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Comments for FDA and ABC Re. FDA Draft Uniform Donor nistory Guidance
PROBLEMS NOTED WITH JULY ’04 VERSON

DHQ !

o #17 ignores other sharps injuries. Prior question does not really address sharps either (eg. exposed to
someone else’s blood). The sharp may not be obviously contaminated. If needles are significant enough
to separate from ‘blood contact’, why aren’t sharps when just as many happen? Using just the word
‘needle’ may make health care workers think that’s all we are interested in. In this instance, breaking
the old question up may cause a loss in the ‘capture” of similar situation of various exposure modalities.
Health care workers with today’s Universal Precaution training are familiar with the word ‘sharps’. The
question should use sharps instead of needlestick OR sharps/needlestick injury

e #3034 Asked as 4 separate questions rather than an overall question, have you been to Europe since
1980 which allows all the “no’s” to skip ahead. A ‘yes’ would lead to complicated follow-up, but
Vaccines, smallpox, Malaria, group O are all pretty complicated as well.

e #39 dropping ‘liver disease/jaundice’ may result in our missing other viral hepatitis eg. mono hepatic
complications which could increase PDIs. This is especially worrisome in light of the problems from
several years ago when many blood centers were accepting some non-ABC viral hepatitis/liver
involvement (jaundice or other clinical indications of hepatitis: 12/22/93 guidance)

BROCHURE
e User Brochure Format:

o Arrow indicating ‘move to the next question’: While brochure says to do what your SOP says
concerning whether or not to terminate or proceed with interview, because the flow chart shows
to continue, this may cause staff confusion and the flow chart appears to be discrepant with SOP.
Recommend brochure referring to local SOP for established procedures but not putting the arrow
on each flow chart.

¢ Donor Deferral Section:

o Format explained is NOT maintained in flowcharts: eg. 1. for a required deferral period, flow
charts use the words “Defer donor” 2. for a yes answer which leads to a line of follow-up
questioning which may or may not lead to deferral, flow charts use the words “Defer donor per

SOP”.
FLOW CHARTS
o Simple edits concerning format, move to next question arrow, or word choice may just be written on
existing flow chart.
o If suggested edits are significant or marking up the chart appeared confusing, a re-done chart is attached
with the marked up chart.

e Because of these marked up charts and re-done charts, it is not possible to transmit recommendations
electronically. Therefore, a hard copy was sent in for comments.
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e For flow charts needing additional follow-up questions and eligibility assessment per local SOPs, the following format is not
consistent on most charts:

Question
needing
Follow-up

N
Consult SOP to
determine eligibility
Is Donor
——YES

Eligible?

Defer Donor
Per SOP

(

e For flow charts addressing specific guidance deferrals, the following format is not consistent on most charts. Sometimes
used ‘Defer donor’, ‘Defer donor per SOP’, ‘Defer donor indefinitely’, ‘Defer donor xxxxx’. Prefer that if a specific time
requirement is defined (eg, 12 months for unsterile peircings, indefinite, etc., it be given)

O aceptDoner

Defer Donor for 12
Months from date of tattoo
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#5 After having donor read materials and answering questions, chart should direct staff to accept donor then move to next
question

#10 <21 days complication resolution = defer donor until 14 days after symptoms resolve (incorrectly says vaccination date)

#10alt does not address the possibility that the complication resolution plus 14 day wait may have exceeded 56 days after
vaccination date.

#11 SEVERAL ERRORS IN FLOW CHART. 1. After asking if the donor developed a new skin rash, sore or severe
complication, if yes, directs them down paths for rash or complication. Paths should be for a sore OR a rash/complication.
After what to do after scab separated spontaneously says to defer for 3 mos from date of vaccination. Should say vaccination
of their contact person_to clarify that it does not mean their ‘vaccination’ via contact/exposure. Rash/complication resolution
< 14 days should say, ‘defer for longer period of time.....”

#11 alt does not address the possibility that the complication resolution plus 14 day wait may have exceeded 56 days after
vaccination date.

#21 Current flow chart does not allow for acute situations calling for use of factors without diagnosis of chronic clotting
factor disorders. Also appears to defer sex partners of individuals who have a factor disorder but have never taken a clotting
factor. Guidance is specific to individuals who have taken clotting factor concentrates for bleeding disorders such as
hemophilia. Fixing the flow chart as in first flow chart problem description above would allow for further follow-up
questioning and eligibility evaluation per local SOPs

#23 Current flow chart ignores ‘other viral’ and doesn’t allow for chemical or obstructional hepatitis. Fixing the flow chart as

in first flow chart problem description above would allow for further follow-up questioning and eligibility evaluation per
local SOPs

#24 Current flow chart ignores ‘other viral’ and doesn’t allow for chemical or obstructional hepatitis. Fixing the flow chart as

in first flow chart problem description above would allow for further follow-up questioning and eligibility evaluation per
local SOPs

#25 Current flow chart ignores that AABB standards give exceptions. Although we probably won’t, some centers do.

#29 If donor answers “yes’ to ...outside US..., the next question box should be “Where were you?” instead of ‘Where did
you travel?”. The donor may not consider it travel, if they just arrived here or are traveling here from the other place. After
finding out lived/country/malaria area info, the defer instruction box should say “Defer for longer period of time: for 3 years
after departure from that country or 12 months after departure from recent travel”.

#30 Does not address variation of stricter deferral: eg. all countries 1980-1996. Since deferral would be stricter, we could
modify acceptably, but for consistency could be like #30alt.

#36 The note does not apply to this question

#38 Current flow chart does not allow for acute situations calling for use of factors without diagnosis of chronic clotting
factor disorders. Guidance is specific to individuals who have taken clotting factor concentrates for bleeding disorders such
as hemophilia. Fixing the flow chart as in first flow chart problem description above would allow for further follow-up
questioning and eligibility evaluation per local SOPs

#39 Current flow chart ignores ‘viral’ and doesn’t allow for chemical or obstructional hepatitis. Fixing the flow chart as in

first flow chart problem description above would allow for further follow-up questioning and eligibility evaluation per local
SOPs

#45 the word ‘problems’ is very vague and many donors do not think of their diagnosis as ‘problems’. As well, heart/lungs’
is very vague and may miss other circulatory/vascular/respiratory conditions whether the donor thinks of them as a problem
or not. Many local restrictions may apply, but this question may not elicit the information. Adding other local questions to

end could help. Eg. Do you have any other diagnosis, conditions, or take other medications?



s #48 First follow-up question: only addresses born in or travel to, it does not address ‘lived in’. Flow chart also uses words ‘a
blood transfusion or any other medical treatment’ and then requires indefinite deferral if yes. This ignores the rule of ‘any
other medical treatment with a blood product’. The way it is written, if you were treated for a sinus infection in an HIV
group O risk country, you would be deferred. Flow chart needs work: recommend:

e  #49 Flow chart does not address exception for genetic testing
Attached are redone versions of flow charts needing format or criteria changes

MED LIST:
e Missing the word ‘for’ before Proscar
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Question #1

Are you feeling
healthy and

well today?

