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Page 2 - Albe~t P, Mayn

This letter immediataly will a'low you Lo begin ma~keting youy~ =2
desc~ibed, An FDA finding of sudstantial equivalence of yaur 4e
p-e-Amendmants devica ~asults in a classification for your devi:
yau~ davica to procead ta tha ma~kel, but it does not mean that
your device. Therefore, vou MAy not promote o~ in anyway ~epresa
device or its labeling as oeing apo-oved by FDA, 1f you desira g
advice on the labeling fo~ your device please contact the Divisin
Conpliance Ope-ations, Regulatory Guidance Branch (HFZ-323) a: /3
427-3040, Other gene-al info~metion on your responsibilities und
i mey be odtained from the Divizign of Small Manufacture~s Assistan
toll free number~ {300) 632-291) o~ at {301) 443-6597.

Sincer~ely yours,

//am/ 7. y(j/rw

- Avr Uillian Yin, pn.o.
‘

¥ Directn~, Division of 03-GYN, E
O=2ntal Devices

ffice of Devica Zvaluation

Cente~ fo~ Devices and
Rediologicil Health

Contact FDA/CDRH/GCE/DID at CDRH-FOISTATUS @fda.ht
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Pharmac.:, Inc.

Atin:  Albert P, Mayo
£ Centennial Avenue
Piscataway, hew Jersey 08854

2849

rr-Saelect Additional Indication

vlatoury Class: II 21 CFR§ 884.5250
July 13, 1987

ceived: July 20, 1987

Dear Mr. Mavo:

we have reviewed vour Section 510(k) notification of intent to market the
davice referenced above and we have determined the device is substantially
vquivalent to devices marketed in interstate commerce prior to May 23, 1976,
the enactment date of the Medical Device Amendments. You may, therefors,
market the device, subiect to the general controls provisions of the Federal
Food, Drug, and Cosmetic Act (Act). The general controls provisions of the
Act include requirements for annual registration, listing of devices, good
manufacturing practice, and labelinz, and prohibitions against misbrancing
and adul-eration.

If your device is classified (see above) into either class 11 (Performance
Standards) or class ILL (Premarket Approval) it may be subject to such
additional controls. Existing major regulations affecting your devica can D2
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In
tldition, the Food and Drug Adminis:tration (FDA) may publish further
announcemsnts concerning vour device in the Federal Register. Pleas2 note
this r ansz2 to vour premarket notification submission does not affec: any

ion you might have under the Radiation Control for Health and Safety
1958, or other Federal Laws or Regulatioas.

Please be advised that the determination above is based on the fact thzt no
device has bSeen damonstrated to be safe and effective for
ion (IVF) or gamete intrafallopian transfer (GIFT) nor have
devic=s heen marxketed for these uses in interstate commerce prior to
“May 28, 197A, or reclassified into class 1 (General Controls) or ci:

T
i

(Performance Standaras). Tne Food and Drug Adminiscration (FDA) cons

ically intended for IVF or GIFT to be investigational,
provisinns of the Invastizatiocral Device Ixemption (1
ZrR, Part 312, Thereiorz, your product labaling wmus:

L You may submit lor rev
a3 for use and promntia
1), 8757 Georgia Avenue,
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oy C')uest‘ioh's.';7 Contact EDA{dDRH/OCE/;DIb a

t CORH-FOISTAT S@fdjéy hihs.dov of 301-79
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Page ? - Albert P, Mayo

This Jettes ‘mmediately will allow you to begin marketing your device as
describrd,  An FDA finding of subgtantial equivalence of you~ device to a
pre-Amendments device results in o classification for your device and permits
your device tn proceed to the market, but it does nol mean that FDA appraves
your device, Therefora, you may not promote 0~ in anyway represent your
device o~ its labeling as heing approved by FOA, If you desire specific
advice on the laheling for your device please cnntact the Divisien of
Compliance Operations, Regutatory Guidance Brarch (HFZ-373) at (3M)
A27-20A0,  Other gensral {nformation on your risponsibilities under the Act,
may he ohtained from the Division of Small Manufacturer~s Assistance at their
tall free number (3N0) 632-2041 or at {3(]1) a43-A577,

