





American Society of Hematology (ASH) Comments Re: HELP Draft on Prescription Drug Shortages

hematology clinical trials that were delayed, interrupted, modified, or halted due to drug shortages as
well as the strategies that have been undertaken to avoid the disruption of clinical research. ASH is also
pleased that FDA would be required to collect the names of manufacturers who did not comply with the
early notification requirement. The Society believes, however, that with the absence of civil monetary
penalties this provision should be strengthened to require the list of non-compliant manufacturers to be
publicly available. Furthermore, Congress could help ensure compliance with early notification by
specifying that upon receipt of the list, leadership of the committees of jurisdiction will request
justification from those manufacturers who fail to report.

Distribution of Drug Shortage Information

ASH believes the timely dissemination of information on drug shortages and discontinuations is of
paramount importance to hematologists and other health care providers. Therefore, ASH recommends
that this section be strengthened and the word “may” be changed to “shall” in this provision to ensure
medical professionals can adequately plan for potential disruptions in patient care due to a drug
shortage.

While the Society acknowledges that legislation may not be able to prevent all future drug shortages,
what has become increasingly important to our hematologist members and the patients they treat is that
when a shortage occurs, they are provided in a timely fashion with information about the shortage as
well as information about how to obtain the drug for critical patients. Therefore, ASH recommends that
the legislation also require the Secretary to develop a plan on how the FDA will improve its
communication and distribution of information about drug shortages to physician and patient
organizations.

ASH believes that public notification of timely and accurate information is essential so that physicians
can adequately plan for potential disruptions in patient care caused by a drug shortage. As part of this
enhanced communication plan, the Society urges the Committee to add provisions that would require
FDA to increase its communications with medical practitioners and patients by developing specialty-
specific list-serves and other means of targeted communications, such as a registry, that include: the
name of the drug in shortage, the name of each manufacturer, reason for the shortage, the anticipated
length of time of the shortage and options for obtaining therapies while they are in short supply.

Inclusion of Biological Products

While ASH strongly supports and appreciates the inclusion of both biologics and biosimilar products
within the discussion draft, the Society does not think that this provision should be left up to the
discretion of the Secretary. Some of the most important regimens for the treatment of patients with
hematologic disorders (especially blood cancers such as multiple myeloma, lymphomas, and leukemias)
are biologic. It would be detrimental to a patient’s treatment if a hematologist is unable to access the
biologic product needed for their protocol. The Society urges the Committee to require the Secretary to
include all biologics and biosimilar products within the defined parameters for reporting.

Enforcement

ASH believes simply listing the names of manufacturers who fail to comply in an annual report to
Congress will not serve as an effective enforcement mechanism. Given the importance and magnitude of
drug shortages on treatment and research, ASH recommends that a strong enforcement mechanism be
included in the final legislation that instructs the Secretary to promulgate regulations establishing a
schedule of civil monetary penalties for failure to submit a required notification.






