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AMERICAN
BB ASSOCIATION
OF BLOOD_ BANKS

ASSOCIATION BULLETIN
#99-10

Date:  December 2, 1999

Ta: AABB Institutional Members |
From: Paul Ness, MD * Karen Shoos Lipton, JD

- President | Chief Executive Officer
Re: New Uniform Donor History Questionnaire Issued

The uniform donor history questionnaire has been prepared by the AABB Blood
Bank/Transfusion Service Standards Program Unit of the Standards Program Committee.,
The AABB Board of Directors has charged this committee to update the questionnaire as
needed to be consistent with AABB Standards and Food and Drug Administration (FDA)
requirements. This version of the questionnaire supersedes the existing questionnaire,
which was issued on June 12, 1998, as Association Bulletin #98-3. It was amended on
February 16, 1999, in Association Bulletin #99-5, This revision complies with the 15th
edition of Standards for Blood Banks and Transfusion Services.

The donor screening process is an xmportam' tool that is des:gned to help safeguard the
nation’s blood supply. It is imperative that screening be performed consistently to
prevent unsuitable donor candidates frorn donatmg The process must be comprehenswe
comprehensible and educational.

The questions have been prepared to assist in developing uniform guidelines for blood
donor screening nationwide. They have been carefully worded to convey content simply
and briefly, and have been reorganized into logical groupings. Changes made since the
last version reflect the deliberations and decisions of the Standards Program Committee
and recent statements issued by the FDA. New questions have been added, cites have
been updated and comments have been revised so it is recommended that bload
establishments review this questionnaire in its entirety.

The FDA has reviewed and approved the questionnaire, which is in compliance with the
current FDA regulations/recommendations for donor suitability. The FDA further stated
that “when distributing this questionnaire ta your membership, it would be prudent to
remind them 10 use it in (oto, without modifications.” (Emphasis added by the AABB.)

8101 Glenbrook Road ¢ Bethesda, MD 20814-2749 » Phone: (301) 807-6977 » Fax: {(301) 907-6895
Web site: www.aabb.org ® Email: aabb@aabb.org
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Licensed blood establishments need to report changes in the donor history questionnaire
in accordance with 21 CFR 601.12 (Changes to an approved application).
Implementation of the FDA-approved AABB uniform donor history questionnaire
without modification is reported in an establishment’s annual report (21 CFR 601.12(d)).

" You may be aware that the donor screening process has come under increasing public

scrutiny, and has been discussed at recent meetings of the FDA Blood Products Advisory
Committee and the Public Health Service’s Advisory Committec on Blood Safety and
Availability. These discussions have focused on the need for uniform donor screening

throughout the country.

Although the questionnaire is not an AABB requirement and is provided as a tool 1o help
members with compliance on donor screening, the AABB strongly recommends that each
member institution administer the questions, as written, as part of its donor screening

process.

*A ABB membas may also view this documens by going to the AABB Web site; www.gabb.org. Inthe Member séction of the Web
page, click oa Library and s¢c the Association Bulletin section.

*= The finx Association Bulicdn of cach calendar year providey a listing of Association Bulltting, For copics of AABB amociation
policy Hatements, including the Technical Bufletins wid Joint Statements, fax 2 request to the Executive Secretary inthe AABB

Executive Qffice, (301) 9076895, -
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blood using a different (or
another) name here or
anywhere else?7

and link tha donor to
existing donor resords.
(Standard B2.100)

_donors may be identified

&a thase products from
such individuals will not be
distributed, (21 CFR

Donor History Comments
Questions. Association of Administration
Blood Banks (AABB) | (FDA) -
1. Have you ever donated Blood collection facifities A record shall ba available
or atempted to donate ‘shall confirm danor identity from which unsuitable

