RADTKE ET AL,

the soluble transferrin receptor to ferritin concentration
{log{T{R/F]), which was shown to have a highly linear cor-
relation to body storage iron, is currently the most precise
measure of body storage iron available.!*'s Here, we
present the results of a double-blind study in which we
randomly assigned regular male and female blood doners

to treatment with 40 mg, 20 mg, or 0 mg (placebo) per day

of elemental iron for 6 months.

MATERIALS AND METHODS

Selection of donors and study design

A total of 526 regular blood donors (289 male and 237
female) were enrolled in this study, which was approved
by the Ethics Committee of Chiarité University Medical
Center. Written informed consent was obtained from all
volunteers. In accordance with the German guidelines for
blood donor selection, all donors were determined to be
healthy based on their history and had hemoglobin (11b)
concentrations of no less than 13.5 g per dL (males) or
125¢g pei dL {females}. The investigational products con-
sisted of identical capsules in blister packs containing 1.5

mg pyridoxal-phosphate, 2.25 pg cyanocobalamine, 400

mg ascorbic acid, 200 pg folic acid, and 75 pg biotin with-
out (placebo) or with 20 mg of elemental iron as ferrous
gluconate {Fe*) (Phyt-lmmun Gmbll, Homburg, Ger-
many). Ascorbic acid was added to enhance iron absorp-
tion. Because most people believe in beneficial effects of
vitamnin supplements, the other selected vitaming were
added for improved compliance. The form of iron used
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meets the European Community criteria for dietary foods
for special medical purposes. The participants were ran-
domized to one of three groups receiving either 40 mg
Fe™, 20 mg Fe*, or 0 mg Fe* in two capsules once daily
for 6 months. Hb, serum ferritin, and soluble transferrin
receptor levels were determined before blood collection
at each initial and follow-up visit. Each male volunteer
was scheduled for a total of four visits, including a ran-
domization visit before the first donation at Week 0 and

" three subsequent predonation visits at 2-month intervals.

The females were scheduled for a total of three visits: a
randomization visit at Week 0 and two predonation visiis
at 3-month intervals (Fig. 1). The intervals were chosen in
accordance to the German guidelines, which allow six
donations per year for male and four donation per year
for female volunteers, Volunteers with hemoglobin con-
centration less than 13.5 g per dL (males) or 12.5 g per dL
{females) were deferred, but not excluded from study.
Compliance, which was defined as the ingestion of at
least 90 percent of the capsules as prescribed, was
checked by counting the returned capsules between
bloed donations.

Laboratory methods

Ilemoglobin concentrations in fingerstick blood samples
were determined by the acid methemoglobin method
using a photometer (HemoCue B-Hemoglobin photome-
ter, HemoCue, GroBostheim, Germany). Ferritin and sol-
uble transferrin receptor concentrations in serum were
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Fig. 1. Flow of participants during study.
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determined by nephelometry using an automatic analyzer

(BN Prospec, Dade Behring, Marburg, Germany).

Statistics

Sample-size calculation, randomization, and statistical
analyses were performed using software (Stata for Win-
dows, Stata Corp., College Station, TX). Based on the
serum ferritin concentration, the required sample size was
determined to be 45 males and 40 females per group,
assurning a power of 0.9, a significance level of 0.0167
(Bonferroni adjustment for three groups}), a smallest
meaningful ferritin difference of 10 pg per L between
groups, three {males) or two (fernales) follow-up measure-
ments, a within-subject correlation coefficient of 0.8, and
a standard deviation (SD) of 26 g per L (males) or 22 pg
per L (female) for serum ferritin. Assuming a dropout rate
of 50 percent, we arrived at a final sample size of 98 males
and 80 females per group.

The randornization plan was generated using block
randomization with variable block length. Statistical anat-
yses were performed as an intent-to-treat analysis for all
participants coming for more than one visit using a linear
regression model for longitudinal data (cross-sectional
time-series regression model with generalized estimating
equation analysis).”® The logarithm of the ratio of transfer-
rin receptor to ferritin concentration, an accepted mea-
sure of storage iron, was used as the outcome variable. To
model the change in storage iron over time, we applied the

difference values for log(TfR/F) and included the iron '

supplement as the predictor variable.

RESULTS

Males .
Of the 289 male volunteers {age range, 19-67 years)
enrolled in the study, 141 (49%) dropped out, yielding a
dropout rate of 44 percent in the 40 mg of Fe** group, 44
percent in the 20 mg of Fe* group, and 58 percent in the
placebo group (p = 0.075; Fisher’s exact test). A total of 63
(45%) of the male dropeouts withdrew before their second
visit {Table 1). The mean interval between visits was 60

IRON SUPPLEMENTATION IN BLOOD DONORS

days. Deferral from donation because of unacceptable
hemeoglobin concentration values (<13.5 mg/dL) occurred
“in 14 of 825 visits (1.7%). This was more frequently the case
in the placebo group than in the 20 mg and 40 mg iron .
groups (n =9 vs. 2 vs. 3, p = 0.022; Fisher’s exact test).
Compliance was poor in roughly one-third of the male .
participants.

