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INTER-OFFICE MEMOARANDUM Septeaber 12, 19383 .

Memoto:  See discribution ‘ ' i
From: J. C. W. Weber

3udbject:  Use of Plasma from U.S. Centres located {n Penitentisries
.. T 7" -OcAtSed in Penitentiaries
]

During my vieit to the Office of Blalogics on the 6th and 7¢h of
September, 1963, I inquired sbout the regulatory aspects and industry policies
with respect to the use of plasta derived from centres in peattentiaries. I
discussed the matrer Separately wicth these staff makbers:

= Dr. D. Donghue, Director, Blood Products Diviston

Mr. P. M. Dubinsky, Compliance Branch, together with Mra, Jean Lacerce
= Bpecialising in plasms probleas

Dr. B. Eltaberg, Director, Division of Product Quality Control

Dr. J. Pinlayson, Director, Plasaa Products Braach

Mra. C. Rookes, Plasms Products Branch .

Dr. R. Gerety, Director, Hepatitis Branch

Dr. S. CGidson, Director, Product Complisnce Division

| 2N I B I

Since there vas no conflicring statements oy obintona. tlie converaations
¢3n be summarized as follows:- ' !

Abour six months sgo, all u.S. fractionators decided not to use plasns
from U.S, penitentiaries or "correctional ceatres" excapt for diagnostic products
and a few rare, specific immunogiobulins.

Ouly a few penitentiaries are still being licenzed. They are
exclusively {n the Southern s:.:es.‘including Florida, Louisiana, Minsissippi
and Arkansas. The respective Stgtes Departuent of Correctional Sexvices reguest
the licensing to continue as a moral bouster for the inmates. . -

Since these centres are licensed and inspected as any other
plasmapheresis centre, it s pot illegal to use this plasma for the production of
fractionation products for husen uge. 1t {is, however, considered nost imprudent.

Hapatitis B Rigk:

1) 1f a plasma pool contains a Hepatitis B positive unit or an untested unic, the
following action is taken:

= Paccors VIII and IX: Nor relsased.
= Immunoglobulins: Case by case decicion based on ocher tests in protocol,

especially anti-fi8,. If the titre 1is 1:100 or higher
it is considered there ism eriough antidody to cover

potential antigen.
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=

Hepatitis B Risk: (continued) ‘ '

1) (continued) i
= NSA: As this is heated for 10 hours at 60°C, 1t 1s generally consideted
acceptable for relesse.

2) If a plasma pool contains a unit from a previously pesitive donor or a dLnor
wvith & medical history of hepstitis, the onus ia on the manufacturer te asaure
that sddicionsl cescing rulas out Repaticie. NSA and ISGC are not questioned.
1f units and additional testing are negacive, Office of Blologics will release.
The control is the manufacturer's responsibilicy.

A.I.D.§, Risk:

NSA is generally viewed as safe and there is little evidence to associate
A.1.D.8. vith the administration of 135G,

The Coagulation Factors present s defiaitive risk. .

Penitentiary Inmates as Carriere:

Hepatieds: ¢

While they are out of a population of drug users and therefore 1n 3 high riek
group, today's third generation HMgAg tests on the units Benerally sover the
situacions,

A.I.D.S.:

A study from the CDC Epidemic Intelligensce Service documents that there are
about 50 cases par 100,000 inmates par year in Nev York penftentlaries. This
high rate 1s considared to be due to frequant intraveaous drug use prior to
incarceration, and not necessarily exclusively to homosexual practices

(Pr. Gibson will send wme an abstract of this report,) o

Current product:

It 1s expected that the current lots of NSA awaiting release or already releasad

by the Office of Biologics for distribucion in the U.S.A. will be alloved.

Cenclusion:

Conaaught Laboratories Limited have at no time violated F.D.A. regulations

in this case. WUW¢ vere unavare of thd fact that the plagcns casa from
penitentiary centres and were not informed of the U.S. Manufacturers’ (chrough
P.M.A.) decision with respect to such plasma. °

Quy decision to follow the American fractionators’ example wvas considered not
only prudent but essantial. )
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1) No plasma derived from penitentiary inmates will be allowed into C.L.L. .