Sioceraly yous, BEST AYAILABLL COPY |

Lithian vin, ph 3,

Arector, Bivision of G2y, £AT, ane
fNent sl Doyices

Mficn o f ™ v Yvaluatinn

Fentas for Doy ieps gns
Radiological thalth

cc: HFZ-401
HFZ-470
draft:09/17/87:kaz
Final:" .~ . .-
Disk 3/7(Mk)
CFR: RR4,6270 Class !
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C' DEPARTMENT OF HEALTH & HUMAN SERVICES Pubnc Health Service

: Memorandun
| : Date
om FEVIBRER(S) - we(s) __ Koceld sl

s10(k) vorrrreamon YA RN 2 R L\ﬂ

THE RECORD

Subject

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

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

{B) Requires premoarket approval., NOT substantially
equivalent to marketed devices.

(C) Requires more data.

——

(D) TIs an incomplete sutmission., (See Submission Sheet).

Additional Comments:

speecaf (oHZT

The subm/itt r requests: Class Code w/Panel:

_4«) Confidentiality B HIR Chagy T
SF4 5250

Confidentiality for 90 days

Continued Confidentiality exceeding 90 days

(BRANCH CHIEF) (CATED
. Va

(
FINAL REVIEW: ¢ wid O, -éiW"\— for Ai M, G55/67
{(DIVISICN DIRECICR) 7 / / (CATE)




{i

DOED (HFZ-470)
0B-GYN BRANCH S10(k) REVIEW FORM

Date received by reviewer: 7121/33

OMC Dated; 1leo (g7
Control #:!@_8%9

v original’ 30 day limit:_@_bﬂlgj
amendment 90 day limit: [Q/lgle’_z

Device Mame: &BDJW\A -SM

Manufacturer: ?\q&n_w e,

WGgri tion:
Lo - w 0952 568, Md 2mglanl 08
. M‘&ﬂ‘fg o o et -

Review Summary:

ELSCLQ«MM& b e nolloa® ‘
cirrond . Na. %Mm‘%iﬁi\& S I

i S S -3 G Lol f) ‘Foa ., "
- ] ] IV VTR USE AND
- ~ . .

DoD M‘Q—L«_C{_A& vy U v ) Pra AL -
&\r\\/i TOoL, Wn(p;"‘“‘;;’\‘gf‘-Lo/\) 6«. vm W‘Tj&ﬁci

SpaaA,

73 Aol

1) 4o ?U\éo—u‘h-/\f-l—\nv\ Py G&«th.ﬂ?o\

As e HLL &3 . .
Ry po<t OED L\M 7&&»—-\9‘. otb P""“&"‘ﬁ) @ . Trowns

‘SMW
;F“‘“ Pwmo-xm mg-a\_’ 5
IQQM‘,MQ;TM\L. e %tw .

G Recommendation:

5uﬂ>sgvﬁ&\_n.8u;>o~.@_\§: wth, spreal W0, F3e4. 5250
(s Qi L LD 9lisles

Riewer
. Daze

!l concur / / do not concyr

[ BEST AVAILABLE £OPY |

Quest\i_ons?“c_ontact‘ﬁfbA-/CDéH/Qé:E/D"|D'_a't CDRH-FOISTATUS@fda.hhs.goy bF 301-796-8118 .
Yl . co ) L . : i et
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Public Health Service

Pood and Drug Adainistration
Center fcr Devices and
Radiological lltealth

8757 Geocgia Avenue

Silver Spring, MD 20910

Numbe v K872849

D.C.

ATTM: tRT P. MAYGC Received : 07-20-87
205 C=» TNNIAL AVENJE Product : SFERM-SELECT
PISCETA-AY, NJ 08854 ADDITIONAL

INDICATION

The Premarket Notificat:ion you have submitted as requited under Section
519(%» of the Federal Food, Drug and Cosmetic Act for the above referenced
-~ device has been received and assigned a unique document control number
(D.C. MNumbevr above'. Please cite this D.C. Number in any future
correspondence that relates to this submissicn.