In the male placebo group, the mean serum ferritin
concentration decreased from 35 g per L at baseline to
21 pg per L at the final visit, the number of males with
depleted iron stores {ferritin <12 pgfl) increased from 20
percent to 54 percent,-and the mean concentration of sol-
uble transferrin receptors rose slightly from 1.6 mg per L
to 1.7 mg per L (Table 2, Fig. 2). In the male 20 mg iron -
group, serum ferritin decreased from 35 pg per L to 25 ug
per L, whereas the median ferritin value changed only
slightly (Table 2, Fig. 2); both the number of males with
depleted iron stores (25%) and the transferrin receptor
concentration (1.5 mg/L) remained nearly constant. In the
male 40 mg iron group, the ferritin {33 pg/L) and transfer-
rin receptor Jevels (1.5 mg/L) remained constant, whereas
the number of individuals with iron depletion dropped
from 26 percent to 13 percent.

The log(TfR/F) remained nearly constant in both iron
groups, but rose continuously in the placebo group
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Fig. 2. Box-plot for the concentration of serum ferritin and sol-
uble transferrin receptor in male donors.

TABLE 1. Reasons and numbers of dropouts during study
Gastrointestinal
Unknown complaints Poor compliance Other

Reason (%) {n/total) (%) {n/total) (%) {n/total} (%) {r/otal)
Male donors

40 mg iron 15.5 15/97 5.2 5/97 124 12197 13.4 13/97

20 mg iron 18.8 18/96 6.3 6/96 . 187 16/96 3.1 3/96

0 mg iron (placebo) 20.8 20/96 8.3 6/96 21.9 21/96 11.5 11/86
Female donors

40 mg iron 89 779 2.5 2179 10.1 8/79 6.3 5/79

20 mg iron 20.3 16/79 6.3 579 1.4 8/79 8.3 579

0 mg iron (placebo) 24.1 19/79 3.8 379 10.1 8/79 11.4 979
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- Females

TABLE 2 Serum frtiin concertrtion, mumbor of doners wilh depltod. | o the 237 fmnle voluters(age ange,
transferrin receptor to ferritin concentration (log[TfR/F]} for all donors with 19-65 years) enrolled in the study, 96
at least one follow-up visit {41%; dropped out, yielding a dropout
Ferritin (pg/L) Depleted iron stores log(TIR/F) rate of 28 percent in the 40 mg iron
Visit number {mean + SD) (%) (n/lolal) (mean + SD) group, 44 percent in the 20 mg iron
Mi‘g :g‘;’:n group, and 49 percent in the placebo
0 3274275 26.3 20776 1.54£051 | group (p = 0.015; Fisher's exact test). A
1 314 +18.8 16.2 1274 1.47 £ 0.49 total of 69 (72%) of the female dropouts
g gg; z gg:g :;g 12;:2 Igg : gg; withdrew before their second visit
20 mg iron (Table 1). The mean interval between
o 34.7 £ 36.3 253 20/19 1.48 + 0.48 visits was 88 days. Deferral from dona-
; gg; iggg g;i ggg 1::? i gjg tion because of unacceptable dropout
3 25.0 £ 19.8 24.5 13/53 152+ 047 | concentration values (<125 mg/dL)
0 mg iron (placebo) occurred in 13 of 546 visits (2.4%). This
‘13 23; i ggg :133; ;:'gg : :g? i gig was the case mare frequently in the pla-
2 24,9 +24.7 29.8 14747 1.60 + 0.52 cebo group than in the 20 mgand 40 mg
a3 214 +275 53.9 21739 1.67 + 0.53 iron groups in=10vs.2vs. 1, p=0.001;
Fe::)all_ﬁgdic:zgrs Fisher's exact test). Compliance was
0 19.3 £ 15.0 39.4 26/86 1.43 £ 0.65 poor ‘in roughly one-quarter of the