<

AN

N

Consult SOP to determine
eligibility

Is Donor
Eligible?

Defer Donor Per
SOP

YES
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APPENDIX 4: Flow Charts

Question: 1. Are you feeling healthy and well today?

Donor Eligibility: A donor should be free of infectious diseases and colds on the day of donation. Donors who

are not In good health should not donate until it is determined that the underlying condition is not cause for
deferral.

[ Question #1 ]

Are you feeling healthy
and well today?

Accept donor

Consult SOP and assess | -
donor to determine if -

Next question
deferral is indigated.

M SE——————-E s
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Question #2

Are you
currently taking
an antibiotic?

NO
< Cmpronr

Consult SOP to determine
eligibility

Is Donor YES ‘>
Eligible?

Defer Donor Per
SOP

C
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Question: 2. Are you currently taking an antibiotic?

Donor Eligibility: A donor with an infection should not donate. The reason for antibiotic use must be evaluated
to dstermine if the donor has a bacterial infection that could be transmissible by blood.

v.DHQ-1

Question #2

|

|

an antibiotic?

\(/ PTES I

Are you currently taking

N

Accept donor )———-

A

ot

v
/1 “Consult SOP

/ *Assess Reason for

tibiotics.

Is diagnosis
deferral’}

f’/f r——-—-——-——-—-‘
( Defer donor ] ~ < > Next question

No

A4-2 eff. April 2004
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Question #3

v

Are you currently
taking any other
medication for
infection?

Yks

Consult SOP to determine
eligibility l

Is Donor
Eligible?

Defer Donor Per
sSop

NO

™
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Question: 3. Are you currently taking any other medication for an infection?

Donor Eliglbility: A donor with an infection should not donate, The reason for use of any medication for an
infection must be evaluated to determine if the donor has a viral, fungal, parasitic or other infection transmissible
by blood.

[ Question #3 ]
L )

Are you currently
taking any other
medication for an
infection?

Acceptdonor  }

A

o

S

=
" *Consult SOP

y
I *Assess reason for
/ antimicrobial. /.'

R

Is diagnosis cause No

for deferral?

e

Defer donor -
- . 2 i

v.DHQ-1 A4-3 eff. April 2004
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Question: 4. Are you now taking or have you ever taken any medications on the Medication
Deferral List?

Donor Eligibility: Donors taking certain designated medications, currently or in the past, must
not donate blood.

[ Question #4 ]

Medication Deferral List was
provided to donor.

Are you now taking o

have you No
ever‘ tak'e n Accept donor
any medications on
the Medication Deferral o

List?

YN

Determine the
*medication(s) and

*when last dose was
taken.

*Tegison
*human GH

Permanent
deferral

Yas, if donor has
EVER taken this

medication.
| Indefinite deferral

(
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No, the donor took another medication on the list. <

Yes, within the
last 3 years.

Soriatane?

Defer donor

for rhvee dears

Lrom J‘,,-l.o"'fz

{ast dost

Yes, over 3 years ago.
o

Never taken it.

Yes, within the
last 6 months.

Avodart?

»> Defer donor
Lor omonths frond

okt 6F last d s
Yes, over 6 months ago. N -

or
Never taken it.

Yes, within the last

*Proscar manth.
~Propecia Defer donor
Lo § month Erom
*Accutane? :
N

Yes, but over a month ago.
or

Never taken it.

Yes, within the last year

for exposure to Hepatitis
B.
Hepatitis Blg » Defer donor
Kbo! tyar onp
Iaty of fagh eoposw
Yes, but over a year ago. <
or )
Never taken it.

,: ™ o
Accept Donor f ///\\\/ /‘\> Next question

vDHQ-1
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Question: 5. Have you read the educational materials and had your questions answered?

Donor Eligibility: Donors must read the educational materials prior to donating and have an opportunity to have
thelr questions answered.

Question #5

ave you read the
educational materials and
had your questions
answered?

Accept donor

*Have donor read

educational materials if he/
she has not done so.

*Answer all donor
questions.

|

V
G t(’-e/“f' iayw\

- by
e

¢

Next question

b

v.DHQ-1 Ad-6. eff. April 2004
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Question #6

v

In the past 48 hours
have you taken
aspirin or anything
that has aspirin in it?

%s

Consult SOP to determine
eligibility l

Is Donor
Eligible?

Defer Donor Per
SOP

NO

-t >
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Question: 6. In the past 48 hours have you taken aspirin or anything that has aspirin in it?
Donor Eligibility: Aspirin irreversibly inactivates platelet function. Donors who are taking aspirin or any aspirin
containing medication should not be the sole source of platelets.
( Question #6 ]
In the past 48 hours have No
you taken aspirin or anything » Accept donor
that has aspirin in {t? \
¢ Consult SOP for -
é;“; } action g}
;
(S "

v.DHQ-1 A4-T7 eff. April 2004
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Question: 7. In the past week, have you had a headache and fever at the same time?

Donor Eligibility: Symptoms of West Nile virus (WNV) include fever with headache in the past 7 days. Donors
with both of these should not donate blood for 7 days after resolution

VDHQ"].

Question #7 ]

n the past week, have you had
a headache and fever at the
same time?

Defer donor for 28

[ Accept donor }

days after date of
interview

A4-R

eff. April 2004
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Question: 8. Female donors: In the past 6 weeks, have you been pregnant or are you pregnant now?
(Males: check “ am male.”)

Donor Eligibility: A female with a known pregnancy or who has been pregnant in the last 6 weeks
should not donate blood.

Question #8 }

(Female donors)
In the past 6 weeks have
you been pregnant or are you
pregnant now? (Males: check
‘I am male.”)

