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Dr. Allen and Members of the FDA Blood Products Advisory Committee, thank you
for giving the American Liver Foundation the opportunity to submit testimony as you
consider the Biologistics License Application for Nabi-HB V.

My name is Lisa Tobin, and | am Advocacy Director for the American Liver
Foundation. The American Liver Foundation (ALF) is the nation’s leading non-profit
organization promoting liver health and disease prevention. The Foundation
provides research, education, and advocacy for those affected by liver disease,
including hepatitis. ALF has twenty-five Chapters nationwide, with national and
Chapter leadership composed of scientists, clinicians, patients, and others affected
by liver disease, as well as other prominent community and national leaders.

The Foundation is honored to represent the interests and concerns of our
constituents: friends and family members of patients, volunteers, esteemed members
of the medical professions, and of course the many thousands of Americans who
have or who are at risk for liver disease.

For the full range of patients represented by ALF, the past twenty years have seen a
universe of change. Our physicians tell us stories that convey their frustration when,
years ago, they stood beside their patients and watched as their diseases
progressed to end-stage liver disease and then death. Today, though, there is
renewed hope and life for patients like these because of the advent of liver
transplantation. Over 6,000 Americans each year receive lifesaving liver transplants,
and we are working to increase that number.

But for one of our constituencies, end-stage liver disease patients who have been
infected with the hepatitis B virus (HBV), transplantation has not always been a viable
option. Because of exceptionally high rates of HBV re-infection after transplants, for
years, many transplant centers abandoned transplantation as an option for patients
with chronic hepatitis B infection. Tragically, this practice was a death sentence for
an entire group of patients.

However, since the introduction of Hepatitis B Immunoglobulin therapy (HBIG), rates
of recurrence have been reduced significantly, which has made transplantation once
again an option for chronic HBV patients with end-stage liver disease.



The American Liver Foundation works with respected physicians around the country,
whom we fortunately can call upon for expert medical counsel on various topics. Our
expert medical advisers have indicated that this therapy is commonly being used “off-
label” to treat HBV patients who have needed transplants. These professionals attest
to the commonplace acceptance within the medical world of the effective use of this
therapy in maintaining the long-term success of liver transplantation for HBV patients.

It is exciting for us to see that these patients now can thrive and meet life with hope.
Patients who, a few short decades ago, would have had no recourse in the fight
against their life-threatening disease now can be good candidates for transplantation.

It is important to note that we also are aware that without official approval and
specific guidance for use of this therapy in the United States, this off-label use can
result in the therapy’s limited availability to patients and inconsistent application by
individual clinicians. This can further result in potential adverse results.

For this reason, we urge this Committee to recognize this treatment’s strong potential
for use in HBV-infected patients, and we urge you to provide to clinicians clear official
guidance for the therapy’s use with patients in the United States.

While the American Liver Foundation proudly advocates for increased therapies and
treatments for the many patients affected by liver disease, we also strongly believe
that patient safety is paramount. For the therapy currently under consideration, and
for any new treatment or application that is found to increase the options available to
our patients, we strongly advocate for clear-cut scientific guidance and solid medical
oversight. The end result is what we all strive for: successful patient outcomes.

In conclusion, on behalf of hepatitis B patients across the country, the American Liver
Foundation urges this Advisory Committee to take the action needed to ensure that a
lifesaving therapy will be available to these patients across the United States, and
that it will be administered consistently and with optimum safety.

Thank you for your consideration.



