Thi s gui dance was witten prior to the February 27, 1997

i npl enentati on of FDA's Good Cui dance Practices, G&'s. It does not
create or confer rights for or on any person and does not operate to
bi nd FDA or the public. An alternative approach may be used if such
approach satisfies the requirenents of the applicable statute,

regul ations, or both. This guidance will be updated in the next
revision to include the standard el enents of GG s.

510(k) Checklist for Endoscopic Light Sources
Used In Gastroenterology and Urology

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
endoscopi c |ight sources used in gastroenterol ogy and urol ogy.
The criteria listed wthin this 510(k) checklist are consistent
with the requirenments that the Urology and Lithotripsy Devices
Branch has utilized for these devices for sone tine.

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 at (800) 638-2041 or (301) 443-6597.

Li ght sources have been designated as Tier 1 products unless they
are software controlled. For information on the Tier 1 process
and the specific informati on needed for 510(k)s for the
Division's Tier 1 devices, refer to the "DRAERD Triage Pil ot
Program™"™ A copy nay be obtained fromDSMA. Note that Tier 1
devices still require a conplete 510(k) to be submtted.

Adequate?
1. Administrative information:

a. Cl assification name - Accessory to Endoscope
(Endoscopi ¢ Light Source)

b. Devi ce trade nane

C. Sponsor/ manuf act urer nane and address
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d. Panel /C assification - 78, Class Il
21 CFR 876. 1500

e. Procodes (Light Source):
GCT (Endoscope, Xenon Arc)
FCW (Fi beroptic, Routine)
FCQ (1 ncandescent, Di agnosti c)
FES (I'llum nator, Fiberoptic)
FTI (1 ncandescent Lanp)

f. Est abl i shnent registration nunber
g. Special controls - None established

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

Intended use of the device:

Endoscopic |ight sources are intended to provide
illumnation for fiberoptic endoscopy to
gastroenterol ogi cal and urol ogical cavities, hollow
organs, and canal s.

Device description: _
a. Di agrans, draw ngs, photographs of the device

b. Li st of the device's conponents, controls, and
attachnents (e.g., power, endoscope connector,
shutter/illum nation | evel adjustnent (manual/
aut o), photographic strobe, video attachnent,
W/IR filters, conpatible connector(s), etc.)

C. Li ght/l anp data

1. Light intensity (I ow high)

2. Lamp type (e.g., Halogen, Mercury, Xenon,

Tungsten, Met al -Hal i de, etc.)

3 Number of | anps

4 Lamp life (hours)

5 Il um nation | evel adjustnent
(nunber of steps)

6. Col or tenperature (kelvin)

7. Lunens (m ni mum maxi mum

E

1.

2.

| ectrical/thermal specifications
Power source (VAC Hz)
UV/ IR radi ati on (box/cabl e)
Provi de spectral analysis (power versus
wavel engt h) denonstrating that the U/
and IR energies are acceptably | ow at
the start of their respective ranges.
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Note that the graph should range from

at least 250 nm (to address UV concerns)
and up to at least 770 nm (to address IR
concerns).

3. Heat di ssipation (°C/ °F) (box/cable)
D nensi onal characteristics (size, weight)

Safety features (e.g., alarns, |anp door open/
power off, internal cooling fan (power on),
UV/IR protection filter, etc.)

Description of the ergonomc features of the
device (e.g., can the device be easily
oper at ed, vi sual/audi bl e al arns)

Expl anati on of whether or not the device or
any of its features are software controlled
(1f so, this aspect of the device nust be
descri bed according to the draft FDA gui dance
docunent "Revi ewer Cui dance for Conputer
Control | ed Medi cal Devices Undergoing 510(k)
Review'). If the device does not contain
software, please explicitly state that there
is no software, because the device should then
be eligible for Tier 1 review

5. Electrical safety/Performance testing

a.

Data fromtesting that addresses electrical
safety (| eakage current, grounding, isolation,
etc.) or certification that the finished product
nmeets all applicable electrical safety

requi renents specified in the | atest version of
a recogni zed el ectrical standard for nedica
devices (e.g., CSA C22.2 No. 125, |IEC 601-1,

UL 544, UL 2601-1 (Harnoni zed Standard for

Medi cal El ectrical Equipnent), etc.).

El ectromagnetic conpatibility and interference
(EMZJ EM ) shoul d be addressed. To address this
item imunity and em ssions testing should be
performed to evaluate the potential of the
device to be affected by, as well as to cause,
el ectromagnetic interference in the intended
use environnment. Additionally, if applicable,
t he device's |abeling should informthe user

of the potential of the device to interfere

Wi th surroundi ng equi pnent. Appropriate
justification for why such testing is not needed
wi || be consi dered.
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C. Q her tests identified (provide protocol and

resul ts)
Proposed labeling, instructions for use, advertisements:
(per the "Device Labeling Guidance," Blue Book Menp
@@1-1)

a. I nstructions for use
(preparation, operation, and shut down)

b. | nt ended use st at enent
(Section 3 above contains acceptabl e wording)

C. Prescription device statenent (21 CFR 801. 109)

d. Specifications (dinensional, electrical)

e. Features (lanp type, accessories, controls, etc.)

f. Statenent of the approximate lanp life

g. Mai nt enance procedures (C eaning, fuse/circuit
breaker, |anp/lanp hol der replacenent, storage,
etc.)

h. Tr oubl eshooti ng procedures and sol utions

Comparison to legally marketed endoscopic light source:

a. Name/ manuf act urer of predicate device o
b. Label i ng of predicate device L
C. | nt ended use of predicate device L
d. Description of predicate device L
e. Di agr ans/ phot ogr aphs of predi cate device

f. 510(k) number (if known) of the predicate
device (or statenment that the predicate device
i's Pre-Amendnents)

g. A detail ed conparison of the simlarities/
di fferences (including all the information
contained in Section 4 above) between the 510(k)
device and the predicate device (in tabul ar
f ormat)
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510(k) summary/statement (21 CFR 807.92 and 807. 93)

Truthful and accurate statement
(signed and in accordance with 21 CFR 807.87(j)

For further infornmation contact:

Urol ogy and Lithotripsy Devices Branch

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

O fice of Device Eval uation

Center for Devices and Radi ol ogi cal Health

(301) 594-2194.
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