CONSIDERATION OF RISKS FOR
PREVENTIVE/DISEASE MODIFYING
MEDICAL PRODUCTS

Russell Katz
Director
Division of Neurology Products
CDER

WAYS WE CONSIDER RISK

* Very minimal articulated “required” standards for
assessing/considering risk

* For'IND:
~ Under Clinical Hold Regulations

* Patients will be exposed to a significant and
- unreasonable risk

* Inadequate information to determine if patients will
be exposed to a significant and unreasonable risk
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CONSIDERATION OF RISK UNDER IND

* Generally, assessment of risk involves at least
three areas:

— Chemistry
— Animal toxicity
~ Previous human experience

* The relative weight of each will vary according to
many factors
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