Protocol Guidelines – Basic Outline 
	I. Research Project Title 

	

	II. Investigator’s Name, Degree, Title, and Department 

	

	III. Hypothesis or Study Goals (questions hoped to be answered by study):

	

	IV. Background:   

	i) Describe relationship of proposed study to previous investigations in the field, summarize those previous studies, including previous human, laboratory, and animal studies (describe existing knowledge).  

	

	ii) Identify specific knowledge gaps which research is intended to fill (rationale for performing the research).  

	

	V. Experimental Design and Methods: 

	i) Provide concise description of experimental design and procedures to be used to accomplish study goals.  Include precise descriptions of all tests and measurements, and their expected duration.  Include optional testing and blinding/un-blinding procedures if applicable.

	

	ii) Describe methods by which data will be managed - stored and destroyed.  

	

	iii) Describe methods by which data will be analyzed and interpreted. Include the following, if applicable:

	

	iv) Specific description of any experimental drug, device, or procedure.  Any substance or instrument to be used in or on humans which has not received FDA approval for the proposed use requires an IND, IDE, or approval of the Radioactive Drug Research Committee. 

	

	v) Specific description of any use of biological samples.  This is to include their origin, links to identifying information, storage, access, and future use. 

	

	VI. Human Subjects: 

	i) Describe characteristics (inclusion criteria) of subject population, including precautions to be taken with vulnerable populations (e.g. children, prisoners, mentally ill/disabled person).  Answer for each subject group, if different.

	

	ii) Provide approximate number of subjects (both control and intervention groups).  

	

	iii) What characteristics (exclusion criteria) would exclude subjects, who are otherwise eligible, from this study? (Answer for each subject group, if different.)  

	

	iv) Please see HRRC Recruitment Guidelines Section 11.2 for more information about acceptable recruitment methods.  Describe recruitment (source, initial contact method, etc.)

	

	v) Describe Informed Consent procedures, including parental/guardian permission and minor assent for studies involving minors.  Address any additional measures to be taken with any vulnerable populations.  If you are requesting a waiver of informed consent, indicate request and justifications. 

	

	vi) Describe potential risks, including physical, psychological, social, economic, or legal, as well as those that might arise due to a breach of confidentiality.  

	(1) Identify their seriousness and likelihood.  

	

	(2) Discuss alternative treatments where appropriate. 

	

	(3)  Identify circumstances for terminating the study. 

	

	vii) Describe procedures for protecting against or minimizing likelihood of identified risks.  Include any procedures that will be used to maintain confidentiality as applicable. 

	

	viii) Describe the expected benefits, including any possible direct benefit (such as alleviating a condition or providing a better understanding of a participant’s condition. 
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