1 28.5 + 19.8 15.2 10/66 1.25 £ 0.49 female participants. i
202mg . 31.4 & .19.4 14.0 8/57 1.29 + 0.54 In the female placebo group, the
o 20,0+ 32.3 54.6 30/55 1.38 + 0.46 mean concentration of serum ferritin
1 233 £ 27.9 45.1 23/51 1.36 + 0.42 decreased from 18 pg per L at baseline
o r2ng ron (slacebo) 23.5 ¢ 261 4.1 15744 1.35 £ 0.49 0 15 pg per L at the final visit: the num-
0 17.7 + 15.0 48.9 23/47 139 + 0.65 ber of females with depleted iron stores
1 17.6 = 14.5 44.2 19/43 1,40 + 0.42 {ferritin <12 pg/l) remained constant
2 151123 48.7 19/39 1.85 % 0.66 {(49%), and the mean soluble transferrin
réceplor concentration rose from 1.4 mg
per Lto 1.6 mg per L (Table 2, Fig. 4). In
the female 20 mg iron group, serum ferritin increased
Males Females from 20 pg per L to 24 pg per L, the number of individuals
i . with depleled iron stores decreased from 55 percent to
3T L. - =T 34 percent, and the transferrin receptor concentration
T . remained nearly constant (1.4 mg/L}. In the female 40 mg
Ny ). N ’ H 1LM. . N iron group, ferritin concentration rose from 19 ug per Lto
E 31 pg per L, transferrin receptor level fell slightly from 1.4
= mgper L to 1.3 mg per L, and the number of individuals
g A A St | . = with iron depletion decreased from 39 percent to 14

percent.

0 The log(T{R/F} dropped in both iron groups, but rose
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Fig. 3. Box-plots for the logarithmn of the ratio of soluble trans-
ferrin receptor to ferritin concentration in male and female
donors.

(Fig. 3), as was clearly demonstrated in the regression
analysis {Table 3). The log(TfR/F) value increased by
nearly 0.09 per donation in the placebo group, but
changed only marginally in the two iron groups. Both iron
groups differed significantly from the placebo group with
respect to log(TIR/F).
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continuously in the placebo group (Table 2, Fig. 3), as
demonstrated by the regression analysis. The log(TfR/F)
valueincreased by nearly 0.08 per donation in the placebo
group (Table 3), but decreased by roughly 0.06 and 0.12,
respectively, in the 20 mg and the 40 mg iren groups.

Side effects

Most donors (approx. 60%) did not report any side effects.
There was no significant difference in the incidence of
adverse effects between the three groups. In particular, the
frequency of gastrointestinal complaints was low (11% in
the 40 mg iron group, 13% in the 20 mg iron group, and
11% in the placebo group).
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Fig. 4. Box-plot for the concentration of serum ferritin and sol-

uble transferrin receptor in female donors.

‘DISCUSSION

Regular blood donation frequently leads to iron depletion,
and it has been shown that iron supplementation can
prevent this complication.®!! However, the exact dose
needed to.compensate for this type of iron loss remains
unclear, and there is uncertainty as (o whether jiron sup-
plementation is required in both male and female donors.
Attemnpting to elucidate this complex issue more precisely,
we monitored the logarithm of the TIR/F ratio as a mea-
sure of body storage iron in regular male and female
whole-bleod donors. The donors were randomly assigned
to receive daily supplements containing selected vitamins
plus 40 mg, 20 mg, or 0 mg of elemental iron. Dropout
rates were marginally (male} or significanily (fernale)
higher in the placebo group than in both iron groups. The
reason for this finding is obscure.

Daily doses of 40 mg and 20 mg of elemental iron
resulted in both a positive iron balance and an increase in
storage iron in female donors and compensated for iron
loss in males. This indicates that 20 mg of elemental iron
per day is indeed sufficient to compensate for iron loss in
both males and femaies. The differences in storage iron
responses may be due to the shorter donation intervals
in males (every 2 months) compared to females {every 3
months). It is likely that the ascorbic acid in the capsules
may have increased the iron absorption by roughly 50 per-

TABLE 3, Regression models for the change in log{TfR/F) other vitamins may play any role in this
Predicior Coefficient 85-percent confidence interval pvahie coniext is spe(_;u]aﬁve_ The Dn]y 250N
Male donors . ' for including these vitamins in. the
20 mg Fe** ~0.074 -0.121 o -0.028 0.002 . - -
40 mg Fe** -0.118 ~0.168 to —0.068 <0001 | Investigational products was our desire
Constant 0.091 0.058 to 0,123 <0.001 to improve the compliance rate.
Female donars - In the present study, we monitored
20 mg Fe® -0,150 -0.238 to -0.061 0.001 ferriti d solubl forn
40 mg Fe** -0.209 -0.202 10 0.127 <0.,001 erritn and soluble transiernn receptor
Consiant 0.086 - 0.018 to 0.153 n.ot2 levels as well as the logarithm of the
TR/F ratio. The latter variable, which
was shown to have a highly linear corre-
lation with body storage iron, is the most precise measure
i . i aR et of body storage iron available.'**® Until now, body iron of
o T o e g blood donors was assessed mainly by measuring serum
T ™3 ferritin.'**7 However, this variable is somewhat unspecific
= o’ 3 g and may give false-high results in the presence of various
% 1. ® . ; underlying diseases.? In fact, if ferritin had been the only
£10 L. ree Se7 . 1o 8 variable used for assessment of body sterage iron, the
2T g effects of 20 mg elemental iron in maies would have been
1 T A  Bbd OFl L g underestimated in our study. :
X =t Interestingly, the number of side effects’ in the twd