608.160(e) April 1999)
2. Inthe past B weeks, Frequency of whola blaod Frequency of biood infrequert plasma donors’
have yol given blood, donation is every eight donation is every 8 weaks | can donate evary four
. plasma or platelets here or * | weeks. (Standard 81.300) unless otherwise approved | weeke_ (FDA Memos
anywhere else? by the medical director (21 | 315 dnd 12/1485%)
. ) CFR 640.3(0) April 1999) - ,
" 3. Have you for any reason | No specific requirement. No specific requirement. -
been deferred or refused as . '
a blood donor of told nat to
donate blood? : '
4. Ara yau feeling well and - | The prospective donor shall | Donor must.be determined | Requires “yes™ answer that
healthy today? | appearto be'ln good heatth. | to be in good general tests-donor's attenton lo

suitable fo donate by the

components. {FOA Memo

{Standard 82.000) heatth. (21 CFR 640.3(b) question context. [nifates
: April 1999) sequence of personal heafth
. history questions (4-13).
5. In the past 12 months No specific requirements. Persons who have
have you been under a received a transfusion of
dactor's care or had a majo whiola bload of a blood
illness or surgery? ' component within the past
12 months should not ~
donate blood or blood
components. (FDA Memo -
- 423192
. 6. Have you avar had ciiest | Praspective donors with Donor must be free of
pain, heart dissase, recent dizeaszes of the heart or acute respiratory disease.
of severs respiratory lungs should be excluded | (21 CFR-B40.3(b)(4) April
diseaze? unless determined to be 1999) :
suitable to donate by the _—
bload bank medical
- director. (Standard B1.700) .
7. Have you ever had Prospectlve doniors with @~ | Persons with hemophilia or
cancer, a blood diseasze or | history of cancer or - “related clolting disorders
a bleeding problem? abnormal bleading who have recaived dolting
) tendency shall be excluded | factor concentrates must
unless determined to be { not donate blood or blood

yellow Jaundice, liver )
diseaze, viral hepatitiz or a
positive test for hepatitis7

diseases of the liver shall
be exciuded unless
determined to be suitable te
donate by a bload bank
physician. (Standards
B1.700) Donors with a
histery of hepatitis after
thair 14" bithday or a
confirmed test for HbsAg or
a repeatedly reactive test
for anti-HBe are indefinitely
deferred. (Standard
B2.711)

blood bank medical Y2W97Y
director. (Standard B1.700)
8. Have you ever had Prospevtlive donors with No individual with a history

of hepatltis shall be source
of whole blood donation.
(21 CFR 640.3(c) April
1999) Exemptions for
history of hepatilis before
age 11, (FDA Memos
4723192 and 12122193

9. Have you ever had
malaria, Chagas' disease or

Prospective donors who

have had a diagnosis of

Prospective donois. wio
have had malaria should




babesiosis?

malaria shall be deferred for
3 years after becoming
asymptomalic. (Standard
B82. 741) A hisloryof .
babesiosls or Chagas’
disease shall be cause for
indefinite deferral.
{Standard 562.750)

ve deferred (or 3 years
after becoming
asymptomauc
Memo 7/26/94° j]

{FDA

10.
A_ Have you ever
taker etretinate

(Teglson) for
psoriasis?

B. inthe past3years,
have you taken »
Acitretin (Soriatane)?

C. Inthe past 36 hours,
" have you taken
asplrin, or anything
that has aspirin in K7

D. Inthe past month,
have you laken
Isotrefinoin (Accutans)
arfinasteride (Proscar)
(Propecia)?

1 E. Inthepast4 waeks;
have you taken any
pills or medications¥

1. Have yau at any
time since 1980
injected bovine (beef)
insulin?

A, Peopie who have
recelved etretinate
shall be deferred’
lndeﬂnltely (Standard
52.520)

B. Donotisto bie
Deferred for 3 years
From date of fast use.

(Standard 82, 520)

