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In addition, these drug shortages haffected current and future hemiatgy clinical trials. The recent
spate of drug shortages has resulted in the disrugtionltiple clinical trials, halting the accrual of
new patients, and delaying future advances in hematology.

ASH supports many of the drug shortage provisionsided in the draft and belres this is a helpful
first step toward ensuring thattpants have access to the medicatithresy need while not compromising
safety and quality of those medications. The &gatrongly supports therovisions regarding early
notification, broad parameters to define drugshortage, development of a drug shortage list,
distribution of information aboudrug shortages to patient aneyder organizations; and expedited
review of manufacturing changes. However, thei&yg has the following recommendations to further
strengthen the draft:

Inclusion of Radio Pharmaceuticals

ASH is particularly concerned thtte reporting requirement needsriolude radio pharmaceutical drug
products. Many of radio pharmaceutidaligs are critical to the treaémt of patients with hematologic
conditions and they are at risk foeing in short supply. Examplesiimatologic products that fall into
these categories, which have already expeedrsevere shortages, include: intravenous
immunoglobulin (IVIG) used as paof the treatment regimen foll@geneic bone marrow transplant,
chronic lymphocytic leukemia and idiopathiedmbocytopenic purpura amshtithymocyte globulin
used in the treatment of aplastic anemia.HAfges the Committee to include radio pharmaceutical
drug products within the defined parametersreporting in the final legislation.

Enforcement

ASH believes simply publicly disclosing the nanoésnanufacturers who faib comply with the
reporting requirements on the FDA’s website will setve as an effective enforcement mechanism.
Given the importance and magnitude of drug slgetaon treatment and research, ASH recommends
that an enforcement mechanism be included ifitfa¢ legislation that instructs the Secretary to
promulgate regulations establisbia schedule of civil monetarymmdties for failure to submit a
required notification.

Communication to Physicians and Patients

As noted, ASH supports the provisianghe legislation that addse communication to stakeholders.
ASH believes the timely dissemination of infornoation drug shortages adgcontinuations is of
paramount importance to hematologists andrdilealth care providers. While the Society
acknowledges that legislation may not be able éwgmt all future drug shtaiges, what has become
increasingly important to our hematologist membeis the patients they treat is that when a shortage
occurs, they are provided in a tipéashion with information about ¢hshortage as well as information
about how to obtain the drug for ccitil patients. Therefore, ASH renmends that the legislation also
require the Secretary to develop a plan on h@HRDA will improve its communication and distribution
of information about drug shortagesgioysician and patient organizations.

ASH believes that public notification of timely and a@te information is essential so that physicians
can adequately plan for potentthsruptions in patient care caudagla drug shortage. The Society
urges the Committee to add provissahat would require FDA to anease its communications with
medical practitioners and patietg developing specialtgpecific list-serves and other means of
targeted communications.

Study on Drug Shortages and Annual Report on Drug Shortages
The Society recommends that the Committee addagion to the study thaequires the Comptroller
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General to examine the impact of drug shortagetederally-sponsored clal trials. Additionally,

ASH requests that the Committee add a provisionddtmual Report on Drug Shortages that describes
the impact that drug shortages hewing on federally-sponsored clinidahls, speciftally including a

list of federally-sponsored hematologhnical trials thatwere delayed, interrupted, modified, or halted
due to drug shortages as well as #trategies that have been unalezh to avoid the disruption of

clinical research.

Economic Incentives

As discussed in recent congresel hearings about drug shortagASH believes economics clearly
contribute to the shortage problerlany shortages have occurreddese manufacturers are having a
difficult time maintaining a profit margin for loweost generic drugs. Consequently, the Society
supports looking at how forovide economic incentives to manufaets to prevent shortages. ASH
urges the Committee to examine options for eagnoncentives and recommends considering an
option modeled on the Orphan Drug Program to incesetimanufacturers’ prodtion of specific low
cost critical drugs.

Study Regarding National Contingency Plan
ASH recommends that the Comragtconsider adding a provision that directs the Secretary to
coordinate a study on the feasibility of developinmgatonal contingency plan for drug shortages.

Increased Resources for FDA

Once drugs are created, it is crititt@t they continue to be avdila. ASH asks the Committee to
consider a special set aside for the FDA’s Drug tlger Program to provide adequate funding to carry
out the activities authorized by this legislation.

Thank you for your attention to these important issaresyour consideration of ASH’s comments and
recommendations. ASH believes the Committee’s esaftgood first step todaressing the problem of
drug shortages and that the Committee has inclbdgdul and thoughtful provisions to combat the
crisis. The Society hopes to ¢mue to work with you. Please contact ASH Government Relations
Manager, Stephanie Kaplasképlan@hematology.org or 202-776-0544), if the Society can provide
additional informatyn or expertise.

Sincerely yours,

Armand Keating, MD
President