2) All such unite received and still intact as 1individusl units will bs recurned.
3) Any sesi-fabricated product inhouse which includes such units will be bfoush:
to a stable state of manufacture, then quarantined until further decision

can be taken. Mo cosgulation factors may ba nade fros this plasma.

'4) No U.S, plasma ceatre will be approved by Q.C./R.A. without chorough
invescigarion, generally including iaspection.

5) No plasas shipsent from any source other than the Cansdian Rad Cross will be

: slioved into Connaught Laboratories without specific approval by Qualicy
Assurance in each case. A prior shipsent from & plasaspheresis centre dogs
not mesn sutomatical approval for subsequent shipmentcs.
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pigtridbution: Mrs. M. R. Booth ! .
sr. P. J. Camppedd |
Mr. A. Davies -
Miss GC. . Laurence
Dr. J. Mercer
Mr. J. Ramsay
Mr. X. L. Reilly
pr. E. W. Pearson
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pirectot, ’
. pureau of Biologics,
brugt Directorate,
Health Procection Branch,
Health and Welfare Canada,
Virus 'l“o.
Tunney’s Pasture,
Ottava, Ontario.
KiAa OL2

Dear Dr, Furees: '
ra: U.S. Plases Suppliers

Please fiod encloted tvo coples of icfarmstion used to approve the
folloving sources of U.5. plasns 4n scesrdsnce with our S0P JQA-056.

This tnformation 45 supplied as an update to our cutrent file,

. 1, Alsbass Plassa Inc., U.S. License 4478
GRAD ~=> 2. Arkecsas Blood Coapoments, Ise., U.S. Licsnse #910
i j; 3. Browsrd Community Blend Center, U.5. License #913
wu™ 4. 1ndtatnspolis Blood Plasms, Icc., V.5, Licenae #760
¢ 5. Jackeocoville Blood Bank, Inc., U.S. Licease 181
6. Lspsing Plasns Corp,, U.S. License #2776
1. ™D Andersoo Hospital sod Tumor lnst., U.S. License #874
(also called Universicy of Texsx Syscams Csncer Center)
8. Milvakee Blood Plasma, lsc,, U.5. License #600
§. Onhio Blood Plasms, Inc., U.S. License #484
10, Seattle Plasms Corp., U.¥. Licenss #762
11, Yslata Plasss Corp., U.5: License #757,

in sddition, ve have enclosed a rvevised 1iet of approvad suppliers
for your isforauatiosg. 4

Siacerely, .

. 7/
./ -l -
J.C M. u.u!'.

Director,

Quality Control and
Regulatory Affairs,

JCHW/IDS/8d | CoN 1631i
Enslogsure
—-:ﬂ:_ e I e
ACCEPIABLE SOURCES DY NAME OF ESTABLISHMONT JuL
\ LIC ESTABLISHMENT ADDRESS , FOI  AIDS aL
- PLASMA INC. 2403-22D AV NORTH 840606 840506
478 ALABAMA 2 .
LIC
€16 AMERICAN BIOLOGICS 709 FRANKLIN AVE 830204 840307
INC WADD
LIC
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867 ANTIBODY CORP CF S06~A OWEN DR 830525 600602
NERICA (SEE 790) FAYETTEVILLE
LIC '
(MM/PS 910 ARKANSAS BLOOD . 209 NORTH BLAXE ST. 840607 840607
j COMPONENTS, INC. PINE BLUET, AARKANSAS
LIC )
222 AURGRA AREA BLOOD 1200 N HIGHLAND AVE 831206 31222
: BANK AURCRA
LIC
199 BLOOD BANK OF HAWAIL 2043 DILLINGHAM BLVD 631122 840103
SONOLULY
LIc
;-
¢ .
389 BLOOD CENTER OF 1050 ITH ST §31024 840103
CEVIRAL IGWA DES MOINES
LICc
913 BROWARD &:oumm 1700 K.STATE FO.7 840604 B40OSO4
BLOOD CENTER LAUDERHTLL, FLORIDA .
LIC '
ConN 16312 =
! . 648 CARTER RLOOD CENTER 1263 WEST ROSEDALE xioole 601028
- ING PORT WORTH .




