the
long termsafety and effectiveness issues which remain
unanswer ed regardi ng these devices. Wen such data are
avai l abl e, a new 510(k) can be submtted with revised

| abel i ng which incorporates the results of this
clinical trial (e.g., determ nation of optinal

treatment reginmens for various etiologies of urinary

i nconti nence).

Pl ease note that a clinical study investigating a
conventional non-inplanted electrical stinulator for
urinary incontinence can be perfornmed w thout the

subm ssion of an investigational device exenptions
(IDE) application to FDA, provided the sponsor of the
investigation and reviewing institutional review
board(s) make the determ nation that the study does not
present a significant risk. However, electrical
stinmulators with design features that are significantly
di fferent than conventional stinulators, e.g.,
stinmulators with high power output, may require the



7.

subm ssion of an | DE. For additional information

regardi ng significant versus nonsignificant risk device

studies, please refer to the menorandum Gui dance on

Signi ficant and Nonsi gnificant R sk Device Studies,
(avail abl e from DSMA) .

General electrical safety

St andards with which the device conplies
(e.g., UL 544 or |EC 601)

Proposed labeling, instructions for use, advertisements

(in accordance with the Device Labeling Guidance
Docunent avail abl e t hrough DSMA)

a. Intended use

b. Conplete instructions for use (for both the
physi ci an and patient), which should include:

i. the treatnent reginen

ii. instructions on how to select the proper
pul se intensity |evel.

c. Maintenance/cl eaning instructions
d. Prescription device statenent

e. Patient outcone information (e.g., success rate,

time frominitiation of treatnent until i nprovenent

is noted, optinmal treatnent reginmens for various
i ncontinence etiologies, adverse events, etc.)

shoul d be provided if data fromlong termclinica

trials are avail abl e.
Briocompatibility
a. List of the materials that contact the patient

b. For all of the materials that contact
the patient (including color additives),
provi de either:

i. Certification that the sane formul ati ons of
these materials are used in another, simlar
| egal |y marketed device (provide the device
name, manufacturer, and (if possible) 510(k)
nunber); OR



10.

11.

ii. The results of the foll ow ng bioconpatibility
tests: (1) nucosal irritation, (2) cytotoxicity,
(3) acute systemc toxicity, (4) sensitization,
(5) 7 day inplantation with histopathol ogy, and
(6) subchronic toxicity

FDA wi || consider an appropriate justification
for the deletion of sonme of the above tests.

Sterility information as per Blue Book memorandum
#K90-1 (i f applicable)

Comparison to a legally marketed predicate device

a.

b.

Name/ manuf act urer of predicate device

Label ing of predicate device (including treatnent
regi men)

| nt ended use of predicate device

Description of predicate device as stated in
section 4 of this checklist which includes:

list of conponents

i
_ii. electrical characteristics
ii

physi cal characteristics
Di agr ans/ phot ogr aphs of the predicate device

510(k) nunber of the predicate device, if known
(or statenment that the predicate is a preanmendnents
devi ce)

A detail ed conparison of the simlarities and
di fferences between the 510(k) device and the
predi cate device (in tabular format)

510(k) Summary/Statement
see 21 CFR 807.92 and 807.93

Truthful and Accurate Statement
signed and in accordance with 21 CFR 807.87(j)



