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Hello, this presentation will provide an overview of the approaches for non-clinical vaccine
development.

My name is Lisa Plitnick and | work for Merck. |'ve been at Merck for 19 years and | am the
Therapeutic Area Leader for Vaccines in the Department of Nonclinical Safety. |'ve also included
here my email address, in case you have follow-up questions for the presentation.

I'd like to start with an overview of vaccines and vaccination, followed by a review of the current
regulatory guidelines for non-clinical evaluation of vaccines. I'll discuss considerations in the design
of non-clinical toxicity studies, and go over some routine study designs. I'll then provide examples of
the testing strategies for a typical prophylactic vaccine, and a prophylactic vaccine with a novel
adjuvant.

To put into perspective the value of vaccines and vaccination, vaccination is on a par with clean
drinking water in terms of number of lives saved due to disease prevention. Two to three million
deaths are prevented, 750,000 children are saved from disability, low and middle-income countries
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