Dat e: June 8, 1995
From Director, Center for Biologics Evaluation and Research

Subj ect: Recomendations for the Deferral of Current and Recent
Inmates of Correctional Institutions as Donors of
Whol e Bl ood, Bl ood Conponents, Source Leukocytes, and
Source Pl asna

To: Al'l Regi stered Bl ood Establishnents

The Food and Drug Administration (FDA) has periodically issued
recommendati ons to bl ood establishnments on donor deferral to
prevent the transm ssion of infectious diseases, including Human
I mmunodeficiency Virus (H'V), Hepatitis B Virus, and Hepatitis C
Virus, by blood and bl ood products. In April 1992, FDA issued
two nenoranda: "Revised Reconmendations for the Prevention of
Human | mrunodefi ciency Virus (H V) Transm ssion by Bl ood and

Bl ood Products”, and "Reconmendati ons for Testing Wole Bl ood,

Bl ood Conponents, Source Plasma and Source Leukocytes for

Anti body to Hepatitis C Virus Encoded Antigen (Anti-HCV)"

These reconmendati ons have not addressed the collection and use
of Whol e Bl ood, bl ood conmponents, Source Leukocytes, and Source
Plasma frominmates of correctional institutions. This topic
has been reviewed recently by the FDA due to a series of recent
reports.

One of the known risk factors associated with the transm ssion
of H'V and hepatitis viruses is the use of illicit intravenous
drugs involving needl e sharing!® Reports by the U S.
Departnment of Justice®!, the Centers for Disease Control and
Prevention®®2° and others?-26, indicate that a significant
proportion of inmates of correctional institutions are at

i ncreased risk of infectious di seases because of their use of
illicit intravenous drugs prior to incarceration. In a study of
al nost 17,000 intravenous drug users (IVDU) conducted between
1987 and 1989, 83% reported having been incarcerated in a prison
or jail, and 78% reported sharing drug-injection equi pnment with
anot her | VDU, These data correlate with a high rate of
infection with bl ood borne agents, including HV and hepatitis
viruses, and other transm ssible agents in inmtes entering or
incarcerated in correctional facilities® 10 14 15 17-20,27-38

Consistent with this observation, the aggregate Acquired

I mmunodefi ci ency Syndrone incidence rate for State and Federa
correctional systens in a 1992-1993 survey was 362 cases per
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100, 000 conpared with 18 cases per 100,000 U.S. popul ationg,

O her risk factors for H'V and hepatitis transm ssion, such as
tattooi ng3®>-4, and high risk sexual activity®4-42 have been
reported for inmates of prisons or jails. Although reports vary
on the rate of seroconversion for HVin the prison setting®#-4°
transm ssion of H'V and HBV have been reported in the prison
envi ronnent . 8 43,44, 46

This information suggests that a history of incarceration in a
correctional institution is associated with behaviors, such as
i ntravenous drug abuse, that indicate an increased risk for
transfusion-transmtted infections. |In addition, for current

i nmates the nature of the prison environnent may lead to a
deni al of behavioral risk factors by those seeking to donate
bl ood products, because of secondary gains.*’

The FDA therefore recomrends that:

1. Current inmates of correctional institutions (including
jails and prisons) and individuals who have been

i ncarcerated for nore than 72 consecutive hours during the
previous 12 nonths be deferred as donors of \Wol e Bl ood,

bl ood conmponents, Source Leukocytes, and Source Plasma for
12 nonths fromthe | ast date of incarceration.

2. Bl ood establishnents suppl enent the Al DS education and
self-exclusion material to include self-deferral from Whole
Bl ood, bl ood conponents, Source Leukocytes and Source

Pl asnma donations for donors who were incarcerated at a
correctional institution for nore than 72 consecutive hours
within the previous 12 nonth peri od.

3. Blood establishnents revise donor suitability standard
operating procedures (SOPs) to incorporate these
recommendat i ons.

FDA recogni zes that special public health needs nay require
collections fromhigh risk donors. Establishnents seeking
approval for Wol e Bl ood, blood conponents, Source Leukocytes or
Source Plasma collections frominmates of correctional
institutions and persons incarcerated for nore than 72 hours
within the previous 12 nonth period should submt Product and
Est abl i shnment License applications or supplenents for such
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collections. FDA will consider approval of such applications
for in-vitro, or other special uses, when there are no
alternative sources, consistent with its existing policy on

col l ections from high risk donors. See, "Quideline for

Col | ection of Blood or Blood Products from Donors with Positive
Tests for Infectious Disease Markers (' H gh Risk' Donors)",
1989.

The recommendati ons contained in this nenorandum nay be

I npl enmented as soon as feasible, without prior approval fromthe
Agency. For licensed establishnments, a copy of the revised SOP
shoul d be submitted to the license file and should include the
date of inplenentation.

For further information, contact Mary Custafson, Director,
Di vi sion of Blood Applications (HFM 375), FDA, 1401 Rockville
Pi ke, Rockville, MD. 20852. (301) 594-2012.

Kat hryn C. Zoon, Ph.D
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