.. We will notify you when the processing of this submission has been
compieted cr if any additional information 1s required. You are required

' to wait ninety (90) days after the received date shown above or until
rece:pt of a "substantially equivalent” letter before placing the product

= inte commercial distribution. 1 suggest that you contact us if you have

not keen notified in writing at the el ~f this ninety {90) day period
befcre yeou hegin marketing your device. sritten questions concernina the
status of your submission should be sent to:

Feod and Drug Administrat.on

Center for Devices and
fadiclogical Health

Office of Device Ealuation

Document Mail Center (HFZ-401)

8737 Georgia Avenue

Silver Spring, NMaryland 20910

If you
Small i
me at

2 procedural or pelicy questioas, please con
rfacturers Assistance at theivr toll~-free numb
427-81F2.

tact the Diviz::r
er (800) £38-20:1

[h]

Sin<erely yours,

Robert I. CThissler

Premarkes MNotificaticn Coordinator

Cffice of Device Evaluation

Zenter £2v Devices and
Rad:clz3:ical Healrth

%t FDA/CDRH/OGE/DID: at CDRH—FOIS'_I'ATUS@fda.h\ﬁs.g’&v»o_r 301

w

17965118

»
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Pharmacia

July 13, 1987

Food and Drug Administration

Center for Devices and Radiological Health
.Document Mail Center

(HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

Re: 510(k) Notification - Sperm-Select
Additional Irdication

Dear Sir/Madam:

In accordance with 21 CFR 807.8] we are suomitting a  510(k)
Notification for an additional indication for Sperm-Select. This new

indication will be for use as a medium to prepare sperm for in-vitro
fertilization.

Please note Sperm-Select was previously granted marketing Clearancs
510(k) #K864524 for use in evaluating sperm penetration ability.

Please contact me at 2C1-457-8144 with any questions you may have.

Sincerely,
FHARMACTA INC.

W VR =
Albert P. Mayc ’

Manager
Requlatory Affairs

Pharmacia Ine.
800 Centennial Avenue
Piscataway, N.J. 08854

Telephone 201-457-8000
Telex 6858125 Pharfcuw
Telecopier 201-457-9002




Pharmacta Inc.
Piscalang, New Jorspy 08394

510 (k) NOTIFICATION

Trade Name: Sperm-Select

Common Name: Sperm Capacitation Medium for In-Vitro
Fertilization

Classification Name:None.
Establishment Registration Number: 2215942

Clagsification: None. A similar device, ”Sperm Capacitation
Medium” by Irvine Scientific was given the classification No. 21
CFR 884.5250 (Class I1I) by FDA.

Performance Standards: None.
labeling: Draft labeling is attached as Apperdix A.

Substantial Equivalence Statement: ‘Ihe new indication for Sperm-
Select is  substanially equivalent to current in-vitro
fertilization (IVF) procedures using Hams F-10 Medium arxl Earles
Media and to Sperm Capacitation Medium by Irvine Scientitic which
was given marketing clearance via 510(k) Notification No. 861188/
(see attached FDA letter). Both the Sperm Capacitation Medium and
Spexrm-Select are used to prepare sperm for in vitro fertilization
techniques and both are enhancements of current techniques.
The Sperm Capacitation Medium is described by Irvine Scientific as
“Hams F-10 Media Modified for Sperm Capacitation Procedures”.
Sperm-Select may also be used to enhance the Hams F-i0 Media to
improve chances for successful IVF procedures.

The major difference is that Sperm—Select will also be used with
Earles Medium for IVF prcedures.

Attached as Appendix B is a paper describing studies performed
with Sperm-Select. One study involved 211 sperm samples tested
with and without sperm select, using Hams F-10 Medium or Farles
Medium and utilizing different test procedures.




Piscatama, N« Jersey UBAS

@E Pharmacia Pharmacia inc.

Another study was conducted with 80 random sperm samples. Some
sperm samples (44) were prepared with sperm select and 36 were
not, These studies clearly demonstrate that Sperm~-Select fits well
into curvent. TVF procedures and may enhance vhe success rate.

