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(2) Effects on humans other than vaccinated subjects
Record the possibility of infection, or transmission to humans
other than vaccinated subjects of the relevant recombination
live vaccine or a derivative thereof which may be infectious,
from vaccinated subjects.
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Safe Blood Supply

The FDA has developed five “layers of safety” to help ensure a safe
blood supply: Donor screening, donor deferral registries”, testing blood,

blood quarantining®, and monitoring and investigating problems®. The

five layers of safety are designed to overlap so that” they will prevent the
distribution of blood and blood products that are at increased risk of”
transmitting communicable disease agents” such as human

immunodeficiency virus (HIV)” and hepatitis B virus (HBV)?.

With regard to screening donors and testing blood, the FDA has
defined an extensive system of donor screening and testing procedures, two
of the five layers of safety, performed by blood establishments?. These
procedures include the initial screening of individuals that volunteer to

donate® blood using a questionnaire, interview, and physical examination.

This initial screening process is designed to protect the donor and to
establish whether the donor isin good health, to rule out possible exposure

to disease”, such as through travel to an area endemic for malaria'®, or

through close contact with an infected individual, and to identify whether
the donor has engaged in behavior that would indicate increased risk of a
communicable disease. Individuals who satisfactorily answer the
guestionnaire, pass the physical examination, and then donate blood are
further screened by laboratory testing for evidence of infection due to
communicable disease agents such asHIV and HBV.
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