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	CUHS Research Protocol – for use by University Area investigators
	Always check for most current version at cuhs.harvard.edu 



Instructions: Complete all of the sections below (type an x in a Yes/No box or provide an answer). The wording of the questions includes some explanatory material designed for typical CUHS research; more detailed instructions may be found in the Template Guide. If your study is more than minimal risk, you must consult the Template Guide for definitions and additional required material. 
	General Information

	Protocol # (if assigned):
	Version Number or Date:

	Principal Investigator Name: 

	[image: image1.jpg]     Faculty         Graduate student         Post-doc          Undergraduate        Extension school student  

     Junior Fellow         Staff         Visiting Scholar        Other (specify): 

	Faculty Sponsor (if Principal Investigator is not faculty): 

	Other Advisor Name (if applicable): 

	     Supervising lecturer         Instructor         Graduate student         Thesis advisor        Other (specify):

	Protocol Title: 


1. Background
1.1. Provide the scientific background, rationale for the study, and importance in adding to existing knowledge.
2. Study Design

2.1. Provide a thorough description of all study procedures.  
2.2. Indicate the duration of a participant’s involvement. 

2.3. Indicate the estimated number of participants, by subgroup if applicable. 
2.4. List inclusion and exclusion criteria and describe any screening process.
2.5. Does the study involve (a) deception (providing false information) or (b) incomplete disclosure (withholding information about some or all aspect of the research purpose or procedures in order to maintain the scientific integrity of the study)? 
     No        Yes:  If yes, explain the rationale and plans for protecting participants (e.g., debriefing). 
Be sure to attach any debriefing materials to the “Supporting Documents” webpage. 
3. Recruitment Methods

3.1. Will potential participants be provided with information about the study?

     No:
If no, skip to 4.1.
     Yes:
If yes, indicate how, when, where, and by whom participants will be recruited. 
If you are recruiting from a study pool, describe how you meet their requirements (see Template Guide).
3.2. Are there any materials that will be used to recruit participants (e.g., emails, posters, oral scripts)?

      No       Yes:  If yes, list the materials by document name here, and be sure to attach final copies to the “Supporting Documents” webpage.
3.3. Will participants receive reimbursement or compensation in the form of money, gifts, incentives, or raffles? 

     No       Yes:  If yes, specify the amount, method and timing of disbursement. 
See Template Guide for specific information on payments and a link to the Harvard University Financial Policy on Human Subject Payments. 
4. Study Setting
4.1. Is any of the research conducted outside the United States? 
     No        Yes:  If yes, describe how you are ensuring that the research is appropriate considering local laws, regulations, and customs. 
This should be either a formal review by a local ethics board, Ministry of Health, etc., or a statement that a formal review is not required along with your source of information that the proposed research is in accordance with local laws, regulations, and customs. 

4.2. Are there any permissions that must be obtained from cooperating institutions, community leaders, government officials, or other individuals, including approval from an IRB or research ethics committee? 
     No        Yes:  If yes, list the permission(s) by document name and be sure to attach copies to the “Supporting Documents” webpage.
5. Available Resources

5.1. Describe the experience of the investigator with the proposed research procedures and population.
5.2. Are there any additional study team members whose role in the research require special qualifications in addition to ethics training (e.g., licensed clinical psychologist)? 
     No       Yes:  If yes, describe.  

5.3. Are provisions needed for medical and/or psychosocial support resources (e.g., in the event of research-related distress or incidental findings)?
     No       Yes:  If yes, describe the provisions and their availability. 
6. Vulnerable Populations
6.1. Are there any potentially vulnerable populations or individuals (minors, pregnant women, human fetuses, neonates, prisoners, economically disadvantaged, employees or students of the investigator, cognitively impaired, etc.) proposed for involvement in the research?

     No       Yes:  If yes, identify all vulnerable populations and describe proposed safeguards to protect their rights and welfare.
7. Consent Process

7.1. Will participants be asked to agree to be in the study?
      No:
If no, explain why not, then skip to 8.1.
      Yes:
If yes, describe the consenting process. 
If the study includes minors or others who cannot consent for themselves, describe how you will obtain their assent and the permission of their parent or guardian. Be sure to attach copies of appropriate documents to the “Consent, Assent and HIPAA Authorization Materials” webpage. 
7.2. Will the consenting process involve obtaining a signature? 