Attached as Apperdix C is the labeling for the Sperm Capacitation

Medium and your letter granting that product substantial
equivalerce.
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d, nder FOIA Reque:

st #2016-2538;
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076l ¢ my/ml
SPERM-SELECT

Released by CDRH on 11-15-16

DRAFT LABELLING

BEST AVAILABLE COPY |

10%0.75ml Sterile
SPERM-SELECT 2 mg/mi

Medium for sperm
preparation

i FOR InY VITRO USE ONLY

Jmintasied mothe USA by PRarmania e
7ncdiavedg. New Jersay CBESD

; . g
1 Phanmacia

Each vial contains: i
Sadwm hyaluronate 1.5 mq

Buffer solution to 0.75 mi

Store at 2-8°C.

Protect from freezing.
2rotect trom light

Manufactured by: §
Phanmacia AB i
Uppsala. Swoden

Boreh:
Fxp.

e aIa10g
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Records processed under FOIA Request #2016-2538; Release@% CDRH on 11-15-16

Directions for Use

Intended use
Sperm Sclectas intended 10 be ured for sepiranon of sperm from semunal plasma

Principle of the proccdure
Sperm {rom fresh ejaculate are allaw ed 1o mugrsie into a column of 3 medium with increased visconn duc 1
the addinic., of Sperm Setecr. The incressed viscosity of the medium w it cause 2 high proportion of moule

. .
speim to reach the upper poruun of the flusd column. These mashed SPETIn €an be uscd for insemination “ ,(;.‘l:;
procedures
Contents Sperm Select
Each vial of Sperm Selece contains €.75 ml sadium hvaluronaie at a conzentration of 2 mp/ml, dissoived in a
phosphaic buffer and sicril:zed.

Specimen collection z2nd handling

Samples containing ejaculate ohtatned by masturbauon are 1o be used. The ¢jaculate should be fresh (not more 3. Usc
than | Lour old) and allowed 1o higuily a1 rocm tempezature (20~25°C) The sample should thereaftcr be thor- T ma
ouphi rtixed by pipetung the ejazulate up ind down several umes in a3 Pasteur pipente (use a container of glass he
or otier acceptable, non-tonic material; No further preparation of the sample 1s necessary. o

Materials required

= Vial contaimng € 75 ml Sperm: Select 4. Car

= 0.75 mi "medium of chiice™ e Earle’s balanzed sait solution 1 {+Na [1CO, 2 g 22!, Na Pyruvate € 11 and
mg‘mb, human serum albusun o a firal concensranion of 1%, Pemicilline 192 (L i} or other mredis suiabie cjaz

for sperm preparation

- ]ncu{:um tor CO; 1n aur

- B T'asteur pipettes (stenle)

~ A pipetie stand

- F.lc.'nrc plastic 1est thes

- Syninge with needle

- Y Leytometer e.g. Birher chamber or Makler chamber

["BEST AVAILABLE COPY

X
« prepazo o oprocedure Plac
.o~ "3 m! ol the mediem of choice ¢ ¢ Farle’s bal- MEDIUM  0.75 ml cub
-alt solution § i+ N1 HCO, 2 mg'mi. Na Pyru- %,,\ is
S mg'ml, h n serum albumis w0 a fina!
atration o | %o, Periathine 1C21E m!ltoa vial of
Sperm Select
-
Mivthe substances by ivernng the vial severai rimes.
The vial with conients can then be stored »n 2 refnger-
atar (+4°CY up 14 davs hedore use contem: of
- the prpared vial shauld always berncub e a0 37°Cin

A

5% CO;in nir {in the open via!! tor 30 minutes before
use.

Eofitact FOA/CDRHIOGE/DID at CORE-FOISTATUS @fda.htis gov or







Close the ends of three-four short Pasteur pipcué.s by
smehing the tips in a flame,

’ oasm -
ﬁ '_‘t.mu.n.mzQQ .

Use an intact, short Pasteur pipetteto transfer approxi-
mately 0,25 m of thoroughly mixed ejaculase 1o each of
the closed pipettes.

Carefully transfer 0.4-0.5 ml of the mixture of medium
and Sperm Select 10 each of the pipettes containing
¢jaculate. Two separate layers will be maintained.

