DEPARTMENT OF HEALTH. EDUCATI ON, AND WELFARE
PUBLI C HEALTH SERVI CE
FOOD AND DRUG ADM NI STRATI ON | ON

BETHESDA. MARYLAND 202003

January 28, 1981

TO. Al'l Registered Blood Collecting Facilities
FROM Director, Bureau of Biologics, FDA
SUBJECT: Col l ection of Human Leukocytes for Further Mnufacturing

(Source Leukocytes)

I n August 1980 the Bureau issued a set of guidelines for the
col l ection of human | eukocytes for further manufacturing. Comrents
on those guidelines were solicited and, on Cctober 8, 1980, the

Bur eau convened a workshop to evaluate data on the real and potenti al
risks to donors. Menbers of the Division of Blood and Bl ood Products
consulted with experts in the field to obtain an additional spectrum
of opinions on the performance of these procedures.

The consensus of opinion is that there is a potential risk associated
with the collection of |arge nunbers of |ynphocytes froma donor. It
is not possible, wwth the current state of know edge, to
quantitatively predict the frequency of donati on which woul d endanger
a specific donor. Therefore, any limtation to donation nust be
somewhat arbitrary. Fromthe input received, the Bureau feels that
an annual (rather than a lifetime) donation limt would all ow
adequate collection for the industry and woul d satisfactorily

saf eguard the donor. This change has been incorporated into revised
gui delines, a copy of which is encl osed.

-Signature (Paul Parkman for)-
Harry M Meyer, Jr., MD

Encl osur e



GUI DELI NES FOR THE COLLECTI ON
OF HUMAN LEUKOCYTES
FOR FURTHER MANUFACTURI NG

Prepared by the
Food and Drug Adm nistration
Bureau of Bi ol ogics
January 1981

These gui del i nes shoul d be observed by all registered bl ood

collecting facilities who wsh to collect |eukocytes for further

manuf acturing (Source Leukocytes).

1

The coll ection of Source Leukocytes from whol e bl ood
donors shall neet the donor suitability criteria for

the collection of whole blood as defined in 21 CFR

640. 3.

The coll ection of Source Leukocytes from pl asmapheresis
donors (single unit) wthout any additional donor

nmoni toring shall not be perfornmed nore frequently than
once every eight weeks. The collection of Source
Leukocytes under these conditions shall be obtained from
the first unit of whole blood collected during the

pl asmapheresis procedure. Such donors shall neet the
donor suitability criteria for the collection of Source
Plasma (Human) as defined in 21 CFR 640. 63.

The coll ection of Source Leukocytes from pl asmapheresis
donors single or 'double units) may be performed no nore
frequently than once in a 48 hour period or twice in a
seven day period, and shall not exceed the collection
fromnore than 32 units of blood f roma donor during a
period of one year. Such donors shall neet the donor

suitability criteria for the collection of Source Plasm



2
(Human) as defined in 21 CFR 640.63. In addition, white
bl ood cell count shall be perfornmed on the donor within
7 days prior to each collection of |eukocytes. Leukocytes
shall not be collected from donors whose white bl ood cel
count is bel ow 4000 per cubic mllineter.
Col I ection of Source Leukocytes by plasmapheresis at greater
frequenci es and total nunbers than those defined in these
gui del i nes nust be conduct ed under protocols approved by the
Director, Bureau of Biologics. Approvals will be given only
wher e donor safety can be clearly denonstrated and
noni t or ed.
Col I ection of Source Leukocytes by machi ne | eukapheresis nust
be conduct ed under protocols approved by the Director, Bureau
of Biologics. Approvals wll be given only where donor
safety can be clearly denonstrated and nonitored.
The net hodol ogy for the collection of the |eukocytes shal
assure maxi mum donor safety and sterility of all bl ood
products
Donor informed consent shall adequately explain the potenti al
ri sks of Source Leukocytes coll ection.
Results of tests for HBsAg should be available to the
manuf act urer of Source Leukocytes before they are shipped for
further manufacture. |f HBAg test results cannot be

avail able prior to shipping, the procedures to be used with



10.

such Source Leukocytes nust be submtted for approval by
Director, Bureau of Biologics. This subm ssion nust

i nclude details of the system for comunicating test
results, procedures for quarantine of untested units and
for identification and di sposal of units found to be
positive for HBAg.

The use of machi ne | eukapheresis for | eukocyte collection
is still an experinental procedure which should not be

i npl emented as a routine nethod for the coll ection of

| eukocytes for further manufacturing use. |Its use should
be limted for patient transfusion, blood cell conponent
t herapy, or as provided under item5 of these guidelines.
The Bureau will be devel opi ng standards for the collection
of | eukocytes intended for patient transfusion as well as
for further manufacturing use. Because this is a new and
devel oping area, the Bureau is collecting and eval uating
scientific data and wll be pleased to consider any
information received on the safety of nore frequent
Leukocyte col |l ection, including donor safety and the
safety and efficacy of the bl ood products.

Labeling of the |eukocytes shall conply with the Good
Manuf acturing Practices requirenents defined in 21 CFR
640. 120. The contai ner | abel for the |eukocyte product

shall contain the follow ng information



SOURCE LEUKOCYTES
CAUTI ON:  FOR MANUFACTURI NG USE ONLY

Quantity of Source Material and Kind and Quantity
of Anti coagul ant

Donor or Lot Nunber

Date Col | ected

Vol une m

Store at 10°C or col der
Non- Reactive for HBsAg by FDA Required Test

Nane, Address and License Nunmber (if Licensed) of the
Collecting Facility

Bi ol ogi cal products, such as Source Leukocytes, are subject to the
i censing provisions of Section 351(a) of the Public Health Service
Act. All establishnents desiring to collect and ship Source
Leukocytes for sale in interstate conmmerce nust first obtain a
product |icense. Licensed manufacturers of Source Plasma (Human)
must obtain a separate |license for Source Leukocytes and nmust anend
their product |icense for Source Plasma (Human) to include their

procedure for the collection of the |eukocytes.

Appropriate |license application fornms for establishnents intending to
coll ect and ship Source Leukocytes for sale in interstate conmerce
for further manufacturing use may be obtained by witing to the
foll ow ng address:

Li censi ng Branch, HFB-720

Bureau of Bi ol ogics

Food and Drug Adm nistration

8800 Rockville Pike
Bet hesda, MD 20205



