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participation in the committee’s discussion will ensure the level of skillfulness and objectivity
required to provide expert advice and recommendations to the Agency.
The particular matter is not sensitive.
The meeting topic is not considered to be sensitive. The FDA Division responsible for review of
this product does not expect that the meeting is likely to receive significant public interest, (nontrade) press interest, nor is it considered highly controversial.
Dr. Antonio C. Wolff’s expertise in this particular matter is necessary in the interest of public
health.
Breast cancer is the second leading cause of cancer-related death in women in the United States
each year after lung cancer and it is the most common cancer among women worldwide. Triplenegative breast cancer (TNBC) is a term that has historically been applied to cancers that lack the
three most significant therapeutic markers for clinical management of breast cancer patients:
estrogen receptor (ER), progesterone receptor (PR), and human epidermal growth factor receptor
2 (HER2). TNBC accounts for 15-20% of all breast cancers but it is more aggressive and has a
poorer prognosis compared to other types of breast cancers.
TNBC is more commonly diagnosed in younger, premenopausal women and among Black and
Hispanic women. Presence of a BRCA-1 mutation (breast cancer susceptibility gene) is another
risk factor associated with the diagnosis of TNBC. Approximately 50-70% of women with a
BRCA1 mutation will develop breast cancer by 70-80 years.
Because TNBC lacks estrogen, progesterone and HER2 protein receptors, treatment options for
this cancer are limited. TNBC is typically treated with a combination of surgery, radiation
therapy, and chemotherapy (the main systemic option). In recent years, targeted therapies such
as PARP inhibitors and/or immunotherapy medicine in combination with chemotherapy have
been shown to have positive results for patients with metastatic disease. There are currently no
FDA-approved targeted therapy or immunotherapy treatment options for patients with TNBC
that is early stage but at high risk of relapse. The product at issue is Merck’s immunotherapeutic
agent, Keytruda (pembrolizumab). Its proposed indication is for the treatment of patients with
high-risk, early stage triple-negative breast cancer, in combination with chemotherapy as
neoadjuvant treatment, then as a single agent for adjuvant treatment after surgery. In the interest
of public health, it is important that the Agency has available the unique expertise that Dr. Wolff
will provide for the discussion of the particular matter before the committee.
Any potential for a conflict of interest is greatly outweighed by the strong need for Dr. Wolff’s
expertise in this matter
Dr. Wolff is an internationally recognized expert in breast cancer care who oversees the design
and conduct of clinical trials for breast cancer, the publication of cancer research, and the
development of clinical guidelines in breast cancer. He also has several decades of experience as
a practicing breast oncologist and currently maintains an active clinical practice dedicated to the
care of patients with breast cancer. According to the review division responsible for the review
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of the application at issue for this meeting, it would be difficult to interpret rendered advice from
the committee without multiple breast cancer experts at the meeting. The clearance of multiple
breast cancer experts is imperative and given Dr. Wolff’s extensive experiences and background
in the specific areas needed for this meeting, any potential for a conflict of interest is
significantly outweighed by the need for his expertise on this panel.
Accordingly, I recommend that you grant Dr. Antonio C. Wolff, a temporary voting member of
the Oncologic Drugs Advisory Committee, a waiver from the conflict of interest prohibitions of
18 U.S.C. § 208(a).

Certification:
________ The individual may participate, pursuant to 18 U.S.C. 208(b)(3) – The need for the
individual’s services outweighs the potential for a conflict of interest created by the
financial interest involved.
Limitations on the Regular Government Employee’s or Special Government Employee’s Ability
to Act:
________ Non-voting
________ Other (specify):
_____________________________________________________________________
_____________________________________________________________________
________ Denied – The individual may not participate.
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