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Responsibility: Manager or Designate
t. Setection of Donors.

1.1 Determine it donor is acceptable plasmapheresis conor (CSOP 221, 222, and
403).

1.2 Donors suspected of bdeing At Risk for AIDS shal! be sssigned to Speclal
Plasma Program at the cdiscretion of Plasme Center personnet.

1.3 In addition, Cutter Blological Specia! Testing Lab Identifies to plasma
center those donors That are hepatitis core antibody positive (M.
Antibody) end are 10 be classitied as Special Plasms donors, plasma type S.

1.4 New doners and donors returning after an sbsence of four months or fonger 24
must temporarily de clessified »s donors of Speciasl plasma, plasms type S,
until resulits of MO sntibody testing are known.

° . Responsibliity: Receptionist snd Centrifuge Technician

. 2. Sampling .
. . . - 2

« 2.1 Assign donor a set of brown (Specis! plasma) Control numbers that hes been
hightighted in green to the right hand side of all tabels, to Indlcate HB.
Antidody testing is required.

2.2 Do not determine Donor Code untii H8. antibody results ere known.

2.3 Repest donors who have been sampled for ¥8, Antibody testing but whose HB.
Antidbody results are still unknown must remain plasms type S and de
assigned 8 set of dbrown Controt Numbers thet has not been highlighted In
order to Indicate M8, Antibody testing Iis not required.

D NOO=CEO
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2.4 An M8 AqQ sample requiring MB. Antibody testing (highlighted Contrel

Nurbers), must be 9% leng, including & hest-sealed segment at one end

2 1/2" = 3" tong.

2.4.1 Attix hightighted Contral Numbers to both segments of sample; the
Control Number on the short segment must be close to the dividing
hest sesl; the Control Number on the lerge segment must be 2% from
the end farthest from the dividing heat sesl.
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CUTTER SYSTEM OF PLASMAOMERES(S

2.3 Record o, Antidoay samgie taken on forn £1-9711 (Conor Record).

2.6 The Special Testing Latoratery will notity the pissra center of resuits of
Hc Antibody testing.

2.7

Record results on form 81-9711 (Oonor Record).

2.7.1 Oonors testing M8, sntibody positive are permanently essigned ro

Special plasme program, plasma type S.

8. Ho, antibody positive donors may be assigned to snother piasms
Type only upon suthorization from Mansger, Plasra Procurement,
Cutter Bioclogicatl,

2.7.2 Donors testing L8 .n'ihody negstive must be converted to Normal

plasma or, |t all requirements ara met, » hyperimmune plasme type
before they donate again.

Repeat donors who are not permenently classitied as Speclisl Plasma donors
fus? Le retested for 8, Antibody 8T The Time of thelr 4-month reviev.

2.8.1

2.8.2

2.8.3

2.8.4
2.8.3

2.8.6

2.8.7

When 4-month HB. Antibody test sample is due (CSOP 132), the Controt
Number set, whatever its color: Blsck, red, ote; must be highiightee
in green as cdescribed In 2.1.1 adove.

M8 Ag sample mus? be 9% fong including 8 hest-senied segment at one
ond 2-1/2" = 3* long for 18, AnTibody test.

Attix highlighted Controt Numbers to both sogments of sample as
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gescrided In 2.4.1 above. ¢
Record HB, Antibody semple taken on form 81-9711 (Donor Record). ™
Pack uni? to be tested with other units of same Plasma Type snd 2 '—'
Oonor Code; do not peck with plasme type S. '
if & norme!l Tetenus or Pertussis donor tests M8, Antlbody positive 22 7'
change the Plasma Type designation Form 81-9711 (Doner Record) by
placing a brown fetter "S™ in Pissma Type box (CSOP 401), On
donor’s next donation plasma will be classitied as Typs S Pissme (K]
(brown Control Number [ebels). 'i
8, Mflboﬁ positive units from Normsl, Tetanus snd Pertussis g
donors, and any units drewn subsequentiy, must be removed from ) ': '
original certons, retladellied and repacked as Specliat Plasma. U
P — Y
|
-
[
P
®
| &
! o
. @
) 3
. 000:’\;‘\-
- M 000307 S
PLTF011209

CGRA0000326_010_0002



Sheas 24 2
e
2

e

Doci=en?® Ko.:
€sce 100

QUALITY ASSLRAICE DOCLVENT

Cocurent Type:

. : Carte:. s
CUTTER SYSTEM OF PLASIASLERES|S : AUG 30 84

8. Mighlight, Dy circiing, any HBe Antidody sositive units ©n x
originsl Plasra Pecring and Hepatitis Report form.

5. Mane another copy of sny original Plesme Packing snd tese<itis Y4
Report form that ligrs unit(s) of HB. Antidody positive dlasma.
0o not 1ine out 1B Antibody pasitive units untll this copy is
oade. .

