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Use this template to prepare a protocol for minimal risk studies

[bookmark: _Hlk78892315]DELETE all red and blue INSTRUCTIONS and guidance text before submitting
· Insert version date in footer

PURPOSE OF A PROTOCOL
The protocol is where investigators clarify and document their plan for all aspects of the study.  It provides a guide for the research team to reference and follow and ensures the IRB-approved version of the study is implemented.  When the study is complete, the protocol will aid in writing an abstract or manuscript for publication.

Minimal Risk - 406.102 (i) - “means that the magnitude and probability of harms or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.” 

Minimal Risk studies, while simpler than studies of greater than minimal risk, still have regulatory obligations.  A well written protocol is the prologue to well conducted research. 

DO NOT use this template if your research involves studying the effectiveness, safety or treatment intervention using a drug, biologic, vaccine, or medical device.



PROTOCOL TITLE:
[bookmark: Text1]      
The study title should be descriptive and concise and match the title on the IRB Application and any other applicable documents.


	Principal Investigator:
	[bookmark: Text7]      (Insert full name of the principal investigator with credentials)
[bookmark: Text11]      (Department / Institution)

	Sub-Investigator(s):


	[bookmark: Text8]      (Insert name and credentials of each sub-investigator)

	Research Site(s):
	[bookmark: Text9]      (Insert the name of all sites where the research will be conducted)

	Funding Source:    
	[bookmark: Text10]      (Insert name and address of funding source or indicate "Not Funded”)

	
	


LIST OF ABBREVIATIONS (Omit if not applicable)
[bookmark: Text48]     



EXECUTIVE SUMMARY

Summary of Hypothesis/Objectives/Goals/Aims
[bookmark: Text49]     

Summary of Study Design
[bookmark: Text50]     

Outcome Measures
[bookmark: Text51]     

Statistical Plan Summary (include sample size rationale and justification)
[bookmark: Text52]     

[bookmark: _Hlk78891577]























BACKGROUND AND SCIENTIFIC RATIONALE 
[bookmark: Text41][bookmark: Text47]      
Begin this section by explaining that 
This study will be conducted in compliance with the protocol, Good Clinical Practice standards and       Office of Human Research Protections (OHRP) and/or (U.S. Food and Drug Administration (FDA)) (make the appropriate selection) regulations. 
· Describe the research problem and provide rationale for the research.
· Describe the significance of the research problem.  Address whether the research is expected to contribute to new information in the field and whether the intervention or hypothesis has been tested before.
· Explain the reason(s) for conducting the study and the knowledge you hope to achieve.  
· State whether the research is prospective, intervention/data collection or a retrospective review of existing data at the time of study commencement.
· Briefly discuss any literature important to the study, include the cite, and include full references in Section 12.  
OBJECTIVES 
[bookmark: Text14]     
· Begin with a statement of your hypothesis or key question(s).
· Specify any secondary hypothesis(es), if applicable.
· Describe the specific aims for the study. Specific objectives are statements of the research question(s). Objectives should be simple (not complex), specific (not vague), and stated in advance (as opposed to after the research is done). 
· After stating the primary objective, secondary objectives may be mentioned.  
· Describe study endpoints/outcome measures.
The objectives should align with the overall study purpose but are meant to be direct and measurable goals for the study. (i.e., to determine whether…  to assess whether…) 
STUDY DESIGN AND METHODOLOGY
[bookmark: Text15]     
· Describe the study design (i.e., retrospective record review, survey, interview, etc.) and methods  
· The description should be capable of meeting the study objectives
· Provide a thorough description and include the expected study duration period. (i.e., how long do you think it will take to conduct the study from start to completion of all data analysis?) 
· Describe the determination of the number of variables needed for sample size rationale/justification
· Precisely define the outcome variables that align with each aim or hypothesis and state how they will be measured
· If assessments occur over time, provide a table to reflect when assessment will occur relative to enrollment
· Include expected duration of the study
· Include a description of the date range of data to be collected: mm/dd/yyyy to mm/dd/yyyy. (If this is a retrospective review, the end date must be before the IRB submission date.  If the data does not exist when the study is submitted to the IRB for initial review, it is defined as prospective.)
· Describe the data collection tools and study instruments
· Describe the roles and responsibilities of the research team members; briefly describe how they are qualified to perform the role
· Describe any literacy or foreign language concerns or accommodations
· Describe how missing or incomplete information will be handled in analysis
· Describe plans to address inter-rater reliability, as appropriate

Consent Considerations:
· Include plans to request a waiver of consent and a waiver of HIPAA for retrospective studies where data already exists at the time of study approval.

Additional considerations for specific study types:

For Studies Collecting Existing or Prospective Data
· Describe the source of the information
· Describe whether data are to be collected prospectively (come into existence after IRB approval)
· Describe the time period of the medical information under review (this is the dates of the records, not the dates that you will actually look at the records)
· Provide a complete list of all the variables to be collected, their definitions and location in source documents

Survey Studies
· Describe survey methodology
· Describe development or selection of questionnaire(s)
· Indicate whether the questionnaire(s) are validated
· Describe how the questionnaire(s) will be tested (i.e., piloted, if applicable)
· Describe any literacy or foreign language concerns or accommodations

Consent Considerations:
· Include the plans to either consent, waive documentation of consent or request a waiver of consent.

Specimen Collection Studies / Data Repositories / Banks
· Describe the specimens to be collected
· Describe aliquoting and any plans for retention of specimens
· Describe the tracking and labeling system
· If specimens will be banked for future use, describe the process for providing investigators with access to the bank
· Describe how such requests and access will be tracked
· Describe how specimens will be analyzed (type) and state of development of assay, controls, etc.

