DRAFT RECOMVENDATI ONS FOR THE QUARANTI NE AND DI SPOsSI TI ON OF
POTENTI ALLY HBV, HCV OR HTLV-I CONTAM NATED UNI TS FROM PRI OR
COLLECTI ONS FROM REPEAT DONORS W TH REPEATEDLY REACTI VE
SCREENI NG TESTS. (Intended for discussion at the neeting of
t he BPAC on 12/15/94.)

l. Scope of the Recomendati ons

A

The FDA recomrends excluding fromuse for
transfusion and further manufacture into injectable
products previously collected units of Wol e Bl ood,
bl ood conponents, Source Leukocytes or Source Pl asma
from any donor who subsequently tests repeatedly
reactive by a licensed screening test for HBsAg, and
who does not have a negative test result by a
licensed confirmatory (neutralization) test for
HBsAg on the repeatedly reactive unit.

The FDA recommends excl uding fromuse for
transfusion and further manufacture into injectable
products previously collected units of Wol e Bl ood,
bl ood conponents, Source Leukocytes or Source Pl asma
from any donor who subsequently tests repeatedly
reactive by a licensed screening test for anti-HCV,
and who does not have a negative test result by a

i censed supplenental test for anti-HCV on the
repeatedly reactive unit.

The FDA recomrends excluding fromuse for
transfusion previously collected units of Whole

Bl ood and bl ood conponents from any donor who
subsequently tests anti-HBc repeatedly reactive by a
| icensed screening test for anti-HBc, and who does
not have a negative test result by a second anti-HBc
Iicensed screening test of a different type for
anti-HBc on the repeatedly reactive unit.

The FDA recomrends excluding fromuse for
transfusion previously collected units of Whole

Bl ood and bl ood conponents from any donor who
subsequently tests anti-HTLV-1 repeatedly reactive
by a |licensed screening test for anti-HILV-1, and
who does not have a negative test result by a second
Iicensed screening test of a different type for
anti-HTLV-1 on the repeatedly reactive unit.



Reconmended Procedures
Quarantine of Potentially Contam nated Units

Whenever a repeat donor has a repeatedly reactive
screening test for HBsAg, anti-HBc, anti-HCV or
anti-HTLV-1, blood establishnments should pronptly,
within 72 hours if possible, identify and quarantine
wi t hi n-date bl ood and bl ood conponents in inventory
fromprior collections, extending back 5 years. |If,
for the test that is repeatedly reactive, there is a
record avail able of the donor's |ast negative test
results froma licensed screening test, then
guarantine of prior collections should only extend
back to 12 nonths before such a test.

I n addition, blood establishnents should pronptly
request consi gnees of such products to inmediately
guarantine all previously distributed products
extendi ng back 5 years or 12 nonths before the
donor's last negative test results fromlicensed
serol ogical tests. FDA is not recommending, in the
case of products intended for further nmanufacturing
use, that bl ood establishnents request consignees to
quarantine units collected nore than six nonths in
the past. FDA is also not recommendi ng that
products which have been al ready pool ed or further
processed be quarantined. FDA does not intend to
eval uate these actions as recalls, provided that the
bl ood establishnment adheres to applicable
regul ati ons and SOPs.

| f additional tests on the repeatedly reactive units
are perfornmed within 72 hours and test results
provide a basis for release of units as described in
C., then quarantine of the previously collected

uni tsi s not necessary.

Di sposition of Units Placed in Quarantine

For donors who test repeatedly reactive for HBsAg,
anti-HCV, anti-HBc, or anti-HTLV-1, additional
testing on a sanple fromthe donor's current
(repeatedly reactive) collection may permt rel ease
from quarantine (see section C. below). If such
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testing fails to be performed within 30 days or
fails to nmeet procedures established for rel ease of
units from quarantine (see section C. ), then the
guarantined units should be destroyed or
appropriately | abeled either as, 1) "biohazard" and
"Not for use for transfusion or further
manufacturing into injectable products”, in the case
of products originating fromdonors who subsequently
test repeatedly reactive for HBsAg or anti-HCV, or
as, 2) "biohazard" and "Not for use for

transfusion”, in the case of products originating
from donors who subsequently test repeatedly
reactive for anti-HBc or anti-HTLV-1I.

Rel ease of Units from Quarantine

1. FDA recommends that units of blood, blood
conponents, Source Leukocytes and Source Pl asna
fromprior collections of donors who
subsequently test HBsAg repeatedly reactive, be
considered for release for transfusion or for
further manufacture into injectable products, if
the donor's current (repeatedly reactive) bl ood
sanple is further tested by the appropriate
licensed confirmatory (neutralization) test for
HBsAg and the results are negative.

2. FDA recommends that units of blood, blood
conponents, Source Leukocytes and Source Pl asma
fromprior collections of donors who
subsequently test anti-HCV repeatedly reactive,
be considered for release for transfusion or for
further manufacture into injectable products, if
the donor's current (repeatedly reactive) bl ood
sanple is further tested by an appropriate
i censed supplenental test for anti-HCV and the
results are negative.

3. FDA recommends that units of blood and bl ood
conponents fromprior collections of donors who
subsequently test anti-HBc repeatedly reactive,
be considered for release for transfusion, if
the donor's current (repeatedly reactive) bl ood
sanple is further tested by a second |icensed
screening test of a different type for anti-HBc
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and the result is negative.

4. FDA recommends that units of blood and bl ood
conmponents from prior collections of donors who
subsequently test anti-HILV-1 repeatedly
reactive, be considered for rel ease for
transfusion, if the donor's current (repeatedly
reactive) blood sanple is further tested by a
second |licensed screening test of a different
type for anti-HTLV-I and the result is negative.

5. FDA recommends that units of bl ood conponents be
considered for release, if the previous
collection (that is in quarantine) occurred nore
t han one year prior to the donor's nobst recent
negati ve screening test (for the marker of
concern). See section IIl.A

Bl ood establishnents should have witten procedures
to identify prior donations, to quarantine units, to
notify consignees, and to perform additional testing
if release of units fromquarantine will be sought,
whenever a repeat donor has a repeatedly reactive
test for HBsAg, anti-HCV, anti-HBc or anti-HTLV-I.
In addition, the establishnent's records should
enabl e tracking of prior donations and their

di sposition, and records should be kept docunenting
t he quaranti ne of products, consignee notification,
and di sposition of products identified as
potentially contam nated based on subsequent donor
testing.

For units previously distributed, consignees should
be notified within 30 days of the results of
additional testing, if perforned, so that consignees
may either rel ease products (as described inlIl.C),
or properly dispose of products (in regard to

| abeling or destruction as described in IIB.).

Units that test repeatedly reactive for HBsAg or
anti-HCV using licensed screening assays shoul d not
be used for transfusion or for further manufacture
into injectable products. Units that test
repeatedly reactive for anti-HBc or anti-HTLV-I
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shoul d not be used for transfusion.
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