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PURPOSE

To ensure that standardized protocol initiation policies and procedures are used whenever a new
clinical trial is begun using IDS Pharmacy Staff and services.

POLICY & PROCEDURE

Prior to subject enrollment, the IDS must be in receipt of the following:

Copy of research protocol;

Any amendments to the protocol;

Copy of IRB approval letter;

FDA Form 1572, if applicable, located at:
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-1572.pdf ;
Copy of Informed Consent Form(s);

Investigators’ brochure; and

7. Drug label pages and accountability forms (if provided by Sponsor).
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