C. Ingestion within 36
haurs of donation of
medications known to
ireversibly damage
platelet function (eg,
aspirincontaining
medicahons) ot that
mhlbit platelst function
and have g prolonged
halHlfe should
preclude the use of
donor as the sale
sourte of platelets for
a recipient. (Standard
82.510)

D. FarAccutane,
Pms-car‘ or Propecia,
doriof Is to ba defered
for 1 month after
recapt of fast dese.
(Standard B2.520)

E.  Drug therapy shall be
evaluated by a
qualified person to
determilne suitability to
daonaté bloaod.
(Standard 81.800)

A.  Adongrwho has
taken or is taking
Tegision should be
permanently deferred-
(FOA Memo 7/28/83)

8. Danoristobe
deferted for 3 years
from date of tast dose
{per manufacturers
insert)

C. Naspecific
requirement for whole
blood donation.
Doners who have
recently taken
medication contalning
aspirin, especially
within 36 hours, may
not be suitable donors
for platelet pheresis.
(FDA Gu«del'mes
10/7/88%

D. Adonor taking

. Accutane or Progcar
should be deferred
from donating blood
for at least one month
after receipt of the last
dasa. (FDA Memo
7r28r9%7)

A donor taking
Propacia should be
deferred for ane
month. (FDA
Telephone
Communication to
AABR, January 1998.)

£. Facilty medlcal
director to deteamine
donor acceptability or
deferral based cn
medications. (FDA
Mema 7728/93")

1. As a precaulion, the
FDA recommends that
blood donors who have
injected bovine insulin
since 1980 be indefinitely
deferrad unless it has been
established that the

A. Polentially teratogenic:
may be presentupto 3
years after |a_st use,

8. Potentlally teratogenic.
May be present Up 1o 3
years after last use.

C. Preferred time varies. .
May be mandated by
state health and gafety
code.

D. Medication questions
grouped.

E. Medication questions
grouped.

If donor answers "yes" to
this question, see #1 below.

1. If {he donor answers
~yes" or ‘don’t know™ to the
question, the FDA
recomumends that the donor
be indefinttely deferred,
unless it has been
established thal the product
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product was not was not manufaclured since
mahufactured since 1980 1960 from cattie in the
from cattle in the United ‘United Kingdom.
Kingdom. (FOA Guidance .
for Industry, 11/23/99% The FDA recammends that
: blood establishments review
their policies regarding
acceptance of insulin
. <. dependant diabeti¢ patieniz
\ as donors.and their donor
history questions ta
detarmina if or at which point
in the imerview pracess this
queston should be asked.

i The AABB recommends,
however, that bloed
establishments muintaln the
cyrrent order to ensure
uniformity-of the

MR Yuestonnaire.
11. In the past 4 weeks, Donors must be queried No spexific.requirement..;:. | - -ure .
have you had any shots or about vaccines and
vaccinations? - immunizations. (Standard
B2.600) .-
1 12. Inthe past 12 months, Donor s defered for 12 ° No specific requirement,
hawve you been glven rabies | months after vacsine for ‘
shots? ' rabies if immuniZation is
given after bite or other
exposum to a potentially
‘rabid animal. {(Standard
82.600)
13. Female donors: Inthe | Existing pregnancy or No spetific requirament.
past 6 weeks, have you pregnancy in the past 6
Been pregnant or are you weeks is cause far deferal,
pregnarnt now? (Standard .B1.800)
14 . . ‘
A. Inthe past 3 years, A. Resldants of countries A. Travelers to an area A. Initlates sequence of
. have you been autslde in which mataria is not eongidered endemic exposure-type
the Unlted States or consikdered endemmic for malarla should not questions (14-30).
‘Canada? but who have been in ba accepled as
an area In which donors of whole blood
malaria is consldered and blood -
endemic may be compenents prior to

B. Have ybu visited or

Hived in the United

" dccepted ws reguiar

blood donars one year
after return imespective
of the receipt of
antirmalarial
prophylaxis. (Standard
82.743) Immigrants,
refugees of clidens
caming from a country
In which malana is

considered endemic

may ba accepted as
blood donors 3 years

" aRer departure.

