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ABOUT THE PROJECT

Q. Why is the Centers for Disease Control and Prevention (CDC) collecting
plasma from anthrax-vaccinated people?

The CDC is helping to make a new kind of medication by collecting blood plasma
from people who have been vaccinated against anthrax. The plasma contains
antibodies that fight anthrax infections. This medication will be known as anthrax
immune globulin or AlG.

More than 1.2 million people have received anthrax vaccine. Most of these
people are U.S. service members. DHHS asked the U.S. Department of Defense (DoD)
to assist with CDC’s plasma program, to improve the Nation’s medical defenses against
anthrax attack. DoD agreed to distribute information about the CDC program to service
members. This is a voluntary program.

Anthrax is a potentially fatal disease caused by spore-forming bacteria known as
Bacillus anthracis. Despite the fall 2001 anthrax terror attacks, 11 people contracted
inhalational anthrax. Despite intensive care and modern antibiotics, 5 of the 11 people
(45%) died of inhalational anthrax.

Q. Who is in charge of this project?

The Centers for Disease Control and Prevention (CDC) is in charge of this
project. CDC contracted with Cangene Corporation (www.cangene.com) to collect the
plasma and make AlG out of it. Cangene is arranging for plasma-donation centers in
cities near selected military bases to collect this plasma for CDC.

Q. How would this AIG be used, once it is manufactured?

After it is made, the AIG will be stored for emergency use to treat patients with
severe anthrax infection. This emergency supply is called the Strategic National
Stockpile (SNS) The SNS stores emergency supplies to help citizens across the
country, including troops and their families. The Food and Drug Administration (FDA)
oversees this process.

Q. Why is AIG needed?
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AlG is needed because severe cases of anthrax infection are often fatal, despite
current therapies. DHHS and DoD became more interested in AIG after the anthrax
bioterror attacks of fall 2001. Among the 11 cases of inhalational anthrax, 5 (45%) died
despite intensive care and antibiotic therapy. CDC decided to produce AlG, test it in
animals, and stockpile it for emergency use. The goal is to reduce the risk of death
among people with severe anthrax in case of another anthrax attack. The need for
medications such as AlG to use with antibiotics would be even greater for anthrax
infections resistant to antibiotics.

ELIGIBILITY TO DONATE

Q. Who is eligible to donate plasma for this project?

Plasma donors must be in good health. Plasma donors must pass a brief
physical examination, medical history screening, and testing for syphilis, HIV, hepatitis,
and drug use.

Plasma donors must have received 4 or more doses of anthrax vaccine. Donors
must wait at least 10 days after immunization before beginning plasma donation, so the
body has time to make enough anthrax antibodies. Plasma donors can start donating
from 10 to 21 days after an anthrax immunization. This is the point when antibody levels
are highest and donation is most useful. Starting donations after the 21% day would not
allow time for enough later donations. Most plasma donations will occur within 90 days
after immunization.

People who recently received yellow fever, varicella (chickenpox), or measles-
mumps-rubella (MMR) vaccines need to wait 2 weeks. People who recently received a
smallpox vaccination need to wait about 2 months.

Q. Who is not eligible to donate plasma?

The main group of people not eligible to donate for this project are those who
have spent long periods of time in countries where "mad cow disease" has occurred
rarely. This requirement is related to concerns about variant Creutzfeld-Jacob Disease
(vCJD). Contact the plasma center regarding which European countries for which
periods of time. This precaution includes living on military bases, where beef from the
United Kingdom may have been distributed during certain intervals.

The final determination of eligibility is made at the plasma center. Donor eligibility
rules are intended to protect donors, as well as any patient who receives products made
from the plasma.

Q. Do donors have to be in the Service to donate? What if you’re a civilian
employee or contractor who got vaccinated against anthrax?

No, donors don’t have to be in the Service to donate. Anyone is welcome to
donate plasma for this project, if they meet the other requirements for donation.

Q. Will people be able to start the anthrax vaccination series, so that they can
become plasma donors?
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No. To achieve the plasma-donation goals more efficiently, only people who have
already received four or more anthrax vaccinations will be eligible for this project.

Q. How soon after donating whole blood can one donate plasma? What about
vice versa?

After donating a unit of whole blood, the usual recommendation is to wait 8
weeks before donating plasma.

After donating plasma, the usual recommendation is to wait 2 to 3 days before
donating whole blood, assuming the blood donor is in good health.

WHAT HAPPENS WHEN DONATING

Q. What is involved in donating plasma?

Because plasma donations need to begin between 10 and 21 days after
vaccination, please contact the plasma center to schedule a qualifying visit as soon as
possible at the time of vaccination.

The first visit to the plasma center is called the “qualifying visit.” The “qualifying
visit” takes 1 to 2 hours. During this visit, you answer questions about your medical
history. Second, you will have a brief physical examination. Third, your blood and urine
will be tested to make sure you are healthy. Fourth, you will be given information
explaining how plasma donation is performed. Fifth, your clinic’s immunization records
will be checked. Bring a printout of your immunization record with you to the plasma
center, so you may be able to donate on the first visit. Otherwise, you will be asked to
sign a medical-record release to allow the printout to be faxed to the plasma center
later. Sixth, if you pass all tests, you will be asked to sign an informed-consent form for
plasma donation. This form gives your permission for the plasma center to collect your
plasma and use it for this CDC program.