No

a

Accept donor >

ez

. 3
y; / [ Next qu
4
//;;,mn 54 *I'e/w‘zw‘\}

A
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Question #9

v

In the past 8 weeks

NO
have you donated
blood, platelets, or
plasma?

st

Determine type of
donations(s)

Consult SOP to determine
eligibility

Is Donor
Eligible?

Defer Donor Per
SOP
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Question: 4. In the past 8 weeks have you donated blood, platelets or plasma?

Donor Eligibility: Frequency of whole blood donation is a minimum of every 8 weeks; plasma, platelets or
leukapheresis is a minimum of every 2 days.

[ Question #9 ]

In the past 8 weeks
have you donated blood,
platelets or plasma?

< 5
*Determine type of donation(s) >
*Determine date of
donation(s) (

*Consult SOP fer-eligibiity
10 dedermin Eligib: by

2

Accept donor

Is donor eligible?

f

Defer donor per SOP

v.DHQ-1 A4-10 eff. April 2004



Question #10

v

In the past 8 weeks,
have you had any
vaccinations or other
shots?

Was the
vaccination for
smallpox?

When were you
vaccinated?

21 days or

Did you have any
illness or

complications due
to the vaccination?

N

Accept Donor

NO
Accept Donor

Consult SOP to determine
eligibility

Is Donor

—YES p
Eligible?

Accept Donor

Defer Donor Per
SOP

Less than 21 days
Y See next page for

further questioning

When did the
illness or
complication
resolve

Less than
14 days

Defer Donor for
14 days after
symptoms resolved

14 days
Or more

Accept Donor
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Is the scab
still on?

.

Defer Donor for
21 days after
vaccination date

Did the scab Defer Donor for
fall off by NO > 21 days after
itself?
\ \/
/’\

e

vaccination date

Did you have any
illness or

complications due
to the vaccination?

Less than

When did
the
symptoms
resolve?

14 days

Defer donor for
14 days after
symptoms resolve

NO

@:pt Donor

14 days
Or more
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Question: 10. In the past 8 weeks, have you had any vaccinations or other shots?

Note on 10alt Flow Chart: Some blood centers may choose to use a simpler but stricter deferral scheme In which all

donors who receive the smallpox vaccination are deferred for 56 days regardiess of when the scab fell off or was

removed. Blood centers using these stricter criteria should use Altemative Flow Chart 10att

Donor Eligibility: Certain vaccinations may contain live viruses. A donor who has been exposed to a live virus via

vaccination should not serve as a donor. For other shots, refer to SOP.

[ Question #10 ]
In the past 8 SOE——
‘weeks, have you had m No f ‘
vaccinations or > Acceptdonor.
other shots?
Cat
i % Was the vaccination No N b anc;nveag;t::t?oonts. >
- for smalipox? " | Determine eligibility per
SOP,
Yes
//-\,,./"\___ -
Smallpox flowchart
continues /—\/\_, / M
A 4
f Nextquestion ,
T

4
1

v.DHQ-1 A4-11 eff. April 2004
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Less than
21 days
When were you vaccinated? y See next page for
further questioning
21 days
or more
Less than

id you have any illness o
complications due to the
vaccination?

en did the illness of
complication resolve?

14 days /Defer donor for 14 days
after symptoms resolve.

]
NJ

14 days
No or more

A A

C Accept donor. )—74—( Accept donor.

7Y N

v.DHQ-1 Ad-12 eff. April 2004
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/\ Yes ﬁe tor donor for 21 da
i ys after
e |3 the scab still on? ,\ vaccination date,

Did the scab fali

No N ﬁefer donor for 21 days after
off by itself?

\ vaccination data.

Less than
id you have any illness or ‘When did the Defer until 14 days
complications due to the " Ive? after vassination
vaccination? ympioms resolve date,
fvn/fv/n}

Jesdve
14 days
or more

v.DHQ-1 A4-13 eff. April 2004



Question #10alt

y

In the past 8 weeks,
have you had any

vaccinations or other
shots?

NO
Accept Donor

Was 'the ) Consult SOP to determine
vaccination for eligibility
smallpox?

Is Donor
Eligible?

YES

Defer Donor Per
sSop

Defer for longer period of
time: for 56 days from

vaccination OR for 14 days
after symptoms resolve.
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Question: 10alt. In the past 8 weeks, have you had any vaccinations or other shots?

Dosor Eligibility: Certain vaccinations may contain live viruses. A donor who has been exposed to a live virus
viavaccination should not serve as a donor. For other shots, refer to SOP,

v.DHQ-1

[ Question #10alt. ]

n the past 8 weeks,
have you had any
vaccinations or
other shots?

Accept donor

S~

N

Determine details of shots

Was the vaccination for No and vaccinations.
smallpox? Determine eligibility per
SOP.
P |
\"\
s U
& wdof ! \J //A'
Defer donoNgr 56 days \ / M question /
from vaccination.& C/
for M ooys G¥fes”
Sypu/hvﬂx f""“f ‘
A4-14 eff. April 2004



Question #11

y

In the past 8 weeks, have
you had contact with
someone who had a
smallpox vaccination??

Have you had any new
skin rash, skin sore, or
severe complication*
sinice the time of
contact?

NO
o aseptDonor >

Was it a rash or NO Did your scab Defer 3 mos. From
complication? Sepa‘rate date of contact’s
spontaneously? vaccination; if date is
not known, defer 2
mos. From current
date.
Has it been 14
days since the
symptoms went NO Defer for longer period of
EEE— time: for 56 days from

A 9
away: vaccination OR for 14 days

after symptoms resolve.

<Accept Donor
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Question: 11.In the past 8 weeks, have you had contact with someone who had a smallpox vaccination?

Note o 11alt Flow Chart: Some blood centers may choose to use a simpler but stricter deferral scheme in which all
donors who have been in contact with a person who received the smallpox vaccination are deferred for 56 days if
they developed any subsequent complication, skin rash or sore, regardless of when the rash or sore resolved. Blood
centers using these criteria should use Altemative Flow Chart 11alt.

Donor Eligibility: Cerlain vaccinations may contain live viruses, A donor who has had close contact with the
vaccination site, bandages covering the vaccination site or materials that might have come Into contact with an

unbandaged vaccination site, Including clothing, may be exposed to the live virus and should not serve as a donor.
See Glossary for specifics.