(Standard B2.742)

ona year after
departure, . After one
year, donors free of
unexplained
symptoms suggestive
of malaria may-be
accepted whether or
not they have

recelved antimalarial

chemoprophylaxis.
Immigrants, refugees
and cltizens of
enhdemic countres
should not be,
accepred as donors
priorfo 3 years after
departure. After 3
yaars, donhors free of
unexplained

symploms suggestive -

of malaria may be
accepted. (FDA
Meamio 7/26/94°)

B. The FDA believes that

B. The FOA reéummends

donors who have

that within a facility,
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Kingdom (England.
Narthern Ireland,
Scotland, Wales, the
isle of Man or the
Channef Islands) from
1980 to 19967 If so,
have you spent & total
of six months or more
from 1880 through

resided in the United
Kingdom (as identified
by these questions)
may be at risk for
acquiring nvCJD. As
a precaution, the FDA
recommends that
donors who answer
“yes” lo this question

current dunors need
anly be questioned
once, and new donors
questioned at first
donation only.

19967 "be indefinttely
deferrad. (FDA
Guidance for Industry
11/28389°)
15 : o
A.  Have you ever A. Prespective donors A. TheFDA A. If the donor ks uncertain
recelved human who have & family racommends that any abouwt his or her
phtuitary-derived history of Creurfeldt- donor wha has treatment, the following
hormone? Jakob dissase or who recelyed injections of question may be asked:
- have received tissue pit-hGH be Was the hormone
_ar (issue derivativas permanently deferred. . reatment given
- - Kknawn to be a possible {FDA Memo 7/28/93, repeatedly by injection?
) source of Crelzfeldt- - Guidance for lndustry Donors who answer
Jakob agent (&g, dura 112309%) “yes® stiould be
mater, pituitary growth deferred.
hormone of human
origin) shall be
deferred indefinitely.
(Standard B2.410)
B. Have yourecelved a B. TheFfDA
dura mater (or brain recammends that
covering) graft? persons who have
received transplants
of dura mater be
permanently deferred
from donation. (FDA
Guidance for Induslry
11238’
C. TheFDA
C. Have you orany of recommends that
your blood ralatives donore at increased C. Ifthe donor is nat
ever had Creutzfeldt- tsk for CJO be fawmiliar with the term
Jakob disease ar have indefinttely deferred Creutfeldt~Jakob
you ever been told that and appropriately - disease, this may be
your family is.at an counseled. The FDA taken as a hegative
increased risk for consldars that donors respanse. If the donor
Creutzfeldt-Jakob who answer “yes” to Is deferred because of
disease? any of these family history (one or

questians (154a, b, o(A

¢) are at an increased

more fatmily members
with CJD), that donor

risk for developing may be re-entered if
CJD. (FDA Guidance they meet FDA reentcy
for industry criteria,. (FDA
11/23%%) Guidance for Industry
11/23/99%
16. Inthe past12 months, | Close contact with person Close contact with person Close contact generaily

have you had closa contact
with a person with yellow
jaundice or viral hepatitis, or
have you been given
Hepatilis B Imumiune
Globulin (HBIG)?

who has viral hepatitls Is a
12 month deferral.
{Standard 82.724)

who has viral hepatitis is a
12 month deferral, (FDA

Meme 4/2v92"

refers te cohabitation. The
medical director should
establish a policy for these

~ potential donors. The FOA

does not recommend
deferral of a sexual partner
of an HCV antibody positive
individual, (FOA
Communication to AABE.
August 1999)

17. inthe past 12 months,
have you taken (snorted)

Intranasal use of cocaine is

‘a 12-monlh deferral,
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cocaine through your nosa?

(Standard B2.727)

18, Inthe past 12 months,
have you recelved tload or
had an organ or tissue
transplant or graft?