groups treated with iron{ll)-gluconate was only slightly
higher than the number observed in the placebo group. In
particular, the incidence of gastrointestinal side effects in
the iron groups was very low (12%). Due to the slight risk
of poisoning in children, iron capsules should be delivered
in individual packages, Elemental iron preparations like
carbonyl iron are preferred as an alternative by many
experis due 1o the much higher lethal doses.*'%%?! How-
ever, carbonyl iron is not available in the European coun-
tries. In comparison, bioavailabity of carbonyl iron is
slightly lower than that of ferrous salts,” but side effects
seem to be comparable: The incidence of gastrointestinal
complaints for both preparations was reported much
higher in two previous studies, probably due to the sup-
plementation with higher doses of iron.** The utility of
iron supplements for preventon of iron deficiency in
menstruating female blood donors is currently being dis-
cussed ®# However, others and we prefer a supplementa-
tion of iron for a short-term period after blood donation
bui not in general.

In conclusion, our results indicate that daily doses of
20 mg Fe* can adequately compensate for iron loss result-
ing from whole-blood donation in males who donate up
to six times a year and in females who donate up to four
times a year.
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. Mid-America Division
American ' Badger-Hawkeye Region

Red Cross Heart of America Region
Midwest Region
North Central Region

Dear Parent or Guardian,

Your 16-year-old has expressed an interest in donating blood at an upcoming American Red
Cross blood drive. The states of Illinois, Iowa, Kansas, Nebraska, Minnesota, Missouri and
Wisconsin allow 16-year-olds to donate blood with written parental/guardian consent. We are
asking for your support by completing the attached consent form.

Please read the attached forms: “What You Must Know Before Giving Blood” and
“What You Must Know About NAT — A New Blood Test.” If you have any questions
about the information contained in these documents, please call 1-800-448-3543 —
M-F: 8§ am - 9 pm, Sat: 9 am - 1 pm, Sun: 4 pm - 8 pm - and press Option 6 to speak
to a Red Cross donor health consultant.

We support each student’s willingness to give blood and ask that you offer your encouragement
too. Much like voting and driving a car, the opportunity to donate blood and save a life has
" become a right of passage for thousands of high school students. Becoming a blood donor is a
very personal decision, and we understand that parents and students may be somewhat
apprehensive about taking this step. This is completely natural, so we want to prowde you with
some addltlonal information about donating blood.

Blood donation is a safe procedure using single-use sterile needles and supplies. To ensure that
your student has a positive experience, we recommend that they follow these guidelines:
s Get a good night’s sleep before the blood drive.
+ Eat well and drink plenty of ﬂulds in the days leading up to the blood drive, especially
the day of the drive.
Drink at least 16 oz of caffeine free fluid (2 cups) 3-4 hours before the donation and after.
o Be honest and accurate about their weight (donors must weigh at least 110 1bs).

While the donation process is safe, reactions can oceur. Most reactions are mild and can include
fainting or small bruises. Our staff is fully trained to work with first-time and younger blood
donors, and to respond to any reactions. We hope you will encourage your student to support
our blood drive. Since one blood donation can be separated into three components, your student
has the potential to save as many as three lives with a single donation.

Please note that the FDA requires that donors are asked specific questions about their health
history. This information helps ensure the safety of the blood donor and the blood rec1plent
These questlons are asked privately and are completely confidential.

You should be very proud.of your son or daughter’s decision to donate at the upcoming drive.
Please help support this act of generosity by completing the consent form prior to the drive. If

you are not currently a blood donor, please consider making an appointment for yourself. For
more information call 1.800.GIVE.LIFE or visit our website at givebloodgivelife.org.

Sincerely,
Lzid Mg P12

David C. Mair, M.D., Senior Medical Director
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Form:
Informed Parental Consent for Persons Not of a Legal Majority

What this form is about

This form provides staff with a mechanism for documenting a parent or legal guardian’s informed consent
for someone not of legal majority to donate blood or blood componenis

Who should use this form

This form applies to all staff who obtain informed special consent from donors or parent/legal guardian,

Instructions

» Ensure the region-identifying information is on the form.
. Instruct the parent/legal guardian to
¢ Print the name of the son, daughler; or ward in the space provided.
e Print his or her name.
¢ Sign the consent form. '
» Date the consent form.

e Affix a Whole Blood Number/Donation Identification Number (WBN/DIN) to the form.

Revision History

Revision .
Number Summary of Revisions
1.0 Initial version
1.1 Developed and released prior‘to revision history requirement
Revised instructions for completion of farm
1.2
Reformatted signature, date, and WBN lines
American Red Cross Biomedical Services Instructions - Page 1 of 1
Form: Infoermed Parental Consent for Pérsons Not of a Legal Majority 14.4.frm005 v-1.2

180



American Red Cross Blood Services Region Na.mé
Washington, DC 20006 City/State/Zip

Informed Parental Consent for Persons Not of a Legal Majority |

Information

This form must be completed by a parent or legal guardian for blood donations by any person who has not yet
reached the age of legal majority as defined by the laws of the state in which the donor makes the blood donation.