Once you pass the qualifying tests, each plasma-donation visit should take about
1% hours. In some plasma centers, plasma can be donated at the end of the qualifying
visit, if all of the qualifying tests have been passed. In that case, the first visit would
take about 3 hours.

Q. How is the plasma removed?

Donating plasma is similar to donating blood. A sterile needle is put in your vein
and attached to sterile IV tubing. Blood goes out into the tubing, then into a spinning
centrifuge, to separate plasma from the blood cells. The blood cells are then returned to
you through the same tubing and needle. A sterile saline (“salt water”) solution may be
given to you by IV after the donation, to help your body replace fluid removed during
donation. If the saline solution is not given, the body will replace the fluid naturally within
48 hours.

Q. What happens to the plasma after donation?

After donation, the plasma is promptly frozen, then shipped to Cangene
Corporation for processing. Antibodies, including anthrax antibodies, are separated from
other parts of the plasma. Then the antibodies are processed to kill any germs that
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might be present, and packaged into vials. The process for separating the plasma into
its component parts is called fractionation.

Q. How often can a plasma donor donate?

FDA standards allow plasma donation as often as twice a week. However, for
this program, DoD donors will be allowed to donate only once per week, so donors
retain their personal protection against anthrax. The goal is for each donor to donate
plasma once a week for 10 weeks in a row. The average unit of donated plasma
contains 780 milliliters (about 26 ounces or 1.6 pints) of plasma. The body replaces
donated plasma within 24 to 48 hours, if the donor eats a healthy diet.

Q. Will my immunity against anthrax decrease after giving plasma?

Not in any substantial way. Plasma donation does remove anthrax-fighting
antibodies from the bloodstream. But the reduction is small, compared to total blood
volume. And the cells that make antibodies are not removed by plasma donation. Most
of the body’s antibody-making cells are in the bone marrow and gut. Few are in the
plasma. So the body does not lose its ability to make more anthrax-fighting antibodies.
The body replaces donated plasma usually within 24 to 48 hours, if the donor follows a
healthy diet with enough fluids and proteins.

Here is an analogy. You own an orchard with apple trees. You give away some
of the apples, but keep the rest of the apples and the trees for yourself. Then you grow
more apples. Similarly, the plasma donor gives away some antibodies, but keeps the
rest of the antibodies and the cells that make more antibodies. Then the donor makes
more antibodies to replace the donated antibodies.

Q. Will plasma donors be compensated for their time and travel?

Yes. Standard practice at U.S. plasma centers is to compensate plasma donors
for their time and effort. For this CDC program, plasma donors will be paid about $60 for
each plasma donation. Bonuses will be paid to donors who donate for 4 consecutive
weeks and for 8 consecutive weeks. The plasma centers participating in the CDC
program will discuss compensation procedures with donors personally.

Q. What tests are performed on plasma after donation?

Medical science can detect some, but not all, diseases that can be spread
through the blood. Each plasma unit is tested for evidence of hepatitis B and hepatitis C
viruses, and human immunodeficiency viruses (HIV-1 and HIV-2). Donors are tested
initially and again every 4 months for syphilis. These tests are conducted to keep
products made from plasma as safe as possible. If any of the tests are positive, the
donor is informed, to help arrange medical treatment. And the information goes into the
National Donor Deferral Registry. If any of the tests are positive, the donated plasma is
not used.

Q. Will plasma donors sign an informed-consent document?

Yes. Plasma donors will sign a consent form to record that they voluntarily
donate the plasma. This will be done at the plasma center.

Plasma donors will not be the subject of any research project.
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ARE THERE SIDE EFFECTS?

Q. What side effects can happen during or after plasma donation?

Side effects are similar to those related to donating blood. Some donors may feel
faint or light-headed during or right after donating plasma. This usually occurs when the
donor did not eat or drink enough just before donating.

Inserting the needle may cause a bruise.

Some donors may have discomfort in the arm during donation from the needle.
This can usually be solved by adjusting the needle’s position.

Some donors may have a metallic taste or tingling in their tongue or feet. This is
caused by a blood thinner used to keep the blood from clotting. If this happens, slowing
or stopping the plasma donation will stop the feeling.

Allergic reactions could occur, but are rare. People with allergic reactions might
have a rash, hives, itching, shortness of breath, or wheezing.

If you have any of these feelings during or just after donating, tell the plasma
center staff right away. Before donating you will be told about the risks of donating
plasma, possible side effects, and be given an opportunity to have your questions
answered.

Q. Can somebody get AIDS or some other infection from donating plasma?

No. It is not possible to acquire any disease through donating plasma, because
new, disposable, sterilized equipment is used for each donation.

