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PROTOCOL ADDENDUM
Title: 

    A.  Description of Addendum:  

  B.  Justification for Addendum:
  C.  Relevance to Original Protocol:
  D.  Increased Risk to Subject:

If there is increased risk to subject, will the requirement for a physician presence be changed?

  E.  Number and Justification for Subjects Requested (Include power calculations):
  F.  Disease State, Sex and Age Range of Subjects Requested:

If vulnerable subjects are used, document method of determining subject is able to give consent and note where documentation is maintained.

  G.  Method of Subject Recruitment:
Please Attach the Following, if Applicable:
      
New or Revised Consent Form(s)

      
Approval(s) and Consent Form(s) from Collaborating Institution(s)

      
Radioactive Drug Research Committee approval
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