L

¢e Remove from original certons st units, ang sny sudsecuent
unirs, collected trom donors who tested HB. Antibody positive.

d. Cut cautionary stetement from the top of 8 drown Source Plasma
(Human) tadel and attix It over the 1ade! on the unit so that
b' the statement "Cautlon: FOR MANUFACTURING USE ONLY® is
completely covered.

X

@. Raepack units In cartons labeled with brown shipping tabels.

f. Line out HBe Antibody positive plasms unlt on original Plasme
Packing and Hepatitis Report form. (See CSOP 407 Iten 13). Use
ball=point pen so entry I3 still resdable. Recalculate tota!
volume and total begs/cese. -

q- A

T BT t—— . =

S NoO=HCO

- . g+ On copy of Plasma Packing and Hepstitis Report form change .
LY Plasma Type to S, change Case Number to Case Number of S plasms '
in which unit is fo be packed. Using bali-point pen, tine out

. atl #8c Antibody negstive units.
h. List converted unit on original Plasms Packing and Hepatitis

Report form for carton in which It Is to be packed giving ‘
Controt Number, Donor Number, volums. Artach copy of Plasma
Packing end Hepat!tis Report form with the re,:? resuits to 2 t
originat Plasms Packing and Hepatlitis Report fofm for nev case. .

L

RESPONSIBILITY: Centrifuge Techniclen

3. labeling

3.1 Use drowm Source Plasme (humen) Label for Plasma designated for use In
manufacturing sidumin, PPF, or globulln only.

-

-

"y
-l

(K

e ol
) L]
| 2
. ! 2
"o
/ 3
. MCP 000542
\ M oooéoa s
Plaintiff's Exh. #0487 PLTF011210

CGRAO0000326_010_0003



Shee 4 =t &
“oCure? L.t HILLIZX

€SP -3ec —t 2

o

Cove: AU630.1984

AUALITY ASSLRANCE COCIE'T

T

Document Tyce:-
‘ CUTTER SYSTEM OF PLASMAPWEDESIS

(2] mu.-cwur-omcq Centers {2) CLutter-owned Centers
r =- g
. SOUR! | .
utmnn-" w:: :;:‘u :l:l:‘:wm( SUNct rURS pom '
ALSUNIN. PPF 02 CAUTION; FOR USE IN RANUFACTUN
. 1. PPF o SLEBULIE LY ALAVKIR. PPF OF GLODULN DALY
: — s ——_ 1L Al ]
: IR Pts § hmpuzit YT
' P =11
) |-'"= ce R bastumaaded’ Orwares T & NG Rass
. e o3 [m_
PLASHA COLECTED ON MORMAL .o -] -
LTI : — -] PUASMA COUZCTED MRO0N RORLAL SONORS o .
S Pt cocremsee i) SRS . @ NGR Upesty) o
8: - et sver enmy ® E: o aumepa .-l-' o et .'-
. . ﬁ—&..‘.hﬂ:.: B- — ® -2.:..':.:
.t 2w e i Porey Semreactw fur M0yAg Oy DA aired et
L2 °

3.2 On Plasma Packing and Hepatitis Report form, enter Plasms Type S.

. Responsibitity: Receptionist
« 4. Convert Plasms Type § Donor to another Plasma Type. =
4.1 When donor Tests M8 Antibody negstive, change the Plasma Type designation
on form 81=9711 (Donor Record) lining out S and entering tetter for »
appropriate plasme type (CSOP 2V4). . -

i
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23 NOO=HEOH

4.2 ODetermine Donor Code of all donors converted to Plasma Types N and T.
Record Donor Code on form 81-9711 (Donor Record).

\aand
-

Responsibitity: Centrifuge Techniclian
S. Shipping

-

s.1 Make sure shipping labels on carton of frozen plasma are brown. ,"
PRECAUTIONS ° =
s missing snd & backup % ‘-'

. 1. 1# B antibody testing s Incomplete or & test sample |
sample is unavalladle, the donor's plasma is to be shipped 3
donor's status with regerd to this test can be deternined.

s Type S until the

=

. 2. Should @ HBe Antibody positive unit be inadvertentiy shipped 83 HBc Antibody - 4
negative, §.0. other than as Plasms Type S, promptiy report by phone to the [
. Nationa! Ptasma Center Operations Manager (415) 420-5151, Report must inctude
Control Number, Donor Numper, Oate Orawn, Week Number, Plasma Typs, Donor Code, -
Case Nunder, date shipped and destination. 2
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