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 1.
Specific aims of study and/or hypotheses to be tested.

         
 2.
Background and significance.

         
Summarize existing knowledge and gaps the proposed research is intended to fill. If the study is an early 

trial of an experimental drug or device, give information on animal and human safety and/or toxicology. 

If the proposed research is a pilot study, make this clear and describe why pilot data are needed.

 3.
Experimental design and methods.
         
Describe in detail the experimental design and all procedures to be used, including the sequence in 

which procedures will be done and the duration of participation.  State whether procedures will be per-

formed by an investigator or by a member of the research staff, under the supervision of an investigator. 

 4.
List separately (a) procedures that will be done for purposes of research,
(a)          
and (b) those being done as part of routine clinical management. Specific to the subjects being studied,
(b)          
for section a, list procedures that would not have ordinarily been done in the course of routine clinical 

management, but are to be done for research purposes. For section b, identify those procedures that 

would be done for routine care, irrespective of the research study.

 5.
Subject population.  Describe:
(a) whether subjects are normals or patients; 
(a)          
(b) the sources from which they will be drawn; and
(b)          
(c) inclusion/exclusion criteria.
(c)          
 6.
Recruitment and consent procedures.  Describe:


(a) how subjects will be recruited;
(a)          
(b) when and by whom consent will be obtained; and 
(b)          
(c) room number where signed consent forms will be kept.
(c)          
  
Attach copies of consent forms and recruitment materials (flyers, ads, etc.). 

 7.
Compensation.

         
Describe the type of compensation (e.g., money, free medical care, etc.) and, if monetary, 

how it will be prorated if a subject does not complete the study.

 8.
Risks to subject and/or fetus.  

         
Describe all risks (physical, psychologi​cal, social, legal or other), their frequency, and severity.

 9.
Special precautions.   Describe procedures for: 

(a) minimizing risks;
(a)          
(b) treating adverse effects; and 
(b)          
(c) monitoring data to insure the safety of subjects.
(c)          
10.
Alternative treatments.

         
If subjects are patients, describe standard and/or experimental therapeu​tic alterna​tives 

to par​ticipation. 

11.
Confidentiality.  

         
Describe methods to ensure confidentiality of subject records and computer files, to whom 

information will be given, the information to be furnished, and purpose of disclosure.

12.
Plans for data analysis, including justification of sample size.  

         
Clearly identify variables to be analyzed and the statistical techniques to be used.  

Justify the sample size by providing a power analysis which included the   and   error

values and the variable parameters used (e.g. mean, standard deviation).

13.
Literature cited.
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