Plasma is collected in a highly controlled, sterile environment by professionally
trained staff. All plasma-collection equipment is sterilized. Any equipment that touches
the donor's blood or plasma is used only once, eliminating the possibility of transmitting
any infection to the donor by the donation process. All items used — the finger lancet,
the needle, cotton balls, swabs and solutions — are thrown away after a single use.
Each plasma center is periodically inspected by FDA representatives.

Q. Will plasma donors develop adverse reactions to their next anthrax
vaccination?

No. Plasma donation has never been found to cause adverse events after
subsequent vaccinations.

Q. Will plasma donors be able to get their next anthrax vaccinations on time?
Yes. Plasma donation does not affect vaccination schedules.

Q. I’'m on flight status. Are aviators grounded after plasma donation?

Yes, because of the reduction in their blood volume, aviation personnel are
typically exempted from flying duties for 72 hours after plasma donation, or according to
the instructions of their flight surgeon. For this grounding for uncomplicated plasma
donation, no formal paperwork is needed.
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WHERE TO DONATE

Q. Where are donations going to occur?

Donations will occur at specific plasma-donation centers contracted by Cangene
Corporation for this project. These centers are licensed by the Food and Drug
Administration (FDA). These centers are known technically as plasmapheresis centers.
The specific centers for this project are near military bases with large numbers of
anthrax-vaccinated service members. At this time, the following plasma center is
collecting plasma for this program:

Tennessee: Biomat USA, Inc.; 1596C Fort Campbell Boulevard, Clarksville, TN 37042,
931-647-5555

Colorado: IBR Plasma Center; 402 W. Bijou Street, Colorado Springs, CO 80905,
719-635-5926

Colorado: IBR Plasma Center; 1301 West 4th Street Pueblo, CO 81004,
719-544-3009

Q. Will more plasma centers be added to this list?
Yes. We hope to add more plasma centers to this list. We will provide more
information when available.

Q. Can someone go to a plasma center other than the designated centers
involved with this project?

No, not for this project. Only the designated plasma centers that are part of the
CDC program will collect plasma to produce AIG at this time. Plasma donated at other
centers will not go toward this project.

WILL AIG WORK?

Q. Is a product like Anthrax Immune Globulin (AIG) likely to work?

Animal studies suggest that AIG would be useful. But no human studies have
been conducted to prove that AIG would work, even though the idea of using AlG has
been around for a long time. Scientists are conducting more animal tests with AIG now.
AIG is not licensed by the FDA. AIG is considered an investigational new drug, also
called an IND.

Products like AIG were commonly used before antibiotics became available in
the 1930s and 1940s. Animal studies suggest that AlG can work. Additional research is
being done to understand the value of AlG better.

Using serum products from animals to treat anthrax infection dates back to 1895
in France. Multiple articles were published in medical journals between 1900 and the
1930s describing success in humans, but these articles don’t provide the kind of
scientific evidence expected today. Anthrax antiserum (a product similar to AlG) was
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included in the U.S. Army Medical Department Supply Catalog in 1943. Serum products
to treat anthrax were largely replaced by antibiotics in the 1940s.

Several experiments in guinea pigs, rabbits, and monkeys suggest that AIG may
be useful in treating severe anthrax infection. More studies like these are being
conducted.

Q. Is this AIG guaranteed to be used?
No. The AIG might go unused if there is no emergency or if some other event
arises that prevents its use.

WHAT IS PLASMA? PLASMAPHERESIS?

Q. What does plasma consist of?

Plasma is the straw-colored liquid portion of the blood. About 90% of plasma is
water. Plasma contains various proteins, including albumin, fibrinogen (to help blood
clotting), globulins (including antibodies), and other clotting proteins.

Plasma does several jobs, such as maintaining blood pressure and volume.
Plasma transports proteins for blood clotting and immunity. Plasma also transports vital
minerals and chemicals, such as sodium and potassium, to help cells work properly.

Q. Are plasma donation and plasmapheresis the same thing?
Yes.

Q. What is plasmapheresis?

Plasmapheresis is the process of removing whole blood and separating it into its
two main parts: blood cells and plasma. After separation, red blood cells (RBCs), white
blood cells (WBCs), and platelets (cells that help clot blood) are returned to the donor.
The plasma is kept to prepare medicinal products.

Q. How is plasmapheresis performed mechanically? Does the fluid go back and
forth through the same needle?

Whole blood goes from the vein, through the needle, to the separating machine.
Then the flow is reversed and the blood cells are returned through that needle to the
vein. This cycle happens several times during one donating session. Up to 200 ml (6 to
7 ounces) of blood is outside the body at any one time. There may be three to four of
these cycles over 45 to 60 minutes.

Q. How does plasma differ from serum?

Both are terms for the watery portion of blood. Plasma is obtained by separating
cells from blood. Serum is obtained by collecting the fluid after blood is made to clot
(coagulate). So, plasma contains some clotting factors, but serum does not.

FOR MORE INFORMATION
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Q. How can one get more information about this plasma-donation project?

Contact the designated plasma center participating in the CDC program. For
more information about eligibility or how to contact the center, contact the Military
Vaccine (MILVAX) Agency by visiting their website (www.anthrax.mil) or calling 877-
GET-VACC (877-438-8222).