Question #11

n the past 8 waeks, have No e \ \ N\
you had contact with someone who

ad a smalipox vaccination

AN
on ey SN e
new skin , skin sore, or > o .
severe complication*® since the Accept donor. Y
time of contact? . /

Defer 3 mos. from date of mhd—_(
the vaccination; if date is nof
known, defer 2 mos. from
current date.

No

Was it a rash or
complication?

Did your scab separate’
spontaneously?

Has it been 14
<ays since the symptoms
went away?

14 days or more

*Severe complications include the following: rash (resembling blisters) covering a small or large area of the body;
necrosis (tissue death) in the area of exposure; encephalitis (inflammation of the brain); infection of the comea
(eye); and localized or systemic skin reaction in someone with eczema or other chronic skin condition,

v.DHQ-1 A4-15 eff. April 2004
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Question #11alt

v

In the past 8 weeks, have

you had contact with NO
someone who had a
smallpox vaccination??

Have you had any new

skin rash, skin sore, or NO

severe complication*

—>

since the time of

contact?
l YES

Defer for longer period of
time: for 56 days from last

contact OR for 14 days after
symptoms resolve.

~>
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Question: 11alt. In the past 8 weeks, have you had contact wlth someone who had a smallpox vaccination?

Donor Eligibility: Certain vaccinations may contain live viruses. A donor who has had close contact with the
vaccination site, bandages covering the vaccination site or materials that might have come into contact with an

unbandaged vaccination site, including clothing, may be exposed to the live virus and should not serve as a
donor. See (lossary for specifics.

{ Question #11ait. ‘|

n the past 8 weeks, have
you had contact with
someone who had a smallpox
vaccination?

No
™ Accept donor

[}

ave you had any skin
sore, rash or any severe
compilication* since the
time of contact?

Vo gt
/

V o 4 ‘90-‘ Ay ;
6§ days from\[ » s¥ contret .
yntome %y yoe > Next question

es oy
Sypptpms (esdoe p
*Severe complications include the following: rash (resembiing blisters) covering a small or large area of the body;
necrosis (tissue death) in the area of exposure; encephalitis (inflammation of the brain; infection of the cornea
(eye); and localized or systemic skin reaction in someons with eczema or other chronic skin condition.

P,
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Question: 12, In the past 16 weeks have you donated a double unit of red cells using an apheresis
machine?

Donor Eligibility: A donor should not donate double red cells by apheresis more frequently than every 16
weeks. '

[ Question #12 }

In the past 16 weeks
have you donated a double unit
of red cells using an apheresis
machine?

Accept donor

=| Next question >

Defer donor &7~

T deys a€étes
LAs+ Jouble red
Cvetl Janea e
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Question #13

In the past 12

months have you
had a blood
transfusion?

NO
oo

Coasult SOP to determine
eligibility

Is Donor
Eligible?

YES
> pospDonss

Defer Donor for 12
months from

transfusion
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Question: 13. In the past 12 months have you had a blood fransfusion?

Donor Eligibility: A donor who has received an allogeneic transfusion of blood, platelets, plasma or other

blood component should not donate bicod for 12 months following the transfusion, due fo possible
transmissibility of infectious disease.

[ Question #13 ]

In the past 12 months
have you had a blood transfusion?

A

»! Next question

G/
Defer donor per.SoP

¥y
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Question #14

In the past 12 months
have you had a
transplant such as
organ, tissue, or bone

wmw?

l YES

Consult SOP to determine
eligibility

NO A D
> ccept Donor

Is Donor
Eligible?

NO

Defer donor for 12
months from
transplant
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Question: 14. In the past 12 months have you had a transplant such as organ, tissue or bone marrow?

Donor Eligibility: A donor who has been exposed to allogeneic tissues through transplant should not dona
blood for 12 months following exposure, due to possible transmissibility of infectious disease.

[ Question #14 ]

In the past 12 months have
you had a transplant such as organ,
tissue or bone marrow?

Accept donor >

£5,

F*{ \ A
% Defer donor per-86P »| Next question
(q a,&ég Z J — i /
e

+1 (4" ﬂ}ﬂﬁ, y\,&'
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Question #15

'

In the past 12 months
have you had a graft
such as bone or skin?

l YES

NO
>

Consult SOP to determine
eligibility

Is Donor
Eligible?

ST

Defer Donor for
12 months from
graft
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Question: 15. In the past 12 months have you had a graft such as bone or skin?

Donor Eligibility: A donor who has been exposed to allogeneic tissues through grafting should
not donate blood for 12 months following exposure, due to possible transmissibility of infectious disease.

[ Question #15 }

in the past 12 months
have you had a graft such as
bone or skin?

Accept donor

/ \Y%/
v /’;\.—-‘/*

A
Gefer donor per SGB ;[ Next question

A2 no’s ...
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Question: 16. in the past 12 months have you come in contact with someone else's blood?

Donor Eligibility: Persons who have had one of the following during the preceding 12 months: 1) contact of an
open wound, non-intact skin or mucous membrane with the blood of a person, or 2) a needle-stick or other
sharps injury from an instrument that has been used on a person, are deferred for 12 months from the date of
exposure. Infectious diseases may be spread through contact with blood.

[ Question #16 ]

In the past 12 months
have you come into contact
with someone else's
blood?

Accept donor

Defer donor per-8SOP
Vd X AR

(Tt
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Question #16

!

In the past 12 months
have you come into
contact with
someone else’s
bhlood?

NO
»” \-—’-/

Consult SOP to determine
eligibility

Is Donor
Eligible?

= o Ccmonr

Defer Donor for
12 months from
contact

(



Question #17

!

In the past 12 months
have you had an
accidental needle-
stick?

NO
»Cneponr >

i vs

Consult SOP to determine
eligibility

Is Donor
Eligible?

Defer Donor for 12
months from injury
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e

Draft — Not for Implementation

Question: 17. In the past 12 months have you had an accidental needie-stick?

Donor Eligibility: A donor who has been exposed to someone else's blood through a needie-stick should
not donate blood for 12 months following exposure, due to possible transmissibility of infectious disease.

( Question #17 }

In the past 12 months
have you had an accidental
needle-stick?

Accept donor

J‘z
Mezgus”

Were you exposed to
someone else's blood through
the needle-stick?

Accept donor

\

:IF Next question
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Question: 18. In the past 12 months have you had sexual contact with anyone who has HIV/AIDS or has had a
positive test for the HIV/AIDS virus?

