RESEARCH PROTOCOL TEMPLATE

INVESTIGATOR INITIATED TREATMENT TRIALS
Instructions:  Protocols should be formatted according to the following outline and include all of the elements indicated.  
Title of Project:
Principal Investigator:
Name; Degree; Department  

Co-Investigators:

Name; Degree; Department  

Abstract
Include all the essential elements of the protocol - no more than 250 words.
Note: The Research Plan, A through E, should not exceed 4 pages.

A. Specific Aims
State the hypothesis and specific aims.  List the long-term objectives and what the proposed research will accomplish.  (Suggested length: a paragraph or two)

B.  Background and Significance
Briefly provide the background information leading to this study, evaluate existing knowledge, and identify gaps which this study will fill.  State the importance of the research by relating the specific aims to the long-term objectives.  (suggested length: ½ page)

C.  Preliminary Studies/Progress Report  

Provide an account of preliminary studies and/or information that establishes the experience and competence of the investigator to pursue the protocol. (suggested length less than ½ page)

D.  Research Design and Methods
Describe the research design and procedures to be used (what, when, how) Include the duration of participation and early termination criteria.  Provide a flow diagram or timetable.  Procedures, situations, or materials that may be hazardous to personnel and the relevant precautions, should be outlined here. (suggested length not more than 2 pages)

E.  Statistical Methods  
If not a pilot study, provide biostatistical design, power calculations determining the number of participants , and the proposed analysis. (suggested length: ½ page) 

F.  Gender/Minority/Pediatric Inclusion for Research
All protocols must include documentation of the inclusion of women and minorities in the research protocol. If women and minorities are not to be included, provide rationale for exclusion.
G.  Human Subjects
1.  Provide number, age range, and health status of the subject population.  List criteria for inclusion or exclusion. 
2.  Identify sources of research material in the form of specimens, records or data. 

3.  Describe plans for recruitment and consent procedures to be followed.

4.  Describe risks and assess likelihood and seriousness.

5.  Describe procedures for protecting against or minimizing potential risks.

6.  Describe potential benefits and importance to the subjects and others. 



7.  Discuss why risks are reasonable in relation to benefits.


H.  Data and Safety Monitoring Plan  


All protocols that pose greater than minimal risk must have a Data and Safety Monitoring Plan (see DHSP policy G 616 “Independent Monitoring of Investigator-Initiated Clinical Trials.”
1.  Describe the Data and Safety Monitoring Plan (DSMP)

a. reporting mechanisms for adverse events to the IRB, FDA, and NIH.



b. adverse event (AE) grading 



c. plan for unanticipated AE reporting



d. plan for annual reporting of AEs



e. interim efficacy analysis where appropriate 
2.  If applicable, describe the Data and Safety Monitoring Board (DSMB) that will be responsible for monitoring the study.  Indicate Chair, members, areas of expertise, frequency of meetings, distribution of reports.
I.  Literature Cited
List only literature cited within the text. (suggested length:  no more than 12 references)
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