0.4 mi MEOIUM Y\

)

5. Place the three-four filled piperzes in a mbe rack and in-
cubate them at 37°C for 60 min. If a bicarbonate buffer
is used incubate in 5% CO; in air.




materials, towthe Officeuof Compliance (HFZ-300), 8757 Georg.ia Avenue, Silver:
Recoiprimges¥edyiratel POMA Request #2016-2538; Released by CDRH on 11-15-16

Use a long Pasteur pipetse to carefully transfer approxi-
_mately 2/3 of the fluid from the upper layir of each of
the pipetes which have just been incubated. This fluid
contains the selected, washed sperm samples.

Transfer the sperm obtained in the previous step to a
sterile, plastic test tube, Mix the substance carcfully,
‘but thoroughly by stirring with the Pasteur pipente.

Calculate the concentration of sperm in the medium. .
E.g. when using a Biirker chamber (count the number : Biirker chamber
of sperm present in B-quadrant), m ag... 140

15 sperm counted gives the following count/ml: :

15 X 16 % 10 X 1000 sperm/1000 pl C
2,400,000/1000 !

240,000/100 u!

24,000710 )

The sperm have now been sclected and washed.

1 B-quadrant = 1/160 mm?

|

/

BEST AVAILABLE COPY:

References:
1. Wikland M., Wik O., Steen Y., Qvist K., Soderlund B., Janson P.O.: A self migration method for pre-
paration of sperm for IVF/ET. Human Reproduction, in press, 1987.

2. Steen Y. etal: A new method for the treatment of sperm in an IVF/ER program. Fourth World Conference on
In Vitro Fertilization, Melbourne, Australia, Abstract, 1985.

3, Wikland M. etal: A new method for sclection of motile spermatozoa for IVF. 12th World Congress on Fer-
tility and Sterility, Singapore, Abstract p. 505, 1986. :
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"materials,‘to the OfEice of Compliance (! ’300), B757'Georgta Avenue, Silvé

e ﬁ%at,":e,; 20

Human Reproduction In press

A SELF-MIGRATION METHOD FOR PREPARATION OF SPERM FOR IVF/ET

Wikland M, Wik 0*, Steen Y, Qvist K, Stderlund B and Janson PO

Department of Obstefrics and Gynaecology, University of Goteborg

Giteborg, Sweden and *Pharmacia AB, Uppsala, Sweden

Running title: Sperm preparation for IVF/ET

Correspondence to: Dr. Matts Wikland
Department of Obstetrics and Gynecology
University of Gdteborg
$-413 45 GSteborg
Sweden
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Records processed under

Pharmacia Inc. ' - ) : Telephone - 201-457-8000 - )
800 Centannial Avenue ' . - Telex 63858125 Pharfeuw
Piscataway, N.J, 08854 " Telecopier 201457-9002 .
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Records processed under FOIA Request #2016-2538; Releaséd by CDRH on 19
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. Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LEGENDS TO FIGURES

Fig. 1. Schematic i1lustration of the penetration test.

Fig. 2. Schematic illustration of the self migration method in a

Pasteur pipette with was sealed in its thin end.




Table 1. Criteria for a normal sperm sample
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Records processed under FOIA Request #2016-2538; Released by CDRH on 11-15-16

¢ Table 2. P — oo
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RILALT » ) ) p s e ey './- v /0
'-y' . DEPARTMENT OF HEALTH & HUMAN SERVICES. L . Public Health Sarvico - -

<,

Food and Drug-Administration .

o ¢ TREST AVAILABLE COPY | 2757 o v = B

Mr. (i:hat]es H. Newman ;
President K T ’
Hewman Associates (ON_buhalF t.'F b ) Res K861188/A
25283 Cabot Road IninNe -5’7-."=f" / Sperm Capacitation Medium .-
Suite 207 Dated:” g1y 10, 1986
Laguna Hills, California 92653 Received:  “getober 15, 1986
E Regulatory Classg-- 1§ .
Dear Mr. Newman: 21 CFR 8845250