Questions or concerns about the blood denation process should be directed to

Department: Donor Health Consultanis

Phone Number: (800) 448-3543 (Press Option 6)

Hours of operation: M-F: 8am-9pm, Sat: 9am-1pm., Sun 4-8pm
Parental Consent '

Ilhave received and read a copy of “What You Must Know Before Giving Blood” describing the overall blood
donation process.

I have received and read a copy of “What You Must Know About NAT- A New Blood Test” describing additional
test procedures and any research-related attachments.

I understand that in the event it becomes necessary to notify my son, daughter, or ward of test results, the American
Red Cross will send those results directly to my son, daughter, or ward.

I understand the information provided to me and have had an opportunity to ask questions about the information it
contains. I hereby give permission for my son, daughter, or ward, to make a. voluntary donation of blood to the
American Red Cross during his or her legal minority.

A signed consent from the Parent/Guardian will be required for each donation until the donor reaches the age of

majority.

Donoy Name [son, daughter, or ward| (print)

Parent/Guardian Name (print)

Parent/Guardian Signature : - Date: A

WBN/DIN >
American Red Cross Biomedical Services Page 1 of 1
Form: Informed Parental Consent for Persons Not of a Legal Majority . 14.4.frm005 v-1.2
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American Red Cross Blood Services
‘Washingion, DC 20006 % e;?’ecr:‘ga;r;

WHAT YOU MUST KNOW ABOUT NAT

Possible Use of Donor Information and Blood Samples in Medical Research

The American Red Cross Blood Services mission is to provide a safe and effective blood supply for patienis who
need blood transfusions. As part of this mission, the American Red Cross may conduct research. Some research is
conducted with other institutions, such as academic centers and biomedical companies.

Some exampies of the types of research are:
e Studies relating to testing, storing, collecting and processing blood to increase the safety of the
blood supply.
» Studies of new test methods for infectious agents carried in the blood, like Nucleic Acid
Testing (NAT).
s Studies of ways to recruit blood donors and to evaluate donor eligibility.

Participation does not require additional blood to be collected or additional time.

By signing your Blood Donation Record, you are giving consent to allow us to use a portion
of your blood donation and donor information for research like that listed above. Donor
information for research will not include anything that would identify you as the donor, such as
your name or Social Security Number (SSN).

Confidentiality

American Réd Cross policy requires protection of the confidentiality of your donor identifying
information, results of tests on your blood samples and information collected at the time of
donation. Strict procedures are observed at all blood collection facilities to maintain the
confidentiality of donor information.

Your donor identifying information will not be released to other institutions for research

purposes without your consent. Your age, gender, general geographic location, and test results
_ may be used to evaluate important information about disease or donor recruitment, but this

information is combined with information about other donors and not identified with you.

While study results may be published, donor names and other identifying information will not be
revealed, except as-required by law. Records are kept, as required by State and Federal Laws.
The Food and Drug Administration (FDA}) may need to review and copy donor records in order
to verify study data. The FDA, however, is committed to protection o[ the confidentiality of
donor identity.

Testing and Storage

Blood samples used by researchers are coded. This means that your donor identifying
information, including name and SSN, is not used in connection with research. Coded samples
can be linked to information about donors’ identity only by authorized Red Cross personnel who
are required to follow Red Cross procedures to maintain confidentiality.

Some of your sample or information may be saved for future research on viruses or other agents
that may be carried in blood. Samples linked to your identifying mformation may be used, either

American Red Cross ARC F6628-GAT (10/07) .
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American Red Cross Blood Services
Washington, DC 20006

now or in the future, for infectious disease testing, as described in What You Must Know Before Giving .
Blood or in other information about a specific research study that is being conducted today. Your
identified sample and information will not be used for genetxc testing or for research unrelated to blood
safety without your consent.

You will be notified in person, by phone, or by letter, about any test results that may impact your health.
You will receive information about how these test results may affect your health and future eligibility as
a blood donor.

Possible Participation in a Follow Up Study
If your test results are positive or unexpected, Red Cross staff may ask you to participate in a follow up
study. Participation is voluntary and of no cost to you.

Benefits , .
By using new infectious disease tests like NAT, you may find out sooner if you are infected by one of
the agents being tested. This may be important to your health.

Risks

There is a very low chance that your blood sample may give a false positive or true positive infectious
disease result. 1f this happens, the blood that you donate will not be used for transfusion and there is the
likelihood that you may not be able to donate again. If you are donating for a specific patient and have a
positive test result, your blood donation will not be available for that patient. If you are donating blood
for yourself and have a positive result, your blood donation may not be available to you.