Donor Eligibility: Persons who have had sexual contact with persons with clinical or laboratory evidence of
HIV infection are deferred for 12 months from the date of last contact. HIV may be transmitted through sexual
contact with an infected person.

Note: Not all donors define "sex" or *sexual contact” in the same way. The donor must have read the educational
materials provided.

[ Question #18 }

In the past 12 months
have you had sexual contact
with anyone who has HIV/AIDS or
has had a positive test for the
HIV/AIDS virus?

Accept donor )

™
g’

A —

e
> é ajestion

Defer donor £o1”
N\ Mes Lyonn LT
At ¥
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Question: 18. In the past 12 months have you had sexual contact with a prostitute or anyone else who takes
money or drugs or other payment for sex?

Donor Eligibility: Persons who have given money or drugs in exchange for sex (sexual contact) are deferred
for 12 months from the date of the last sexual contact. HIV and other diseases may be transmitted through
sexual contact.

Note: Not all donors define "sex" or "sexual contact” in the same way. The donor must have read the educational
materials provided.

[ Question #19 ]

n the past 12 months

have you had sexual contact
with a prostitute or anyone else Accept donor \
who takes roney or diugs o A J/

other payment for
sex?

’ Defer donor

/: Bstion
20 1L mes / L-——-—-—-—‘-‘o
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Question: 20. In the past 12 months have you had sexual contact with anyone who has ever used needles to
take drugs or steroids, or anything pot prescribed by their doctor?

Donor Eligibility: Persons who have had sexual contact with persons who, in the past or present, have used

needles to take drugs, steroids, or anythingnot prescribed by their doctor are deferred for 12 months from the
date of the last sexual contact. HIV and other diseases may be transmitted through sexual contact.

Note: Not all donors define "sex” or "sexual contact” in the same way. The donor must have read the educational
materials provided.

Note: The phrase "use of a needle” includes intravenous use, "skin popping” (injection under the skin),

"mainlining” (arterial injection) and any other use of a needle to administer drugs, steroids or anything else not
prescribed by their doctor. ’

[ Question #20 }

In the past 12 months
have you had sexual contact
with anyone who has used needles to take
drugs or steroids, or anything not
prescribed by their doctor?

Accept donor }
vy

Defer donor
£ L me >

£y inn fax -r
cemfme

~
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Quaestion #21

!

In the past 12 months
have you had sexual
contact with anyone
who has hemophilia or
has used clotting factor
concentrates?

l YES

Consult SOP to determine
eligibility

NO

>

Is Donor
Eligible?

ST

Defer Donor for
12 months from
contact

¢



Contains Nonbinding Recommendations

; Draft — Not for Implementation

Question: 21. In the past 12 months have you had sexual contact with anyone who has hemophilia or has used
clotting factor concentrates?

Donor Eligibility: Persons who have had sexual contact with one of the following: 1} any person with
hemophilia or related clotting disorders; or 2) any person who has received clotting factor concentrates is
deferred for 12 months. HIV and other diseases may be transmitted through sexual contact.

Note: Not all donors define "sex” or "sexual contact” in the same way. The donor must have read the educational
materials provided.

[ Question #21 J

In the past 12 months
have you had sexual contact with anyone
who has hemophilia or has used clotting

Accept donor )

factor concentrates?
()
Nt
/ Y
-~
/ ;
Defer donor er » axt
L S, 3 /
{as?
Ve
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Question: 22. Female donors: In the past 12 months have you had sexual contact with a male who has ever
had sexual contact with another male? (Males: check “ am male.”)

Donor Eligibility: Women who have had sexual contact with men who have had sexual contact with another

man even one time since 1977 are deferred for 12 months from the date of last sexual contact. HIV and other
diseases may be transmitted through sexual contact.

Note: Not ail donors define "sex” or "sexual contact” in the same way. The donor must have read the educational
materials provided.

[ Question #22 ]

(Female donors)in the
past 12 months have you had sexual
< contact with a male who has ever had sexual
contact with another male?
(Males: check “{ am male.”)

Accept donor )

/

e
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Question #23

!

In the past 12 months
have you had sexual

contact with a person
who has hepatitis?

NO
o >

Consult SOP to determine
eligibility

Is Donor
Eligible?

YES
o

Defer Donor for
12 months from
contact

(



Contains Nonbinding Recommendations

{ Draft — Not for Implementation

Question: 23. in the past 12 months have you had sexual contact with a person who has hepatitis?

Donor Eligibility: Persons who report having had sexual contact with a person who has hepatitis are to be

deferred for 12 months from the time of last exposure. Hepatifis, particularly hepatitis A and B, may be spread

through sexual contact.

Note: Not all donors define "sex” or "sexual contact” in the same way. The donor must have read the educational

materials provided.

Question #23 ]
< In the past 12 months No
have you had sexual contact »{ Accept donor ]——-—
with a person who has hepatitis? \\——‘-m
S
/’N}w—‘\‘:‘:.\“w\\\ \\
. N
" Determine type
{ ‘% of hepatitis Asymptolatic Hepatitis C
\,Wy
Hepatitis A or B,
Symptomatic Hepatitis C,
[ or unknown
Y
Defer donor \

Next question
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Question #24

In the past 12 months
have you lived with a
person who has
hepatitis?

Consult SOP to determine
eligibility

Is Donor
Eligible?

NO

YES

p et Donr >

Defer Donor for
12 months from
contact

s Campns
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Draft — Not for Implementation

P

Question: 24. In the past 12 months have you lived with a person who has hepatitis?

Donor Eligibility: in certain cases, living with a person with hepatitis puts the donor at risk for acquiring
hepatitis as well.

{ Question #24 ]

in the past 12 months No

Yes

T, -
\ P A J
Asymptomatic Hepatitis C .
v )\\Desenninetype
-~ r of“hg\paﬁtis
{ % 7 o

; Hepaiitis AorB,
[ Symptormatic Hepatitis C,
i or unknown .

w‘ ™ .

\ific_’iri—/ )

v.DHQ-1 A4-29
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Question: 25. In the past 12 months have you had a tattoo?

Danor Eligibility: Persons who have had a tattoo in the previous 12 months are deferred for 12 months from
the date of the tattoo application. Unless tattoos have been applied using single-use needles and single-use ink,
there may be a risk of transmission of infectious diseases.