Prospective donars who
during the preceding 12
months received blood,
blood components or
detivatives, or other human
tissue known fo be possible

Persons who have
received a transfusion of
whoale blood or a biood
component within the past
12 months should not
donaté blood or blood

Includes Immunization with

- RBCs.

soufces of blood-bome cormponents. (FDA Memo
pathogerts, shall be 42397
excluded.  (Standards 82.
420, 82.430
19. inthe past 12 months, | Prospective donors shalf be | Persons who have had any
have you had a tattoo deferred from dohating contact with blood and )
applied. ear or skin blaod or blood componemts | body fluids through
piercing, acupundiure, for transfusion who, within percutaneous inaculation .
acsidental needlestick or the preceding 12 months, {such as injury or
come in contact with have a history of: 1) A accidental needfestick) or
taoo. 2)Mucous through contact with an’

someone alsa's blood?

membrané expasure o

bloed. 3) Nonsterile skin
penatration with

.instruments or equipment

mntamlnated with blood or
body ﬂmds 4y Sexual or
household eaiitact with an -

“individual Mth viral
_hepatitis. [S5) Sexual cotftact

with an individual with HIV
or at highirisk of HIV
infection. | (Standards
B2721, B2 722 B2.723,
B2.724. B2.7T25)

opan wound, non<ntact

skin or mucous membrane”

during the preceding 12
maortis should be
deterred. (FDA Memo
A4Z392Y

A. At any time since
1977 have you taken
money or drugs for

B. [nthe past 12 months,
have you had sex,
even once, with
anyone who has
{aken money or arugs

20. ] A history of syphilis or Persons who have had, or
A.  Inthe pasti2 . gonarrhea treatment for have been freated for,
months, have you had | elther, or a: ‘redctive syphilis or gonorthea
a pasitive test for i ssreenmg test for syphilis during the preceding 12
syphliis? . shall be muse for deferral months should not dorrate
: for 12 monlhs after blsod ar blood
B. ‘Inthe past 12-months, cnmplehon ‘of therapy. components. Persons with
have you had or been (Standard B2.340) a positive (STS) test
treated for syphlils or should be deferred 12
gonarthea? months. gFDA Memio
| 1211291y
21. Inthe past 12 months, | Donor must ba given Men and women who have
have you given money or educational material on engaged in sex for mohey
drugs to anyone to have AIDS high-risk activity, and | or drugs sinca 1977 and
| sex with you? such at-risk persons should | persors who bave
refrain from donating blcod. | engaged in sex with such
Donor sereening shall people during the
Include questions intended preceding 12 months
ta identify persons at high should not donate bieod or
tisk for HIV infection and blood components, (FDA
high risk for HIV Memo 4/23/92)
transmlsslon_ Such high-
sk persons shall be
deferred as specified In
FDA recammendations.
(Standards B3.100, B2.730)
2. Rafer to question #21 Men and women who have

engaged In sex for money
ar drugs since 1977 and
persons who have
engaged [n sex with such
peapie during the
preceding 12 months
should not danate blood or
blood compaonents. {FDA
Memo &/23/92°)
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for sex?

Have you ever Used a
needie, even once, to
take drugs that were
not prescribed by &
doctor?

>

B. Inthe past 12 moaths,
- have you had sex,
even once, with
anyone who has used
a heedle to take drugs
nat prescribed by a
dactor?

A.. Stigmata of narcotic
habituation is an
indefinite deferral. The
donor shall not have
used a needle even
once to take drugs
other than those
presciibed by histher
physiclan, (Standard
82,330)

B. Refer ta question #21.

A. Deonor must be free
" from sKin punctures or
scars indicative of
. addiction to self-
injected narcotics. (21
CFR 640.3(b){7) April
1999} Past of present
intravenous drug
users should not
donate blood or blood
components. (FDA
Memo 47239

B. Persons who have
had sex with any
person who is a past
or preseat
Intravenous drug user
should not donate
blood or biood
components for 12 |
months. (FDA Memo
4(23/92)

Refer to question #21.

