Aut ol ogous Bl ood and Bl ood Conponents (3/15/89)

Date : March 15, 1989

From Director, Center for Biologics Evaluation and Research
Subj ect: Guidance for Autol ogous Bl ood and Bl ood Conmponents

To: Al Registered Blood Establishnments

I . 1 NTRODUCTI ON

The safety of blood and bl ood conponents continues to be one of
the Food and Drug Administration's primary concerns. Because

aut ol ogous bl ood col |l ections are occurring with increased
frequency, there is a heightened need for definitive guidance in
this area. The gui dance for collecting, testing, |abeling,
storing and distributing blood and bl ood conponents from

aut ol ogous donations as described in this docunment was revi ewed
by the Bl ood Products Advisory Conmittee on Novenber 18, 1988.

1. LICENSI NG AND REG STRATI ON
1. Establishments collecting autol ogous bl ood nust
regi ster annually with the FDA as required by 21 CFR
Part 607.

2. Establishnments collecting autol ogous bl ood or

bl ood conmponents for transfusion that are routinely
shipped in interstate comerce nust be licensed in
accordance with the provisions of Section 351 of the
Public Health Service Act. Unlicensed bl ood or bl ood
conmponents for autol ogous use should not be shipped
in interstate commerce except in the unusua
circunstance that the place of surgery is

unexpect edly changed to another state.

3. Autol ogous bl ood collected w thout predeternmnned
nmedi cal need at the time of collection should be

I i censed because requests for interstate shipnents
are expected to occur

[11. TESTING OF AUTOLOGOUS BLOOD
1. All FDA required tests in 21 CFR 610.40 (HBsAg),
610.45 (anti-H V-1) and 640.5 (syphilis) should be
performed on a sanple obtained at the tine of
collection and prior to labeling and distribution. If
the donor is confirmed to be anti-H V-1 positive or
confirnmed to be HBsAg reactive, CBER recomends that
the bl ood or bl ood conponents not be used. However,
the products may be distributed only for autol ogous
use by the collecting facility provided that a
witten, signed and dated request for the use of
confirmed anti-H V-1 positive and HBsAg reactive
products is received fromthe patient's physician. If



distributed on a common carrier not under the direct
control of the collecting facility, the product is
to neet the provisions for shipping an etiologic
agent pursuant to 42 CFR 72.3. |f not used, al
conmponents, including recovered plasm, should be
quaranti ned and destroyed. Donors who are repeatably
reactive for anti-H V-1 or HBsAg, whether confirned
or not, must bepermanently deferred as donors of

bl ood for honol ogous use pursuant to 21 CFR 606. 160

(e).

2. Frozen autol ogous conponents, including those
currently in storage, should neet the sane testing
requirenents. Previously frozen units from donors
with rare blood group phenotypes may be used in
energenci es. \Whenever possible, donors of units
currently in frozen storage should be requested to
provide a current sanple for testing before untested
units are used. For future donations, CBER reconmends
that a plasnma/serum sanple collected at the tine of
donation be frozen with the unit to accomvpdate the
possi bl e addition of new tests during the storage
peri od.

V. LABELI NG OF AUTOLOGOUS BLOOD
1. All blood conponents suitable only for autol ogous
use at the time of collection should be pernanently
| abel ed with a special nessage |abel as prescribed in
21 CFR 606.121(i)(4) and in the current Guideline for
the Uniform Labeli ng of Bl ood and Bl ood Conponents.

2. Blood or blood conmponents that test positive for
anti-H V-1 or are reactive for HBsAg as defined in
Section II11.1. should be permanently | abeled at the
time of distribution with a special Bl OHAZARD | abel as
provided in the current CGuideline for the Uniform
Label i ng of Bl ood and Bl ood Conponents.

3. If time does not permit confirmation of repeatedly
reactive tests for HBsAg or anti-H V-1 prior to
distribution, the |Iabeling recommendati ons of Section
IV, 1. and 2. apply.

4. The donor classification statenent, "AUTOLOGOUS
DONOR' shoul d be permanently affixed in addition to
"VOLUNTEER DONOR' or "PAID DONOR'. It is the intent of
the Agency to amend 21 CFR 606.121 (c)(5) to require

t he aut ol ogous donor cl assification.

V. RELEASE OF AUTOLOGOUS BLOOD FOR HOMOLOGOUS USE
1. Only blood and bl ocod conponents coll ected from
donors who neet all suitability requirenents as
defined in 21 CFR 640.3 and the testing requirenents
of 21 CFR 610.40, 610.41 and 610.45 may be



di stributed for honol ogous use or for further
manuf act ur e.

2. AIDS educational information should be provided to
donors and confidential unit exclusion procedures
shoul d be applied at the tine of donation.

3. Labeling of autol ogous blood and bl ood conponents
for honol ogous use nust foll ow the requirenents of

21 CFR 606.121(i)(4) and (5) and should al so include
the donor classification statement, "AUTOLOGOUS DONCR'.

VI . | NTRAOPERATI VE OR POSTOPERATI VE RED BLOOD CELL SALVAGE
1. The intraoperative or postoperative salvage of red
bl ood cells for immediate return to the sanme patient
generally is considered a part of the practice of
medi ci ne. When sal vaged units are held and stored in
the bl ood bank after surgery before return to the
patient, the |abeling, quarantine, storage and
recordkeepi ng requirenments of 21 CFR Part 606 shoul d
be net.

2. Because of the increased risk of bacterial
contamination in autol ogously collected sal vaged red
bl ood cells, the storage period at 1 - 6 degree

Cel sius should not exceed 6 hours after which the
unit(s) shoul d be destroyed.

3. Because of the brief storage period of such
products, testing for HBsAg and anti-H V-1 may be

wai ved, but products should be stored in a quarantine
area and conspicuously | abel ed for autol ogous use
only.

Pl ease refer technical questions to the Division of Blood and

Bl ood Products, HFB-400, Bethesda, MD 20892 or cal

(301) 496-0952 or 496-4396- Application fornms for registration

or licensure may be obtained fromthe Division of Product
Certification, HFB-240, 5600 Fishers Lane, Rockville, NMD 20857 or
by calling (301) 443-5433

Paul D. Parkman, M D.