     Yes      No:  If no, explain why not. 
The requirement to obtain a participant’s signature can usually be waived by CUHS for minimal risk research, see Template Guide. 
7.3. Will participants be offered a copy of the consenting information?

     Yes      No:  If no, explain why not.
7.4. Are you recruiting any participants who are not fluent in English?

     No       Yes:  If yes, describe provisions for communicating information needed for consent.
8. Risks 
8.1. Are there any reasonably foreseeable risks or discomforts to participants and/or groups/communities?
     No       Yes:  If yes, describe the risks and outline proposed provisions to minimize risk. 
Risks may be physical, psychological, social, legal, and/or economic. If risks are more than minimal, there are additional questions you must answer, see Template Guide.
9. Data Confidentiality

9.1. Which category of information best describes the data you will be recording? 

Refer to Template Guide for additional information.
 The data will contain no direct or indirect individual identifiers (Level 1). Explain. 
 Participants will be told that their data will be made public (Level 1). Explain.
The data will be identifiable but not sensitive (sensitive information could be damaging to the participants if revealed), and participants will be told that their data will not be shared outside the research team (Level 2). Explain.

The data will be identifiable and sensitive (Level 3, 4, or 5, depending on the degree of sensitivity). Describe how sensitive the information is and the protections you have developed in consultation with the appropriate IT resource. 

9.2. Describe i) plans for any transmission of identifiable data; ii) how long and with what protections identifiable data will be stored; and iii) plans for the data at the end of the storage period (how it will be destroyed, or if it will be returned to the data provider).
9.3. Indicate how research team members, other collaborators, or other researchers are permitted access to information about study participants. 

10. Benefits 

10.1. Describe any potential benefits to study participants and to society.
11. Participant Privacy

11.1. Describe provisions to protect participants’ privacy (their ability to control access to information about themselves or their person, e.g., the use of a private interview room) and to minimize the intrusiveness of study questions or procedures.
12. Sharing Study Results

12.1. Is there a plan to share study results with individual participants and/or the participant community?

     No       Yes:  If yes, describe the plan.
13. Multi-site Study Management 

13.1. Are one or more sites conducting this study in addition to sites overseen by the Harvard PI?
     No       Yes:  If yes, indicate whether there is a coordinating research site and describe plans for communication among sites regarding unanticipated problems involving risks to subjects or other individuals, interim results, protocol modifications, monitoring of data, etc.
14. Devices
14.1. Does this study involve the use of a device subject to FDA regulations?

      No:
If no, skip to 15.1
      Yes, and the device is being used according to its labeled indication: Skip to 15.1
      Yes, and the device is an Investigational Device: Describe why this is a non-significant risk device study and why it qualifies either for an abbreviated IDE determination or for exemption from the IDE requirements. 

15. HIPAA Privacy Protections

15.1. Are HIPAA privacy protections required? Mark Yes only if the investigator is at Harvard University Health Services or data will be obtained from a hospital, health center, or health insurance plan (see Template Guide).
 No       Yes:  If yes, either describe plans for obtaining authorization to access protected health information or provide the scientific or logistical rationale for a waiver of authorization or limited waiver of authorization request. 
16. Establishing a Data or Specimen Bank

16.1. Does the study include establishing a repository for sharing data or specimens with other researchers? This does not include contributing de-identified data to an existing repository. 
      No:
If no, then there are no more questions.
      Yes:
If yes, identify what data or specimens will be collected and stored, and what information will be associated with the specimens.
16.2. Describe where and how long the data/specimens will be stored and whether participants’ permission will be obtained to use the data/specimens in other future research projects.
16.3. Identify who may access and use data/specimens and how.
16.4. Will specimens and/or data be sent to research collaborators outside of Harvard?
     No       Yes:  If yes, describe the plan, and be sure to attach copies of any agreements to the “Supporting Documents” webpage.
16.5. Will specimens and/or data be received from collaborators outside of Harvard?
     No       Yes:  If yes, describe the plan, and be sure to attach copies of any agreements to the “Supporting Documents” webpage.
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