IRON SUPPLEMENTATION IN BLOOD DONORS

cent.® The question of whether the

TABLE 3. Regression models for the change in log(TfR/F) other vitamins may play any role in this

Predictor Coefficient 95-percent confidence interval p value context is speculative. The only reason
leg %ng;* -0.074 -0.121 10 -0.028 0.002 for m.clut.ilng these vitamins in t%le
40 mg Fe? _0.118 _0.168 to --0.066 <0.001 investigational products was our desire

Constant 0.091 0.058 to 0.123 <0.001 to improve the compliance rate.

Fe;noarﬁgdg:grs -0.150 -0.238 to -0.061 0.001 In the present study, we -monitored
40 mg Fe?* _0.209 —0.292 to 0.127 <0.001 ferritin and solubie transferrin receptor
Constant 0.086 0.018 to 0.153 0.012 ievels as well as the logaritom of the
TIR/F ratio. The latter variable, which

was shown to have a highly linear corre-

lation with body storage iron, is the most precise measure

5 of body storage iron available.**'® Until now, bady iron of
3 biood donors was assessed mainly by measuring serum

100 4 a, ferritin."**7 However, this variable is somewhat unspecific
z; 3 g_ and may give_ false-high resu.lfs in t%u.e presence of various
= 3 underlying diseases.” In fact, if ferritin had been the only
5‘;:“:'10_‘ 2 § variable used for assessment of body storage iron, the
e g effects of 20 mg elemental iron in males would have been
H

012 012 012
40 mg. 20mg 0Omg.

‘012 012 012
40mg 20mg Omg

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 to whether iron sup-
plementation is required in both male and female donors.
Attempting to elucidate this complex issue more precisely,
we monitored the logarithm of the TIR/F ratio as a mea-
sure of body sterage iron in regular male and female
whole-blood 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 significantly (female)
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 fernales. 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-

underestimated in our study. .
Interestingly, the number of side effects in the two
groups treated with iron(I)-gluconate was only slighily
higher than the number observed in the placebo group. In
particulat, 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
experts due to the much higher lethal doses.**#! How-
ever, carbonyl iron is not available in the European coun-
tries. In comparison, bloavailabity 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 prevention 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
but 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
titnes 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 donaiing blood at an upcoming American Red
Cross blood drive. The states of Illinois, Towa, 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 - g pm, Sat: ¢ am - 1 pm, Sun: 4 pm - 8 pm — and press Option 6 1o speak
to a Red Cross donor health consultant.

We support each student’s willingness to give blood and ask that you offer your encouragement
100. 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 provide you with
some additional 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:
* Get a good night’s sleep before the blood drive.
¢ Eat well and drink plenty of fluids in the days leading up to the blood drive, espemally
the day of the drive.
Drink at least 16 oz of caffeine free fluid (2 cups) 3-4 hours before the donation and after.
Be honest and accurate about their weight (donors must weigh at least 110 Ibs).

While the donation process is safe, reactions can occur. 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. o '

Please note that the FDA requires that denors are asked specific questions about their health
history. This information helps ensure the safety of the blood donor and the blood recipient.
These questions are asked pnvately 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 génerosity 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.

Smcerely,

ﬁmu(f%/??ﬁ

i 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 components,

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 ‘
o Print the name of the son, daughter, or ward in the space provided.
e Print his or her name.
¢ Sign the consent form.
¢ Date the consent form.

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

Revision History

iﬂ:ﬁg: Summaty of Revisions
1.0 7 Initial version
1.1 Developed and released prior to revision history requirement
Revised instructions for completion of form
"2 Reformatted signature, date, and WBN lines
American Red Cross; Biomedical Services Instructions - Page 1 of 1

Form: Informed Parental Consent for Persons Not of a2 Legal Majority 14.4.frm005 v-1.2



" . Deonor Name [son, daughter, or ward] (print)

Ametrican Red Cross Blood Services Region Name
Washington, DC 20006 City/State/Zip

Informed Parental Consent for Persons Not of a Legal Majority

Informatmn

This form must be completed by a parent or legal guardian for blood donations by any pérson 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 donation process should be directed to
Department: Donor Health Consultants

Phone Number: (860} 448-3543 {(Press Option 6)
Hours of operation: M-F; 8am-9pm. Sat: 9am-1pm, Sun 4-8pm

Parental Consent

I have 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” descnbmg additional
test procedures and any research-related attachments.

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

Parent/Guardian Name (print)

Parent/Guardian Signature Date: M/ DD/ YY
WEN/DIN = ]
American Red Cress Biomedical Services Page 1 of |

Form: Informed Parental Consent for Persons Not of a Legal Majonty 14.4.frm005 v-1.2



.[ American Red Cross Blood Services
Washington, DC 20006 Ametican

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 patients 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 examples 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).
* 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 Doenatien 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 Red 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 iriform__ation 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 of the conﬁdentlahty 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 mamtam 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 information may be used, either

r
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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 genetic 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 Fellow Up Study
If your test results are positive or unexpected, Red Cross staff may ask you to partlmpate 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 soorer if you are mfected 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. Ifthis 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 donation 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 eﬂ'ectlve blood supply.

If you decide not to participate at this time, your decision will not change your future relatlonshlp 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. If you decide to withdraw in the future, contact the
Sctentific Support Office at (301) 212-2801. Howewver, 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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