Note: Tattoos include tattoo "touch ups”, tattoos applied by oneself, and those applied by others.

Question #25 ]

In the past 12 months

have you had a tattoo? Accept donor )

7 /:
/ g
Defer donor perSoR- Next
¢ 1L onth> < \

Cifies ft ‘—"’"t{‘f"”{
Yo Aty
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Question #26

'

In the past 12 months
have you had ear or

NO

body peircing?

Consuit SOP to determine
eligibility

Is Donor

Eligible? YES

V\_‘—.‘/

Defer Donor for
12 months from
unacceptable

piercing

b >
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Draft — Not for Implementation

Question: 26. In the past 12 months have you had ear or body piercing?

Donor Eligibility: Persons who have had ear or body piercing during the previous 12 months are usually
deferred for 12 months from the date of procedure. Unless ear or body piercing hias been done using single-ust
equipment, there may be a risk of transmission of infectious diseases.

{ Question #26 )

In the past 12 months
have you had ear or
bady piercing?

Accept donor }

_—

%
!
gt

-

es

y
@fer donor > ( > NextQuestion
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Question: 27. In the past 12 months have you had or been treated for syphilis or gonorrhea?

Donor Eligibility: Persons who have had syphilis or gonorrhea, treatment for either, or a confirmed react
screening test for syphilis are deferred for 12 months from the date that treatment is completed.

{ Question #27 ]

In the past 12 months
have you had or been treated

Accept donor )
for syphilis or gonorrhea?

7

@fer donor pe:-SQP\

7tz penths A48/
Tt fomend
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Draft — Not for Implementation

Question: 28. in the past 12 months have you been in juvenile detention, lockup, jail, or prison for more than
72 hours?

Donor Eligibility: Persons who have been detained or incarcerated in a facility (juvenile detention, lockup, jail,

or prisan) for more than 72 consecutive hours (3 days) are deferred for 12 months from the date of occurrence.
These persons are at higher risk for exposure to infectious diseases.

Note: The reason for incarceration (e.g. white-collar crimes, child support) does not change the deferral.

F Question #28 }

In the past 12 months
have you been in juvenile detention,
lackup, jail, or prison
for more than 72 hours?

Accept donor )

e

/ 41 ext quesji

Defer donor for
L vhopths a bt

(Cleanse
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Question #29

In the past 3 years

have you been outside NQ

the United States or
Canada?

Where were you?

Non-malaria areas only
No travel fo Iraq

e >

Malaria areas or Iraq

Are you or have you ever
been an immigrant, refugee, NO
citizen or resident (lived

more than 5 years in) of
another country?

Defer for 12 mos.
After departure
from recent travel

Defer for longer period of
time: 3 years after
departure from that

‘What Malarial
Country?

Non-Malarial

Defer for 12 months
after departure from
recent travel

country OR 12 months
after departure from recent
ravel.
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Draft — Not for Implementation

Question: 29. In the past three years have you been outside the United States or Canada?

Donor Eligibility: Immigrants, refugees, or citizens coming from a country in which malaria is considered
endemic will be deferred for 3 years after departure from the area if they have been free from unexplained
symptoms suggestive of malaria. Donors who have traveled to an area where malaria is considered endemic will
be deferred for 12 months after departure from that area regardiess of whether or not they took anti-malaria
prophylaxis. Malaria may be transmitted through blood transfusion. The donors shall be accepted or deferred
based on the Malaria Risk Countries as designated by your institution.

Danors who have traveled to Iraq may have been exposed to Leishmaniasis; such donors should be deferred for
12 months after departure from Iraq.

[ Question #29 ]

in the past three years
have you been outside the
United States or Canada?

No
- Accept donor

‘Traveled only to non-
malarial area(s)
-No travel to Iraq

g‘" :&é > Accept donor
’ “Traveled to malarial
area(s)
or
“Travel to lrag

Are you or have you ever
been an immigrant, refugee, citizen
or resident (lived more than 5 years
in) of another country?

Defer for 12 mos. after
departure from recent
travel

Defer for 3 years after
departure from that
country

Malarial

What country?

Non-malarial

Defer for 12 mos. After
return fror recent travel,
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Question: 30. From 1980 through 1996 did you spend time that adds up to three (3) moriths or more in the
United Kingdom? (Review list of countries in the UK.) http:/www.fda.govicher/gdins/cjdveid.htm

Donor Eligibility: Donors who have spent time that adds up to three (3) months or more in the United Kingdom
from 1980 through 1996 are indefinitely deferred. Donors may be at theoretical risk of developing vCJD from
eating beef from the UK. There may be a theoretical risk of transmitting vCJD through blood transfusion.

I Question #30 }
L

From 1980 through 1996 did you
spend time that adds up to three (3)
months or more in the United Kingdom?
(Review list of countries

in the UK.*)

Accept donor )

VL__\ e
Defer donor /

indefinitely /,/

<

* See FDA “Guidance for Industry: Revised Preventive Measures o Reduce the Possible Risk of

Transmission of Creutzfeldt-Jakob Disease (CJD) and Variant Ceutzfeldt-Jakob Disease vCJD) by Blood and
Blood Products.”  hitp:fiwww.fda.govicberlgdinsicidvejd.him
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Question: 31. From 1980 through 1996 were you a member of the U.S. military, a civillan milltary employee or a
dependent of a member of the U.S. military?

Donor Eligibllity: Mermbers of the U.S. military, a civilian military employee, or a dependent of a member of the
U.S. military are indefinitely deferred if they spent a total of 6 months or more associated with a military base in
any of the following countries: From 1980 through 1990 in Belgium, the Netherlands, or Germany; From 1980
through 1996 in Spain, Portugal, Turkey, ltaly or Greece. Dohors may be at theorstical risk of developing vCJD
from eating beef from the UK. There may be a theoretical risk of transmitting vCJD through blood transfusion.

Question#31

From 1980 through 1996 were you
a member of the U.S. military, a
civilian military employee or a dependent
of a member of the U.S. military?

spend a totaltime of 6

months or more associated
I\ RL Q with a military base in any of the
A(f -h\; { following countries: No
Lb) \0\ *From 1980 through 1990 in Belgium, the
o b Netherlands, or Germany;
N \\'" \é“ 2 ‘From 1980 through 1996 in Spain,
AN Portugal,
t'}\ N \é‘ Turkey, ltaly or Greece?
oY 9
ol
S 3
O

Defer indefinitely
per SOP
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Question: 32. From 1980 to the present did you spend time that adds up to five (5) years or more in Europe?
(Review list of countries in Europe.)

