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August 26, 2010

Kristen Everett

Center for Drug Evaluation and Research

Food and Drug Administration

10903 New Hampshire Ave., Building 51, Room 6228
Silver Spring, MD 20993

Re: Draft Guidance for Industry on “Format and Content of Proposed Risk Evaluation and
Mitigation Strategies (REMS), REMS Assessments, and Proposed REMS Modifications”
(Docket No. FDA-2009-D-0461).

Dear Ms. Everett,

The American Society of Hematology (ASH) appreciates this opportunity to respond to the
Food and Drug Administration’s (FDA) Request for Comments on the Draft Guidance for
Industry on “Format and Content of Proposed Risk Evaluation and Mitigation Strategies
(REMS), REMS Assessments, and Proposed REMS Modifications” (Docket No. FDA—
2009-D-0461).

ASH represents over 16,000 clinicians and scientists committed to the study and treatment
of blood and blood-related diseases. These areas include anemia (including sickle cell and
thalassemia), thrombosis, bleeding disorders, transfusion medicine, and gene therapy, as
well as the malignant hematologic leukemia, lymphoma, and myeloma. ASH members
include clinicians who regularly render services to patients who require REMS as part of
their treatment protocol.

ASH commends the FDA’s efforts to improve drug safety and for its ongoing efforts to
gather input from stakeholders on issues related to REMS. In general, the Society supports
the overall direction of the draft guidance and believes that the guidance will serve as a
useful tool in the development and application of REMs. However, ASH would like to
express its concerns regarding the process for developing REMS, the administrative burden
of REMS, and the need to measure the quality and success of REMS.

Expert Input Is Critical in Development and Implementation of REMS

ASH is concerned that experts in relevant fields have not been included in the process of
developing and implementing REMS. ASH recommends that the FDA require the
pharmaceutical companies to consult relevant experts during a transparent REMS
development process. This will ensure that the REMS are evidence-based and that their
implementation is feasible for physicians. ASH and the Society’s member physicians are
happy to serve as a resource to FDA and relevant pharmaceutical companies in developing
and implementing future REMS.
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REMS May Create Undue Burden on Physicians and Practices

ASH is concerned that the current implementation of REMS poses an excessive burden on physicians and their
practices. Due to the high toxicity and narrow therapeutic range of their treatments, hematologists, as a group,
already devote much more time to educating patients regarding adverse effects than most other physicians.
Specifically, ASH is concerned with the following:

e Requirement of Physicians to Administer REMS — Physicians are required to administer REMS when other
qualified people in the practice can handle the administration. If the physicians had to go over the entire
spectrum of adverse effects of every medicine they prescribe individually and face-to face with each
patient, the access to care for patients might be compromised. ASH encourages the FDA to consider
authorizing other qualified medical staff to administer the REMS.

e Uniformity and Redundancy of REMS — Some REMS are redundant, and there is a lack of consistency in
the process for administering different REMS. For example, under the APPRISE Program, the REMS for
erythropoiesis-stimulating agents (ESAS), physicians are required to give the same medication safety guide
repeatedly. More effectively, the patients should receive the guide during their initial treatment. ASH
recommends that the FDA establish a mechanism that will require pharmaceutical companies to develop
REMS standards to ensure increased uniformity and efficiency.

Need for Evaluation and Proof of Principle of REMS Before Continued Expansion

Finally, ASH is concerned that there is a lack of scientific evidence that REMS significantly improves the
safety and quality of care of patients. ASH encourages the FDA to implement a formal data collection and
evaluation system to determine whether the REMS are, in fact, effective before proceeding with expansion of
this program.

The Society thanks you for the opportunity to submit these comments and looks forward to working with you
to pursue the common goal of ensuring patient safety and the highest quality of care.

We welcome the opportunity to meet with you to further discuss the Society’s concerns. If you have any
questions or would like additional information, please contact ASH Government Relations Manager Stephanie
Kart at skart@hematology.org or 202-776-0544.

Sincerely,
Al £,
Hal E. Broxmeyer, PhD
President


mailto:skart@hematology.org