Ve 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 cammerce 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 requlatory class shown ahove, by a final regulation
published in the Federal Register: All classes of devices are regulated by the
general controls provisions of the Act applicable to all medical devices including
annual reqistration, listing of devices, good manufacturing practice, labeling, and
the mishranding and adulteration provisions of the Act; class IX devices must also
meet present or future performance standards; class ITI devices will be required to
undergo premarket approval at same time in the future. Please note: -‘This action
does not affect any cbligation you might have under.the Radiation Control for Health
and Safety Act of 1968, or other Federal Laws or regulations. ’

Existing major requlations affecting your device can be found in the Code of Federal
Regulations, Title 21, Parts 800 to 895. In addition, the Food and Drug
Mministration (FDA) may publish further announcements concerning your device in the
Federal Register. We suqgest you subseribe to this publication so 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 cbtained from the
Superintendent of Documents, U.S. Govermment Printing Office, Washington, D.C,
20402, Such information also may be reviewed in the Dockets Management Branch
(HFA=305), Food arxl Drug Administration, Roam 4-62, 5600 Fishers Lane, Rockville,
Maryland 20857.

ic 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 campliance with the premarket notification regulations 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 Campliance, Division of Campliance Operations (iIFz-320), 8757
Georgia Avenue, Silver Spring, Maryland 20910, o

Sincerely yours,

L) eoie, Uho~

Lillian Yin, Ph.D,
Director, Division of OB-GYN, ENT
and Dental Nevices
Office of Device Evaluation
Center for Devices and Radiological Health
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Sperm Capacitation
Medium

Ham's F-10 Media Modified
for Sperm Capacitation Procedures

10X 12mL Sterile Filtered
IRVINE Cat. No. 9931 Store at 2°—8°C

SCIENTIFIC
Santa Ana, CA 92705 For in Vitro Use Only.

Sperm Capacitation

Medium

Ham's £-10 Media Modifled

citation Procedures
tor Spesm Capacils Stevile Fllmsg

12mi F
1RVINE Cat. No. 9831 Storeal 2°—
E°'§ :‘.‘-‘5“: Fot In Vitro Use Only.

| BEST AVAILABLE copY |
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Thia "Preparat;on of,Samen-for'Intrﬁuteplne Inseminafion"
is taken from an article which appeared in THE FEWALY' FARIENT,
Vol. 9, December 1384, writtén'by Pau;‘s..waathersbee, fh.D. and
Lawrence B. Werlin, l4.D., Divislon of keproductive Endociinology
and Infertility, Departmeht'of Obstetrics -and Gyﬁecology.
University of California, Irvine Medlieal Center, Orhngo. California.’

{1) Patient vroduces a semen énmple by masturbation,
following a two (2) to three (3) day period of sexual
abgtinence, '

Allow sample to liquefy at room temperature for twenty (20)
to thirty (30) minutes,

If total seminal volume is 3 ml or less, transfer

the sample to a sterile 15 ml conical centrifuge

tube and add room-temperature Ham's F-10 based
insemination media (Xrvine Sclentific, Santa Ana,

Calif.) to a final volume of 10 ml. Should the

semen volume be greater than 3 ml and/bp the sample

hirshly viecous, treat thase nemples in the same

manner, but only after thay've been split into

two (2) equal fractions. | BEST AVAILABLE SOpY

Centrifuze tubes at smbient temperature for ten (10)
ninutes at 300 xgz.
Remove rupematant above "sperm pellet" by decanting

the tubes. The sperm should then be resuspended by
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goently flicking the botton of the tube:witﬁ the
index finﬁer 6r. should it be availablé;-through
the use ofvg vosrtex mixeé,' The sperm are then
resuspended in 4 ml of fresh media, ths tube re-
capped, and gently mixed by inversion. ‘Sanmples
that were fractionated f§r the first centrifugation
can be recombined into one (1) tube,
Recantrifuge tubes as 1n;étep L,

Onee agaln, remove supernatant by decanting,
resuspend sperm gently by manual or mechanical
agltation, and add fresh media to a final volume
of 0.5 ml or lesn,

The sample is then drawn into a sterile myringe
fitted with a 20 caupe needle and 1s ready for
inacmination using a 5 french pediatric faeding

tube, or a 3.5 inch 16 gaipe anglocatheter.

BEST AVAILABLE COPY |