Your Right Not To Participate

You may refuse to participate now or at any time during the donatlon process. If you decide that you do
not want your donation or donor information to be used for possible research like that listed above, you
will not be able to donate today. It is very important to include all donors in such research in order to
provide a safe and effective blood supply.

If you decide not to participate at this time, your decision will not.change your future relationship with
the Red Cross.

If you begin donating and then decide that you do not want to participate, you must notify the blood
collection staff before you leave the collection site. 1f you decide to withdraw in the future, contact the
Scientific Support Office at (301) 212-2801. However, test information collected before your
withdrawal may still be used or disclosed after your withdrawal.

Questions :
If you have any questions about your donation, please feel free to ask the ARC staff member performing
your confidential health history interview. If you have questions later, you can contact the Blood Center
at 1-800- 652—9742

If you have scientific questions, you can call the Scientific Support Ofﬁce at (301)212-2801. If you have
any questions about your rights as a research participant, call the American Red Cross Institutional -
Review Board Administrator at (301)738-0630. :

You have been given this information sheet to read and will be offered a copy to keep.

American Red Cross ARC F6628-GAT (10/07)
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American Red Cross Blood Services

Washington, DC 20006

Thank you for
coming in today!

Accuracy And
* Honesty Are
Essential

What happens
when you give
blood

What to expect
after donating

Why we ask
guestions about
sexual contact

ARC F6628MW (06/05)

What You Must Know Before Giving Blood

This informalion sheet explains how YOU can help us make the donation process safe for yourself and patients who
might receive your blood. PLEASE READ THIS INFORMATION BEFORE YOU DONATE! You wili be asked to
sign a statement that says you undersiand and have read this information today. If you have any questions now or
anytime during the screening process, please ask blood center stalf.

Your complete honesty in answering ali questions is very important for the safety of patients who receive
your blood. We will ask you for identification each time you try to donate. Please register using the same
identifying information each time you donate (name, date of birth, etc.}. All information you provide is
confidential. Although your interview will be private, it may require more than one American Red Cross
employee to participate in or be present at your health history and blood donation.

To determine if you are eligible to donate we will:
¢ ask questions about your health, travel, and medicines
e ask questions to see if you might be at risk for hepatitis, HI'V, or AIDS
take your blood pressure, tlemperalure, and pulse, and
+ take a small blood sample to make sure you are nol anemic.
If you are able to donate we will:
* cleanse your arm with an antiseptic. (If you are allergic to lodine, please tell usl),
and
e usca new, sterile, disposable needle to collect your blood.
While you are donating: (the donation usually takes about 10 minutes)
« you may [cel a brief “sting” from the needle at the beginning,.
After donating we will give you
» a form with post-donation instructions, and
= - anumber to cail if you have any problems or decide after you leave that your blood
may not be safe to give to another person.

Although most people f'eel fine before and after donating blood, a small number of peop]e may have a(n)
+ lightheaded or dizzy feeling
s upsel stomach
¢ black and blue mark, redness, or pain where the needle was, and
= very rarely, loss of consciousness, or nerve or artery damage.
We will give you a number to cal to report any problems or concerns you may have following your donation.

Sexual contact may cause coniagious diseases like HIV to get into the bloodstream and be spread through
transfusions to someone else.

Definition of “sexual contact™:

The words “have sexual contact with” and “sex” are used in some of the questions we will ask you, and apply
to any of the following activities, whether or not a condom or other protection was used:

s vaginal sex (contact between penis and vagina)

» oral sex (mouth or tongue on someone’s vagina, penis, or anus), and

»  anal sex (contact between penis and anus). .

Continued on back

page 1 of 2
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What You Must Know Before Giving Blood, Continued

Persons who
should not donate

You should not give blood if you
» had hepatitis on or after the age of 1]
+ had malaria in the past 3 years
« mat any of the conditions listed in the CID Information Sheet
« were held'in a correctional facility (including jail, lock up, prison, or juvenile detention center) for more than 72
straight hours in the last 12 months.
+ have hdd sexual contact in the past 12 menths with anyone who is sick with hepatitis or AIDS
« had or were treated for syphilis or gonorrhea or tested positive for syphilis in the last 12 months
were raped in the last 12 months
have AIDS or have ever had a positive HYV test
AIDS is caused by HIV. HIV is spread mainly through sexual contact with an infected person, or by sharing
needles or syringes used for injecting drugs.
« done something that puts you at risk for becoming infected with HIV
You are at risk for getting infected if you
s have ever used needles to take drugs, steroids, or anything not prescribed by your doctor
e are 2 male who has had sexual contact with another male, even once, since 1977
» have ever taken money, drugs, or cther payment for sex since 1977
« have had sexual contact in the past 12 months with anyone described above
received clotting factor concentrales for a blecding disorder such as hemophilia
» were born in, or lived in, Cameroon, Central Affican Republic, Chad, Congo, Equatorial Guinea, Gabon, Niger, or
Nigeria, since 1977. . .
« since 1977, received a blood transfusion or medical treatment with a blood product in any of these countries, or
= had sex with anyone who, since 1977, was born in or Hved in any of these countries,
« have any of the following conditions that can be signs or symptoms of HIV/AIDS
» unexplained weight loss (10 pounds or more in less than 2 months)
. nighl sweals
blue or purple spots in your mouth or skin
white spots or unusual sores in your mouth
lumps in your neck, armpits, or groin, lasting longer than one month
« diarrhea that won't go away
» cough that won’t go away and shoriness of breath, or
» fever higher than 100.5 F lasting more than 10 days.