Donor Eligibility: Donors who have spent time that adds up to five (5) years or more in Europe from 1980 to

the present are indefinitely deferred. Donors may be at theoretical risk of developing vCJD from eating beef in
Europe. There may be a theoretical risk of transmitting vCJD through blood transfusion.

[ Question #32 J

From 1980 to the present did you spend
time that adds up to five {(5) years or more
in Europe? (Review list of countries

in Europe.”)

Accept donor

Defer donor
indefinitely

* See FDA “Guidance for Industry: Revised Preventive Measures to Reduce the Possible Risk of
Transmission of Creutzfeldt-Jakob Disease (CJD) and Variant Ceutzfeldt-Jakob Disease vCJD) by Blood and
Blood Products.” htfp:/lwww.fda.govicber/gdinsicjdveid.htm
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Question: 33. From 1980 to the present did you receive a blood transfusion in the United Kingdom? (Review list
of countries in the UK.)
Donor Eligibility: Donors who received a transfusion of blood, platelets, plasma, cryoprecipitate, or
granulocytes in the UK from 1980 to the present are indefinitely deferred. Donors may be at theoretical risk of
developing vCJD through transfusion. There may be a theoretical risk of transmitting vCJD through blood
transfusion,
[ Question #33 ]
J
From 1980 to the present did you
receive a blood transfusion in the United Kingdom? Accept donor )
(Review list of countries in the UK.*)
& gfer donor

S - ( . . ) -
- \ indefinitely / /

* See FDA “Guidance for Industry: Revised Preventive Measures to Reduce the Possible Risk of
Transmission of Creutzfeldt-Jakab Disease (CJD) and Variant Ceutzfeldt-Jakob Disease vCJD) by Blood .
Blaod Products.” http:/iwww.fda. govicber/gdinsicjdveid.htm

v.DHQ-1 A4-38 eff. April 2004
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Question: 34. From 1977 to the present have you received money, drugs, or other payment for sex?

Donor Eligibility: Donors who received money, drugs, or other payment for sex are indefinitely deferred. HIV
and other diseases may be transmitted by sexual contact.

Note: Not all donors define "sex" or "sexual contact" in the same way. The donor must have read the educational
materials provided.

( Question #34 ]
\ J

From 1977 to the present have you No
< received money, drugs, or other payment

for sex?

C D
» Accept donor
\_ P

pp—e

Defer donor
indefinitely
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Question: 35. (Male Donors) From 1977 to the present, have you had sexual contact with another male, even
once? (Females: Check “| am female.”)

Donor Eligibility: Male donors who have had sexual contact with another male, even once, since 1977 are
indefinitely deferred. Males who have had sex, even once, with males may be at risk of fransmitting infectious
diseases. HIV and other diseases may be transmitted through sexual contact.

Note: Not all donors define "sex" or "sexual contact” in the same way. The donor must have read the educational
materials provided.

[ Question #35 ]

(Male Donors)From 1977 to the present,
have you had sexual contact with another male,
even once?
(Females: Check “l am female.”)

Accept donor )

/

— - ext question

Defer donor
indefinitely
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Question: 36. Have you ever had a positive test for the HIV/AIDS virus?

Donor Eligibility: Donors with clinical or laboratory evidence of HIV/AIDS are indefinitely deferred. HIV and
other diseases may be transmitted through sexual contact.

No

i
> Accept donor )

Have you ever had a positive test for
the HIV/AIDS virus?

—_——

Defer donor
indefinitely
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Question: 37. Have you ever used needles to take drugs, steroids, or anything not prescribed
by your doctor?

Donor Eligibility: Donors who are past or present needle-using drug users are indefinitely
deferred due to potential transmission of infectious diseases.

( Question #37 ]
J

18

Have you ever used needles to
take drugs, steroids, or anything not
prescribed by your doctor?

No v )
™ Accept donor

e \

/// £ Guestion

Defer donor
indefinitely
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Question #38

!

Have you ever
used clotting factor
concentrates?

YES

Consult SOP to determine
eligibility

Is Donor
< Eligible?

N

Defer donor
indefinitely

NO

YES

»hceptDonor

s Coceampmr >
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Question: 38. Have you ever used clotting factor concentrates?

Donor Eligibility: A donor who has been exposed to clotting factor concentrates should
not donate blood due to possible transmissibility of infectious disease.

Question #38

Have you ever used clotting
factor concentrates?

Accept donor >

“ — | C
o 3
( Defer donor \ - Next question

v.DHQ-1 A4-43 eff. April 2004
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Question #39

I

Have you ever
had hepatitis?

YES

Was it before
your eleventh

NO

YES

s Chespon >

birthday?

Consult SOP to determine
eligibility

Is Donor
Eligible?

Defer Donor
indefinitely

o>

o acspiDoner
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Question: 39. Have you ever had hepatitis?

Donor Efigibility: Donors who have a history of viral hepatitis after their eleventh birthday are indefinitely
deferred.

Have you ever had hepatitis?

No { Accept donor a—
\"—""7

etermine how old
donorwas.

Yes

Was it before your

\ eleventh birthday?

Defer donor
indefinitely

3
f Next question

~ :
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Question: 40. Have you ever had malaria?

Donor Eligibility: Prospective donors who have had malaria and received an appropriate treatment should be
deferred for three years after becoming asymptomatic. Malarla can be transmitted by blood.

Question #40

Have you ever had malaria?

Have you been
asymptomatic for more than
3 years?

e
Yes g//:—- cept D

/”’f
/w/ -  J
Defer donor e > Uestion
Gftrr last / !
Sym /H-m >

ﬂesd""f/

P
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Question: 41. Have you ever had Chagas' disease?

Donor Eligibility: Donors who have had Chagas’ disease are indefinitely deferred. Chagas’ disease
can be fransmitted by biood.

( Question #41 —}

\ J

No

Have you ever had
Chagas' disease?

o )
' Accept donor

et <
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Question: 42. Have you ever had babesiosis?

