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GUI DELI NES FOR | MVUNI ZATI ON OF SOURCE PLASMA
(HUMAN) DONORS W TH BLOOD SUBSTANCES

(Revi sed June, 1980)

BLOOD GROUP SUBSTANCES

Must be a licensed product

May be adm nistered only to healthy males or else to
femal es in good health who are either physiologically
or surgically incapable of chil dbearing.

a) Primary - no nore than 1.0 nlL subcut aneous or
intramuscular. An initial “skin test” injection nay be
0.1 nL intradermal, followed | ater the sane day by up
to 0.9 nL either subcutaneous or intramnuscul ar.

b) Booster - no nore than 1.0 nL by the sane routes as
the primary, to be admnistered only if both the
followng criteria are net:

i) The serum hemaggl utination titer is | ess than

1: 256 and

i nmore than one year has passed since the previous

i nmuni zati on.

RED BLOOD CELLS

1

Cell Donor - Meets whol e bl ood donor criteria as specified

in 640.3; also:

1

No history of hepatitis or past reactive test for HBSAG



2. No history within the past 6 nonths of ear
pi erci ng, acupuncture, or tattooing.

3. No history of previous transfusions.

4. Previously used as red cells donor for transfusion
or immuni zation of at |east three recipients, who
have been followed for at |east six nonths w thout
havi ng devel oped hepatitis, jaundice, or reactive
HBSAG tests: or
| f a new previously unused red cells donor, the
cells should be used to i nmunize no nore than
three recipients in an initial six nonth period,
during which tinme recipients shall have nonthly
HBSAG tests and SGOT or SGPT determ nations
If at the end of 6 nonths, there is no clinical
or | aboratory evidence of hepatitis or other blood
transm ssi bl e diseases in the recipients, the donor
may be consi dered acceptable for providing red bl ood
cells for stinulation purposes.

5. I n special instances, selected donors wth properly
docunented histories of voluntary bl ood donations which
resulted in transfusions w thout subsequent hepatitis may
be found accept abl e.

2. Vol unme and frequency of red blood cells collections:

Total of no nore than 450 nL of whole bl ood drawn in any



4.

8 week period, and no nore than 2,250 M. whol e bl ood

drawn per year.

Laboratory Tests

a.

Each Donati on

serol ogical test for syphilis nust be nonreactive;
third generation HBsAg test nust be nonreactive;

SGOT or SGPT wthin normal imts established by
testing | aboratory; and ABO and Rho(D) typing.
Initially - before use as donor:

Red Bl ood Cel | s phenotyping done - for C, D, E, c, e
Kel | and Fya; although not required, phenotyping for

other specificities is often desirable and is

r ecommended.

Preparation of Antigen

a.

Col l ection

1. Col | ect ed under aseptic conditions, into sterile,
pyrogen-free containers in an appropriate ratio
an approved anti coagul ant.

2. May be aseptically aliquoted into sterile,
pyrogen-free, single-dose vials or tubes for

st orages. *

*BD red stoppered vacutainers are not prepared as sterile

cont ai ners.

BD/ yel | ow st oppered vacutainers are sterile, but are not

Pyrogen-free nor intended for injection. Mnufacturers of

- 3-



sterile, pyrogen-free vials suitable for injection:

El ki ns-Si nn, Inc. New Engl and Nucl ear
Cherry Hill, NJ 08002 At oml i ght Pl ace
Product Code: 452700 Radi ophar maceuti cal Division

North Billerica, MA 01862
Nei t her of these vials contain anticoagul ant.
b. St or age

1. Stored at 1 - 6° C, or

2. Frozen
| f stored frozen, should be washed prior to use,
and used within 2 hours after entry for washing.
After washing - store at 1 - 6° C

C. Dati ng Period

1. If stored at 1 - 6° C and unfrozen,
storage nust not exceed 45 days.
a. Must submt sterility data to support

request ed dati ng.

3. On all blood aliquoted in an open system
a bacterial culture perfornmed according
to the specifications set forth in
Section 640.2(b), except that the test
shal | be perfornmed on at | east one
si ngl e-dose vial fromeach bleed | ot
which is stored unfrozen for nore than
seven days one culture shall be perforned

on day 8 for at



| east one single-dose vial fromeach |ot and an
additional culture shall be perforned on the | ast

date of the dating period.

d. Washi ng of Red Blood Cells

1. Washing is desirable, but not required, for RBC
stored liquid

2. | f washing is done, sterile, Sodium Chloride
I nj ection USP nust be used.

3. |f Red Blood Cells are washed, nust be used
within 2 hours after entry for washing.

4. I f washing is not perforned, single-dose vial
of cells should be stored upside down, and only
packed red bl ood cells should be aspirated for

I nuni zati on pur poses

Record Keeping - As required in GW and Source Plasm

Regul ati ons.

Addi tional Testing of Red Blood cell Recipients.

a.

Must be ABO, Rh, Kell and Duffy phenotyped prior to

i muni zation. Kell negative, Fy(*) or persons who are
both Kell negative and Fy(®) nust not receive Kel
positive or Fy(*) calls except for specific purpose of
produci ng Anti-Kell or Anti-Fy% only ABO conpatible red
cells may be transfused.

screening for unexpected anti bodi es by nethods that



7.

denonstrat ed henol yzi ng, agglutinating, and coating

anti bodi es shoul d al so be perforned.

1. Whenever anti body screening tests denonstrate the
presence of unexpected anti bodies, other than
t hose deliberately stinmulated through i mmunization
by the |icensee, the prospective red bl ood cel
reci pient shall be interrogated as to whether
t hey have ever been pregnant, transfused or a
tissue graft recipient, or whether they have
recei ved past injections of red blood cells for
any reason. This history shall be made part of
t he permanent record and shall identify as
clearly as possible the cause of inmmunization.

2. Reci pi ent should be notified in witing of any
anti body specificity he devel ops.

3. The Director, Bureau of Biologics, shall be
notified in a witten report on an annual basis
of any unintended specificity anti bodies elicited
by red bl ood cell inmmunization.

C. Wonen shall not be immuni zed unl ess physiologically or surgically

i ncapabl e of chil dbeari ng.

| muni zati on schedul e
a. | mruni zat i on procedures

1. De novo i mmuni zation for anti-Rhy(D): The



maxi mum vol unme of packed red cells to be used for de
novo Rho(d) immunization shall not exceed 50 nL
within any 4 nonth period. Subjects not
respondi ng after receiving a total of 150 nlL of
i njected packed red cells shall be dropped from
t he program
2. De novo i nmuni zation for atypical antibodies other
than anti-Rhyo(D): Any de novo
i mmuni zation with red blood cells for elicitation of
anti bodi es other than anti-Rh,(D) shall be
performed under IND according to a Bureau of Biol ogics
approved protocol. Al such immnization protocol
w Il be considered on an individual basis.
| mruni zation of donors with positive anti body screening
tests (donors with pre-existing Rh anti body titers): The
maxi mum vol unme of packed red blood cells to be given to
donors with pre-existing anti body (regardless of titer)
shall be 4.0 nL in a single injection. This volunme may be
adm nistered up to 5 tines in a single nonth, but shall not
exceed 40 nL of packed red blood cells within any six nonth
peri od.
Red cells for imunization shall not be adm nistered
as part of any plasmapheresis procedure. Red cel

i muni zation may be perfornmed on the sane day as



pl asmapheresis, but only follow ng plasmapheresis and

only as a totally separate procedure.



