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. RE: SPECIAL 510 ®) : DEVICE MODIFICATION FORTHEWILSON—COOK LUNG BIOPSY .
DEC 8 1998 NEEDLE ,

J S _510(k) Summary of Safety & Effectrveness

L Subrmtted By
- Wllson~Cook Medrcal Inc
4900 Bethama Statron Road
Wrnston-Salem NC 27105 S

h Devrce Descrrptron The modrﬁed Lung Bropsy Needle isa sterlle drsposable dev1ce
used for submucosal aspiration blopsy of the bronchral tree through the accessory -
channel of a bronchoscope It consists of a 22 gauge needle, 100 cm outer catheter and
handle mechamsm The handle mechanism is used to extend and retract the needle wrth -

‘the proxnnal poruon rnclusrve of the asprratron port

Trade Name: erson—Cook Lung Blopsy Needle -
‘Common/Usual Name: . Aspiration Needle
Classification Name/Code . Bronchoscope Accessory 775?’1’1 €0 Q
- Classification; = FDA has classified similar devices as Class asper 21 CFR §
' '  874.4680. ‘This device falls within the purvrew of the Ear Nose

- “and Throat Device Panel.
. Establrshment Regrstratron Number ' 1037905

Sterility: Vahdated EO cycle in accordance with AAMI Standard 11135 usrng an
’ ‘'SAL of 10°.

Perfbrmance Standards: No. perforrnance' standards lapplicahle to'Bronchoscope
' ' -/ Accessories have been estabhshed by the Food and Drug
S Admrnrstratron

, Intended Use: - - Used for submucosal asprratron biopsy of the bronchral
' S tree
Predicate Devices:

| erson-Cook Lung Bropsy Wilson-Cook Medical Inc
Needle L o

Transbronc_hralAsprratron‘ ] Wang/Mill-Rose R K9'14181
Needle = R ‘ S e
Substantial Equlvalence

~ The modified Lung Biopsy Needle is substantrally equrvalent to the referenced predrcate
devices i in ‘that 1t is srmrlar with respect to technological characteristics and 1ntended

use.
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- RE SPECIAL 510 (K) DEVICE MODIFICATION FOR THE WILSON-COOK LUNG BIOPSY

NEEDLE

’7 J . 510(k) Summary of Safety & Effectlveness (contmued)

Intended Use | Biopsy of lung tissue. | Aspiration biopsy of | Submucosal
B I e -+ | the bronchial tree. . | aspiration
R | biopsy of the -
E B o S Lol | bronchial tree.
Outer Catheter - Polytetrafluoroethylene | Polytetrafluoroethylene | Polyetheretherk
R | with metal hub at distal | with metal hub at distal | etone (PEEK)
ltp. tip. | Wwith metal hub
o T 3 .| at distal tip.
Needle 122 GA stainless steel | 22 GA Needle { 22°GA stainless
A - | needle affixed to an o | steel needle.
' | inner catheter -
Maximum Needle ~ | 13mm 13mm 13mm
Extension L L :
| Outer Catheter - 'IOOcm 140 cm | 100cm
| Length S o '
Sterlhty Sterlle Dlsposable Sterile, Disposable Sterile,
‘ Dlsposable
Blocompatlblhty : Reasonable assurance of blocompatlblhty for the patient

‘contacting materials has been established through an extensive

history of use in similar patient contacting medical devxces and as
appllcable blocompatlblhty test results

Desngn Control/Rlsk Analysls/Deﬂgn Verlficatlon' o
De31gn Control risk analysis and design verlﬁcatlon activities for the subject of this
510(k) have been conducted in accordance with all applicabie internal procedures. The
de31gn control process ‘employed is mcluswe of the elements as stipulated by 21CFR §
'820.30, as apphcable to the project. The risk analysis performed identified the risks
relatlve to the performance requirements, as specified by our internal procedure for
Risk Analysis. The failure mode, effect of failure, severity, potentlal cause, rate of
occurrence, design control element to eliminate, the potential to detect and our
recommended actions were also documented. During Design Verification, visual,

- dimensional and functional testing to ensure the performance and design mtegnty of this
product line was. conducted. All results obtained during our Design Verlﬁcatlon met our
predetermmed acceptance criteria for this product line. . /
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£ —/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
s‘% "
v food and Drug Administration
9200 Corporate Boulevard
Rockvill D
DEC 8 ‘998 ockville MD 20850
Wilson-Cook Medical, Inc. Re: K984157
C/O Paula Joyce Wilson-Cook Lung Biopsy Needle
QA/RA Manager Dated: November 13, 1998
4900 Bethania Station Rd. Received: November 19, 1998
Winston-Salem, NC 27105 Regulatory class: II

21 CFR 874.4680/Procode: 77 EOQ

Dear Ms. Joyce:

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

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

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion
and advertising of your device, please contact the Office of Compliance at (301) 594-4639. -Also, pleasenote the reguiation
eatitled, "Misbranding by reference to premarket notification” (21 CFR 807.97). Other general information on your
responsibilities under the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address “http/fwww.fda govfedri/dsma/dsmamain.html".

L4

Sincerely yours,

[Nﬂ Z(&\u gV

Lillian Yin, Ph.D.

Director, Division of Reproductivg,
Abdominal, Ear, Nose and Thr
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Re: Special 510(k): Dev1ceHod1fcat10n for the Wilson-Cook Lung Biopsy Needle.

510(k) Number (if kmown):_~ k984157

Device Name: Wilson-Cook Lung Biopsy Needle

Indications For Use:

Used for submucosal aspiration biopsy of the bronchial tree.

-

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

- ~ Coacurreace of CDRH, Office of Device Evaluation (ODE)

/&M/ 4. lémwv

(Division Sig..-Off)
Division of Rep ‘oductive, Abdommal, ENT,

and Radioiogical Deyi
510(k) Number Klﬁs%l%(g/]

Prescription Usc \/ OR Over-The-Counter Use
(Per 21 CFR 801.109) )

(Optional Format 1-2-96)