Donor Eligibility: Donors who have had babesiosis are indefinitely deferred. Babesiosis can be transmitted by

Accept donor )

blood.
( Question #42 ]
Have you ever had No o/
babesiosis? AL
—_ Defer donor indefinitely /
() .
v.DHQ-1 A4-47

Ne estion
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Question: 43. Have you ever received a dura mater (or brain covering) graft?

Contains Nonbinding Recommendations

Draft — Not for Implementation

Donor Eligibility: Donors who have received a dura mater transplant or graft may be at risk for
Creutzfeldt-Jakob disease and are indefinitely deferred.

v.DHQ-1

{ Question #43

|

Have you
ever received

covering) graft?

a dura mater (or brain

/Defer donor indeﬂnite!y\

\

No

o
_ Accept donor )

/

A4-48
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Question #44

Have you ever had

any type of cancer, NO

including leukemia?

)

Q
¢ID

Consult SOP to determine
eligibility

Is Donor

Eligible? YES

b

Defer donor
indefinitely

> Accept Donor
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Question: 44, Have you ever had any type of cancer, including leukemia?

Donor Eligibility: Donors with a history of cancer must be evaluated and deemed eligibile to donate.
Refer to SOP.

[ Question #44 ]

Have you ever had No

any type of cancer, including
leukemia?

e
- Accept donor

( Determine e|igibilith
AN

per SOP /
4

®

Pl
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Question #45

!

Have you ever had
any problems with

NO

your heart or lungs?

Consult SOP to determine
eligibility

Is Donor
Eligible?

—p Accept Donor

Defer donor
indefinitely

oo >
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Question: 45. Have you ever had any problems with your heart or lungs?

Donor Eligibility: Donors must be free of acute respiratory disease. Donors with a history of diseases of

the heart and lungs, including acute lung diseases or colds, must be evaluated. Refer to SOP.

( Question #45 1

No

Have you ever had

v
> Accept donor )

any problems with your heart
or lungs?

tquestion

ﬂ)etermir_!e eligibility\{ »  Nex N\
\ per SOP // 'L-—~——-—-_..\/
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Question #46

I

Have you ever
had a bleeding
condition or a
blood disease?

J:'Es

Consult SOP to determine
eligibility

Is Donor
Eligible?

Defer donor
indefinitely

C
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Question: 46. Have you ever had a bleeding condition or a blood disease?

Donor Eligibility: Donors with a history of bleeding problems should be evaluated. Refer to SOP.

Note: Donors who have been receiving clotting factor concentrates are deferred indefinitely.

[ Question #46 ]

Have you ever had a
bleeding condition or a blood

disease?

( Determine eligibility\

g
o Accept donor )

Y
,J Next question

\ per SCP H
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Question: 47. Have you ever had sexual contact with anyone who was bom in or fived in Africa?

Donor Eligibility: If the donor had a sex partner who was borm in or lived in certain countries in Africa (see list
below) after 1977, the donor is indefinitely deferrad. Donors who have had sexual contact may have been
exposed to rare strains of HIV that are not consistently detected by all current test methods. *

Note: Not all donors define "sex" or "sexual contact" in the same way. The donor must have read the educational

Question #47

matetials provided.

Was this sexual partner bom
in or did he or she live In any of the

No
sexual contact with anyone _
who was born in or lived in AN Accapt donor )
Left before P I Poan
Did this sex partner leave 1977 ;. AR Cr /ﬂ MD
Africa before or after 19777 ot RN O8 S ey

following countries in Africa: Cameroon,
Central African Republic, Chad,
Congo, Equatorial
Guinea, Gabon, Niger
or Nigeria?

<

Defer donor indefinitely

/”“‘\_
-

== / Q question

** Blood collection agencies using an HIV antibody test that has been approved by FDA to include a claim for

detection of group O viruses may eliminate this question during screening.

v.DHQ-1 A4-52
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Question #48

NO

Have you ever
been in Africa?

> Qb >

Were you in NO
Africa after 19772 /

Have you spent time in any
of the following countries
in Africa; Cameroon,
Central African Republic,
Chad, Congo, Equatorial
Guinea, Gabon, Niger, or
Nigeria?

Were you born
there, lived there,
or just traveled
there?

‘While you were there, did
you receive a blood
transfusion or any other
medical treatment using a
hlond nroduct?

Born or Lived

Defer Indefinitely
@er Indefinitely
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Contains Nonbinding Recommendations
Draft — Not for Implementation

Question: 48. Have you ever been in Africa?

Donor Etigibility: Donors who were born in or have lived in certain countries in Africa since 1977 (see list
below) are indefinitely deferred. Donors who have received a blood transfusion or any other medical treatment in
Africa are indefinitely deferred. Donors may have been exposed to rare strains of HIV that are not consistently
detected by all current test methods. **

[ Question #48 )

m No
<Cever been in Africa? »{ Accept donor
N
W 0 Bef 1977 </’"——
< ordid-yerFavers /A/ &) Ok

Africa before or ~—— |
~aflor 19777

ave you spent time in any of th
following countries in Africa: Cameroon,
Central African Republic, Chad,
Congo, Equatorial
Guinea, Gabon, Niger
or Nigeria?

No N

2
I

*Consult SOP to determine if
deferral is indicated.
*Apply deferral as indicated or
continue.

hile you were
there, did you receive
a blood transfusion or any
other medical

Is donor deferred for
travel to or being born in
African countries?

@efer donor indefinit;l‘)"/.\‘~

** Blood collection agencies using an HIV antibody test that has been approved by FDA to include a claim for
detection of group O viruses may eliminate this question during screening.
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Question: 49. Have any of your relatives had Creutzfeldt-Jakob disease?

Draft — Not for Implementation

DonorEligibility: Donors with a blood relative with Creutzfeidt-Jakob disease are indefinitely deferred.

Note: If laboratory testing {gene sequencing) shows that the donor does not have a mutation associated with

familial CJD, the donor is eligible.

Question #49

Have any of your relatives

No or don't know

had Creutzfeldt-Jakob

as this person related by

Related by marmriage /
. Y ¢ (L C

»{ A }-——-
{ ccept donor

L

blood or by marriage?

Related by biood

L4

//7

»} Next question

3450 N. Meridian St. - BO. Box 88206 - Indianapolis, IN . 46208-0206

Blood Center

Indiana

Linda White

Donor Counselor

Phone (317) 916-5101

Phone 18006324722 ext. 5101
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Fax (317) 9271724
e-mail: lwhite@cirbc.org
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