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Protocol Title:  

1.0 Study Personnel
· Provide name, contact information, facility/organization, and affiliations/employee status for the following:
· Principal Investigators/Study Chairs
· Co-Investigators:
· Collaborators:
· Indicate the number of potential participating sites (both VA and non-VA) and if there is any graduated start-up plan for the sites
2.0 Introduction

· Provide scientific background and rationale for study.  
· Include summary of gaps in current knowledge, relevant data, and how the study will add to existing knowledge.  
3.0 Objectives

· Describe the study’s purpose, specific aims, or objectives. 

· State the hypotheses to be tested.
· Indicate the relevance to Veterans and the VA

4.0 Resources and Personnel

· Include a list of personnel, their location, role in the study and their VA affiliation status 
· Provide a brief description of each individual’s role in the study.  Be sure to indicate who will have access to protected health information and who will be involved in recruiting subjects; obtaining informed consent; administering survey/interview procedures; and performing data analysis.
· If applicable provide information on any services that will be performed by contractors including what is being contracted out and with whom.

· If applicable provide information on any Memoranda of Understandings (MOUs), Data Use Agreements (DUAs), and/or CRADAs that are being entered into including with whom and for what reason.

5.0 Study Procedures
5.1 Study Design

· Describe experimental design of the study.  Include sequential and/or parallel phases of the study, including durations, and delineate which interventions are standard of care and which are research.  
· Include a description of how anticipated risk will be minimized and include an analysis of risk vs. potential benefit.

· Provide description of the study population (delineate all categories of subjects – patients, providers, family members, employees, etc.). Include anticipated enrollment numbers
· Include rationale for including or excluding certain populations – in particular vulnerable populations.
· As applicable, provide information on any added protections for vulnerable populations. 

· If applicable include information on data and/or specimen banking to include where the bank is located, who will own the data and/or specimens, and who is overseeing the repository.
5.2 Recruitment Methods

· State how many subjects will be needed. 

· Describe when, where, how and by whom potential subjects will be identified and recruited. 
· Describe materials that will be used to recruit subjects, e.g., advertisements.  Include materials as an appendix or separate attachment.
· Describe any payments to subjects, including the amount, timing (at the end of the study or pro-rated for partial study participation), method (e.g., cash, check, gift card), and whether subjects will experience a delay in receiving the payment.
5.3 Informed Consent Procedures

· Indicate if informed consent will be obtained and/or if you are requesting a waiver of informed consent or waiver of documentation of informed consent.  If the research involves multiple phases, specify for which phases of the research the waiver(s) is being requested and/or the informed consent will be sought.

· Describe who will be obtaining informed consent, if applicable, and any circumstances that may need to be addressed (e.g. subjects with impaired decision making ability and the use of a legally authorized representative, etc.)
· If applicable, indicate how local site study personnel will be trained regarding human subjects protections requirements and how to obtain and document informed consent.
5.4 Inclusion/Exclusion Criteria

· Describe the criteria that determine who will be included in or excluded from the study. 
5.5 Study Evaluations
· Describe all evaluations to be conducted (including screening; tests/questionnaires that will be administered; any procedures that subjects will be required to complete) and data collection methods.  Include materials as an appendix or separate attachment.
5.6 Data Analysis

· Provide sample size determination and analysis (include anticipated rate of screen failures, study discontinuations, lost to follow-up etc.).
· Describe how, where and by whom the data will be analyzed.
5.7 Withdrawal of Subjects
· Describe any anticipated circumstances under which subjects will be withdrawn from the research without their consent. 

· Describe the consequences of a subject's decision to withdraw from the research and the procedures for orderly termination of participation by the subject (e.g., the subject contacting the investigator for an end-of-study visit).
· Describe procedures if a subject is withdrawn or withdraws from the intervention portion of the study but agrees to continue in the follow-up phases or for safety outcome purposes.
6.0 Reporting

· Include procedures for reporting unanticipated problems, serious adverse events, and protocol deviations.
· Include information about whether the study has a Data Monitoring Committee and if so, how often it will meet.
7.0 Privacy and Confidentiality

· Describe whether the study will use or disclose subjects’ Protected Health Information (PHI). 

· Describe the steps that will be taken to secure the data (e.g., training, authorization of access, password protection, encryption, physical controls, Certificates of Confidentiality, and separation of identifiers and data)
· If data and biological specimens will be banked, specify 

8.0 Communication Plan

· Include plan for ensuring all required local site approvals are obtained and notifying the Director of any facility where the research in being conducted but the facility is not engaged.

· Include plan for keeping all engaged sites informed of changes to the protocol, informed consent, and HIPAA authorization
· Include plan for informing local sites of any Serious Adverse Events, Unanticipated Problems, or interim results that may impact conduct of the study.

· Include plan for ensuring the study is conducted according to the IRB-approved protocol.

· Include plan for notifying all local facility directors and LSIs when a multi-site study reaches the point that it no longer requires engagement of the local facility (e.g., all subsequent follow-up of subjects will be performed by the PI from another facility).
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