Men who have had sex

A. Do you have AIDS
orhave you had a
positive test for the
A[DS virus?

24. Male donors: Have you
had sex with another male, with ancther man, even
even once, sinice 19777 one time, since 1977
should not donate blood or
blaod comiponents
- permanently. (FDA Memo
25. Femala donors: Inthe | Refer to question #21. Females who have had
past-12 months, have you sex with men who have
had sex with a male who had sex with another man
has had sex, even ohce, - even one lime since 1977
since 1977 with another should niot donate blood or
male? blood companents for 12
months, (FDA Menio
AZVITY
28. No gpezific requirament.
A. Have you ever ; A. Personswith |
taken clotting factor " hemophilla or related
cancentrates for a clolting disorders wha
bleeding probleqy, have recelved clotting
such as hemophliia? factor concentrates
‘ should not donate
blood or blood
components. {FDA
Memo 423
8.  inthe past 12 months, .
havye you had sax, 8. Persons who have
_éven once, with * . had sex with any
anyone wha has taken persan with
clofting factor hemophilia or relaled
concentrates for a clolting disorders who
bleeding problemt such have received clotting
as hemophilia? ' factor concentrates
should not danate
tlood or blood
components for 12
menths, (FOA Memo
ARAIZ
27. Refler to question #21.

A. Persons with clinicat
or labaratory evidence
of HIV infection must
not donate blood or .
bluod components.
(FDA Memo 4/23/92%)
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B. Inthe past 12 months, B. Persons who have
have you had sex, had sex with persons
even once, with with clinical or

_ anyone who has AIDS labaratory evidence af
or has had a positive HIV Infection should
test for the AlDS not donate bload for
virus? 12 morths. (FDA

. N Memo 4/23/92)

289. Are yoii giving blood No specific requirement. No specific requirement. Direct question to further

because you want to be ‘ ‘evaluate donation motive.

testad for HIV or the AlIDS i :

virus? . . :

29, Do you understand No specific requirement. Donors sholdd be informed | Queries donor

that if you have the AIDS ‘ that there is ‘an interval understanding of “important

virys, you can give € 1 during early infection when informatior for Donors.”

someone else even though the HIV antibody test may

you may fee! well and have be negative aithough the

a negative AIDS tesl? infection may still be

’ N transmitted. (FOA Memo -
- 473! )

30. . (Assaciation Bulletin #97- (FOA Memo 12117567 ‘

A. Were you bomin, 5% A 1f°no,” proceed to the -
have you llved in, or question (question ¢}
have you traveled to about sexual cortact.
any African couniry
since 19777 If “yas,” the danor should be

agked lo name the speciflc

C. When you traveled to country(ies). W the donor
<country(les)> did you identifies an African country.
receive a blood not fisted in the FDA Memo,
trapafusion or any proceed to question C. If
other medical one or mare of the counties
veatment with a listed in the FDA Memo is
product made from named by the donor,
blood? determine J{ the donor was

. bern in, lived in, or traveled

D. Have you had sexual to the country(ies) named by

contact with anyone |
who Was bom in or
tived in any African
country since 19777

30, Continued

the donor. il the donor was

1 born in or lived in any of the

FDA-identified countries,
defer indafinitely:

questioning stops here, If
travel was the donor's fisk,
ask question B

| The Central African Republic

was the Central African
Empire intha late 1970s.
Nane of the other countries
listed in the FDA Memo
have undergone a change in
nama since 1977,

Blocd establishments should
critically evaluate the
potential donor's history and
statements; and decide
whether the individual could
have been In the courtry
Tong enough to have
encourtered those local

. conditions related to risk,

such as use of unsterile
naedles or sexual confact.

