
Protocol Outline and Guidelines
Investigators must submit well-organized, detailed information about the study, demonstrating sound research design that minimizes risks to the subject.  PI should assure that the content outlined below is addressed and may exercise some discretion as to how the information is organized.  The quality and content of the protocol should demonstrate that scientific and merit review of the study has occurred at the departmental level prior to submission to the IRB.
 

1. PROTOCOL INFORMATION 

Title, Funding Source, Phase of Study, Version Date of Protocol, 

2. PRINCIPAL INVESTIGATOR’S INFORMATION
PI Name, Title, Name & Address of Research Institution, Phone #, FAX #, Email Address
3. STUDY PERSONNEL
Staff Information
4. STUDY INFORMATION
Location(s) of Research Activity, Expected Start/Stop Dates of Research, Special Time Sensitivities, Type of Research (Biomedical, Drug, Biologic, Device, Social/Behavioral, Tissue/Blood/Other Specimen, Other)
5. INCLUSION / EXCLUSION CRITERIA
Inclusion criteria, Exclusion criteria (Justification of exclusion group based on demographics or their vulnerability)

6. SUBJECT RECRUITMENT & SCREENING
Number of Subjects (and expected attrition rate, justification for sample size), Subject Age Range, Subject Gender, Racial/Ethnic Distribution, Target Study Population, English/Non-English Speaking Subject Info, Certified Translated Consent Form Use, Recruitment Material Type Info, Vulnerable Subject Info, Recruitment Method Info (who, when, where), Description of consent precautions regarding subject rights and welfare, Pregnancy Status Info

7. INFORMED CONSENT PROCESS
Specific description of informed consent process to include—but not limited to: who, how, training, when, where, considerations, privacy and time for decision-making/discussion, consent capacity determination (who and how); Method of subject identification and randomization:  coding system, subject randomization/group selection process; Privacy of Medical and Research Records information/medical records, Medical Release forms, HIPAA compliance/authorization form 

8. STUDY DESIGN
a. Background or rationale for this study.

b. Objectives. 
c. Procedures involved (Research Interventions)

Chronological order of all research interventions, distinguishing standard of care vs. research intervention.
d. Alternative procedures, if any, that are not included in the study but might be advantageous to the subject. 
e. If any deception is required for validity of this study, explain why this is necessary and how subject(s) will be debriefed. 
f. Concise review of literature that supports the rationale, objectives, and methodology of the proposed study. 
g. If an Investigational New Drug (IND) is involved, provide the following information: (1) name of drug, (2) source of drug, (3) dosage and schedule of administration, (4) status with Food and Drug Administration and IND#, (5) review of animal studies and previous human studies, (6) reported side effects.

h. For an approved drug used in an experiment, provide similar information: (1) name, (2) source, (3) dosage, (4) how administered, (5) side effects. 
i. If an Investigational Device (ID) is involved, provide the following information: (1) name of device, (2) manufacturer, (3) status with Food and Drug Administration and ID#, (4) review of animal studies and previous human studies, (5) reported adverse effects. 

9. DATA COLLECTION
Data collection procedures: to include lab evals, tests, specimen amounts and schedules, clinical assessments/schedule/follow up procedures, case report forms, data collection forms (with description of subject codes), study instruments, rating scales, interview guides.  
10. LABELING & STORAGE OF DATA & SPECIMENS
Description of consent document storage/time/destroyed/disposed, research records and data storage/time/destroyed/disposed, hard copies vs. electronic, research specimens storage/time/destroyed/disposed and any special storage conditions 

11. DATA ANALYSIS
Description of research analysis plan as relates to research objectives
12. RISK AND INJURY
Procedures, Risks, Measures to Minimize Risks, Medical Care For Research Related Injury wording (GTMR)
13. BENEFIT(S)
Identify benefits (as stated in the protocol/consent form), statement about 10USC980 if needed
14. COMPENSATION
Description of all compensation types, for what, methods

15. CONFIDENTIALITY
Subject/Data Confidentiality, HSRRB wording, Confidentiality for Military Personnel HSRRB wording
16. 
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