1

3

Ineligible donors

We maintain a confidential list of people who may be at risk for spreading transfusion-transmitted diseases.
By continuing this process, you consent {o be entered in this confidential list of deferred donors if you are at
risk for spreading such diseases. When required, we report donor information, including test results, to health
departments, military medical commands, and regulatory agencies. Donation information may also be used
confidentially for medical studies.

If you decide pot
to give blood

If you decide that you should not give blood, you may leave now.

Testing your
blood

1
Your blood will be tested for hepatitis, HIV (the virus that causes AIDSB), syphilis, and other factors. {There
are unusual circumstances in which these tests cannot be performed.) You will be notified about test results
that may disqualify you from donating blood in the future or that may show you are unhealthy. Your blood
will not be used if it could make someone sick. (A sample of your blood or a portion of your donation might be
used now or in the future for additional tests or other medical studies. Please tell us if you object.)

Though the tests we use are very good, they are not perfect. HIV antibodies may take weeks to develop after
infection with the virus. If you were infected recently, you might have a negative test result, yet be able to
infect someone. That is why you must not give blood if you are at risk of getting AIDS or other infectious
diseases. If you think you may be at risk for HIV/AIDS or want an HIV/AIDS test, plcase ask for
information about other testing facilities. Please do not donate to get tested for HIV, hepatitis, or any
other infections!

ARC F6628MW (06/05)

page 2 of 2
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Travel to or Blood donor tests may not be available for some contagious diseases that are found only in certain countries.
birth in other If you were born in, have lived in, or visited certain countries, you may not be eligible to donate.
countries
T
F
i
ARC F6628MW (D6/05) page3 of 2
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Form:
CJD Information Sheet -

What this form is abo;.lt

This form explains Creutzfeldt-Jakob disease to the donor.

Who shouid use this form

This form applies to collections staff.

Revision History

Revision

Number Summary of Revisions

07/04 Developed and released prior to revision history requirement

s+ Removed watermark so sheet can be printed from eDOCs or eBinder
05/08 « Revised American Red Cross Logo

e Placed into System 3 Dacument template

American Red Cross Biomedical Services Insiructions--Page 1 of 1
Form: CJD Information Sheet ‘ ' ARC F6628CID 05/08
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American
Red Cross

CJD Information Sheet

Please do not donate if you—
¢ Since January 1, 1980 through December 31, 1996—

-Spent a total time that adds up to 3 months or more in any country(ies) in the Umted Kingdom (UK).
-The UK includes any of the countries lisied in Table 1 below.

¢  Were a member of the U.S. military, a civilian.military employee, or a dependent of a member of the U.S. mi]iiary
that spent a total time of 6 months on or associated with a military base in any of the following areas during the
specified time frames—

-From 1980 through 1990 - Belgium, the Netherlands (Holland), or Germany
-From 1980 through 1996 - Spain, Portugal, Turkey, Italy, or Greece

e Since Januvary 1, 1980 to present—-

-Spent a total time that adds up to 5 years or more in Europe (includes time spent in the UK from
-1980 through 1996 and time associated with the military bases in Europe as outlined above).
~The European countries that are affected are listed below in Table 1 and Table 2.

-Received a blood transfusion in any country(ies) listed in Table 1 below.

-Received an injection of bovine (beef) insulin made in any of the countries listed below.

e Everreceived—
-A dura mater {or brain covering) transplant during head or brain surgery.
-Human pituitary growth hormone (brain extract).

» Any blood refative has had Creutzfeldt-Jakob disease. A blood relative is your mother/father, L,randpan,m sibling,
aunt/uncle, or children,
e Have been told that your family is at risk for Creutzfeldt-Jakob disease.

If any of thése apply to you, your donation cannot be accepted. If you have any questions, please
ask us. We sincerely appreciate your support.