'] .-When donors report

demographic HIV-1 Group O
risks. no follow-up actions
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understood all the donor
{aformation presented to
you, and have all your
questions been answerad?

written In language that
gssures that the doner
understands the dafinition
of high-risk behavior and
the importance of self-
excitision. Donors should
not be considered sultable
unless Information about
tisks can be communicated
in the language
appropriate to each donor
and s constructed to be
culyrally sensitive fo
promote comprehension.

LRIRET A
regarding previously
donated tlood are
necessary.
A.  If"no,” proceed to
Question c.
It “yas.” defer indefinitely.
B. Y "no or the donor
names a country not
identified in the FDA Memo,
no deferral.
if “yes " ask the donor to
specify which country(ies).
i doner names country
listed in the FOA Memo,
daler indefitaly.
31. Inthe past 12 months, | Donors are deferred for 12 Individyals who have been
have yay been in jail or months if in the preceding | incarcerated for more than
prison? 12 months they have been T2 consecutive hours
. incarcerated in a during the previous 12
corectional institution Gail mosths ghould be deferred
oc prison) fur more than 72 | as donors for 12 months
consecutive hours., - from the last date of
(Standara 82.7286) incarceration, (FDA Memo
’ €/8/95")
32 Have you read and Na specific requirement, Information shauld be

(FDA Memo 42392

Standards referred to are from the 19" edition of Standards for Blood Banks and Transfusion Services, effective

Jurie 1, 1999,

1. EDA Memarandum, March 10, 1995; Revision of FOA Memorandurm of August 27, 1982: Requirements for
infrequent Plasma Donors. o
2. FDA Memarandum, December 14, 1995 Donor Deferral Due 1o Red Biood Cell Loss During Collection of Source

Plasma. -

3. FDA Memorandum, April 23, 1992 Revised Recommendations for the Prevention of HIV Transmission by Slood and

Blood Products,

£DA Memorandum, April 23, 1992 Exemptions to Penmit Persons with a History of Viral Hepatitis Before tha Age of
Eleven Years to Serve as Donors of Whale Blood and Plasma: Altemative Procedures, 21 CFR 640.120. _
FDA Merriorandum, December 22, 1993; Donar Suitabiity Related to Laboratory Testing for Viral Hepatitis and a

History of Viral Hepalilis.

FDA Meaemorandum, July 26, 1984: Recommiendation for Deferral of Doriors for Malarla Risk.

FDA Memorandum, October 7. 1988; Revised Guidelines for the Collection of Platelets, Pheresis.

4

5

6,

7. £DA Memorandum, July 28, 1993: Deferral of Blood and Pfasma Donors Based on Meadications.
8.

9

Guidance Tor industry: Revised Pracautionary Measures to Reduce the Possible Risk of Creutzfe(dt-Jakeb Disease
(CJD) and New Variant Creutzfeldt-Jakob Diseasa {nvCJD) by Blood and Blood Products.  November 23, 1998,

10. FDA Memaranduny, Aprl 23, 1992; Revised Recommendations for Testing Whole Blood, Blood Compenents, Source

Plasma and Source Leukocytes for Antibody to Hepafitis C Virus Encoded Antigen (Antk-HCV).
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FOA Memorandurn, December 12, 1991: Clarificalion of FDA Recommendations for Donor Deferral and Product
Distribution Based on the Resuits of Syphilis Tesling.

FDA Memorandum. December 11, 1996: interim Recommendations for Deferral of Donors at lacreased Rlsk for HIV-
1 Graup O Infection. . ' ‘

FDA Accapls AABB Changas to HIV-1 Group O Donor Questions, Association Bulletin #97-5, August 1, 1997.

FDA Memorandum, June 8, 1995: Recommendations far the Deferral of Current and Recent inmates of Correctional
Institutions as Donors of Whale Blodd, Blood Coimponents, Source Leukocytes, and Source Plasma.