Table 1

United Kingdom

+ Channel Islands + T[alkland Islands 4+ Isle of Man + Scofland
+ England +  Gibraltar . + Northemn Ireland ¢+ Wales

Europe .
+ Albania + Hungary + Poland
+ Austria + lIreland (Republic of) + Portugal
+ Belgium + ltaly + Romania
+ BosniafHerzegovina ¢ Kosovo (Federal Republic of + Serbia (Federal Republic of Yugos!awa)
+ Bulgaria Yugoslavia) +  Slovak Republic (Slovakia)
+ Croatia + Liechtenstein + Slovenia
+ Czech Republic + lLuxembourg + Spain
+ Denmark + Macedonia + Sweden
+ Finland + Montenegro (Federal Republic of + Switzerland
+ France Yugoslavia) +  Turkey
+ Germany + Netherlands (MHolland} + Yugoslavia (Federal Republic includes
+ Greece + Norway Kosovo, Montenegro, and Serbia)

#i

American Red Cross Biomedical Services Pape 1 of 1
Form: CJD Information Sheet . ARC F6628CID 05/08
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Job Aid: | A%;’ﬁw

Medication Deferral List Quality Aésurancell

Approval date 050? A

Please tell us if you are now taking or if you have EVER taken any of these
medlcatlons

oacaad

a4

I}

Proscar® (finasteride) — usually given for prostate gland enlargement
Avodart® (dutasteride) - usually given for prostate enlargement
Propecia® (finasteride) — usually given for baldness

Accutane®, Amnesteem®, Claravis®, or Sotret®, (isotretincin) — usually given for
severe acne

Soriatane® (acitretin) — usually given for severe psoriasis

Tegison® (etretinate) — uéually given for severe psoriasis

" Growth Hormone from Human Pituitary Glands — used only until 1985, usually for

children with delayed or impaired growth
Insulin from Cows (Bovine, or Beef, Insulin} — used to treat diabetes
Hepatitis B Imrmune Globulin — given following an exposure to hepatitis B

Note: This is different from thie hepatitis B vaccine which is a series of 3 injections given overa 6
meonih period to prevent future infection from exposures to hepatitis B.

Unlicensed Vaccine — usually associated with a research protocol

Please tell us if you are now taking or if you have taken any of these medlcatlons
in the last 7 days:

Clopidogrel
Coumadin (warfarin)
Heparin

Plavix

Tichid

Ticlopidine

American Red Cross Biomedical Services

Jo

b Aid: Medication Deferral List

May 2006
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IF YOU WOULD LIKE TO KNOW WHY THESE MEDICINES AFFECT YOU AS A
BLLOOD DONOR, PLEASE KEEP READING:

N

s Ifyou have taken or are taking Proscar, Avodart, Propecia, Accutane, Amnesteem, Claravis, Sotret,
Soriatane, or Tegison, these medications can cause birth defects. Your donated blood could contain
high enough levels 1o damage the unborn baby if transfused to a pregnant woman, Once the
medication has been cleared from your blood, you may donate again. Following the last dose, the
deferral period is one month for Proscar, Propecia, Accutane, Amnesteem, Claravis or Sotret, Six
months for Avodart and three years for Soriatane. Tegison is a permanent deferral.

*  Growth hormone from human pituitary glands was prescribed until 1985 for children with delayed or
impaired growth. The hormone was obtained from human pituitary glands, which are found in the
brain. Some people who took this hormone developed a rare nervous system condition called
Creutzfeldt-Jakob Disease (CID, for short}. The deferral is permanent. CJD has not been assomated
with growth hormone preparations available since 1985.

e CID has been reported in extremely rare cases in Australian women who took gonadotropin from
human pituitary glands for treatment for infertility. Gonadotropin. from human pituitary glands was
manufactured and distributed outside the United States and was never marketed in the United Siates
to treat infertility. Human chorionic gonadotropin which is used for fertility treatments-in the United
States is not derived from human pituitary glands and is not a cause for deferral.

¢ Insulin from cows (bovine, or beef, insulin) is an injected material used to treat diabetes. 1f this insulin
was imported into the US from countries in which “Mad Cow Disease™ has been found, it could
contain material from infected cattle. There is concern that “Mad Cow Disease” is transmitted by
transfusion. The deferral is indefinite.

* Hepatitis B Immune Globulin {HBIG) is an injected material used to prevent infection following an
exposure to hepatitis B. HBIG does not prevent hepatitis B infection in every case, therefore persons
who have received HBIG must wait 12 months to donate blood to be sure they were not infected since
hepatitis B can be transmitted through transfusion to a patient.

* Unlicensed Vaccine is usually associated with a research protocol and the effect on blood transmission
is unknown. The deferral is for one year,

s Ifyou have taken Ciopidogrel, Plavix Ticlid, or Ticlopidine in the last 7 days, these medications affect
the portion of your blood called platelets. If you are donating platelets, your donated blood could
contain high enough levels of the medications that it could affect the quality of the platelets that you
give. Once the medication has been cleared from your blood, you may donate platelets again.
Following the last dose, the deferral peried is 7 days.

» Ifyou have taken Coumadin (Warfarin} or Heparin in the last 7 days, these medications can affect the
blood’s ability to clot, which might cause excessive bruising or bleeding when you donate.
" Therefore, we ask that you be off of these drugs for 7 days prior to giving blood. Following the last
dose, the deferral period is 7 days.
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