NOTE:  If you intend on collaborating with an external entity where Trinity Health will be supplying tissues/specimens/data to another bank/institution or vice versa, you will need a legally authorized contract/agreement as well as a Material Transfer Agreement/Data Use Agreement signed by authorized individuals from each institution.  These documents are not required to be submitted to the IRB, but the drafting these agreements should be considered prior to seeking IRB approval.

Consent Considerations:
· Informed consent must allow participants to determine future use, other use beside specific research and use for genomic projects
· Provisions must be made to allow for withdrawal of a specimen if a participant withdraws consent and the link is still maintained
· Future studies using banked specimens must be prospectively reviewed and approved by the IRB before such studies can proceed

Behavioral Intervention Studies
· Describe all steps for the implantation of the intervention and in what settings it will be used; include the roles of who will implement the steps
· Describe how fidelity of the intervention process will be assured
· Describe how competence or compliance with fidelity will be demonstrated and maintained
· Describe what will be done with any audio or video tapes after the study is completed. This information must also appear in the consent document.

Consent Considerations:
· Describe in the informed consent what will be done with any audio, image, video, or digital records after the study is completed and when these recordings will be destroyed

Focus Group Studies
· Describe qualifications of facilitator or individual supervising facilitation. Expectations include:
· Prior experience
· Adequate knowledge of the topic
· Understands the purpose of the group
· Describe any literacy or foreign language concerns or accommodations
· Describe how information will be captured
· Describe how information from the focus group(s) will be presented and used
· How will focus group responses be summarized and integrated
· How will contradictory responses be handled
· Will there be a thematic or qualitative coding of transcribed discussions
· Will focus group responses be used to guide the development of education materials, measures, interventions or other research procedures, publication or inform study design
· Describe whether information drawn from focus group will be shared with group participants
· Describe what will be done with any audio, image, video or digital records after the study is completed

Consent Considerations:
· Describe in the informed consent form what will be done with any audio, video, or digital records after the study is completed and indicated when the recordings will be destroyed.

PARTICIPANT ELIGIBILITY, IDENTIFICATION AND RECRUITMENT
[bookmark: Text18]      
· Describe the process for identification of records, cases, or participants. How will records be identified and accessed (i.e., screening in the medical record, obtaining a dataset from Michigan Data Analytics, etc.)?  This helps the IRB determine applicable research obligations that need to be addressed.
· Indicate all sources of records/participants/donors.  Indicate if only hospital records (including hospital outpatient) or only doctor’s office records should be used, or both. Doctor’s office data is only available for the Epic period (Feb 2020 onwards).
· Describe who (i.e., PI, coordinator, etc.) will access the records needed for the study
· If the study involves participants, identify all groups/cohorts and describe the recruitment process
· Provide a detailed description of the need to access medical records for the purpose of screening and/or contacting; include necessary variables that will be obtained
· State how you will procure study data for screening; indicate if data already exists or if it will be prospectively collected
· State how and where the eligibility and exclusion criteria will be documented for each potential participant
· Describe the confidentiality procedures that will be used for screening purposes
· Describe all vulnerable populations and/or excluded populations; state the justification for use of a vulnerable population
· List inclusion and exclusion criteria in terms of ICD diagnosis and procedure codes, CPT codes, etc. Unless stated otherwise, participants need to meet all inclusion/exclusion criteria, not just a single one, to qualify into the study population.

Inclusion Criteria 
· [bookmark: Text16]     

Exclusion Criteria
· [bookmark: Text17]      

Study Procedures
[bookmark: Text19]      
· Provide a detailed description of the study procedures, assessments and participant activities in a logical and sequential format
· Describe who will be involved in subject identification and data collection. How are these individuals involved in the care of the subject population? Are they employees of Trinity Health? Describe collaborators.
· Describe all written materials that will be part of the research (i.e., data collection tools, questionnaires, specimens, surveys, scripts, etc.)

[bookmark: _Hlk78891608]ANTICIPATED RISKS AND BENEFITS

Risks:  
[bookmark: Text23]      (A confidentiality breach is a risk associated with data review research.)  List known risks and the degree or level of risk to participants (Group like risk levels together. i.e., mild, moderate, etc.)  (Risks can be physical, psychological, social, or economic). As applicable, describe why the risks to participants, if any, are reasonable in relation to the anticipated benefits and/or knowledge that might reasonably be expected from the results. Describe what will be done to minimize any known risks. 

Benefits: 
[bookmark: Text40]      
Describe potential benefits for participants and how they might be maximized compared to known risks. It is acceptable to state that there are no anticipated benefits to subjects, if that applies.  (i.e., The participants are not likely to receive any benefit from the proposed research; however, society and investigators will benefit from the knowledge gained.)  

DATA CONFIDENTIALITY AND STORAGE
[bookmark: Text31]      
· Describe who will collect and have access to the data/specimen/repository/completed surveys/focus group results
· Describe the process for maintaining confidentiality of the data/materials/specimens/study results
· Describe de-identification methods to be employed and location of the study key linking the data to the participant  
· Describe how data will be stored in a secure manner to safeguard confidentiality and the exact location it will be kept.  For electronic data, state if kept on a secure serve and who owns the server (i.e., Trinity Health password protected computer on a secure server). For hard copy data, specify the physical location (i.e., locked cabinet in the PI’s locked office)
· Explain how long data will be stored and how it will be destroyed when no longer needed 
· Describe an adequate plan to destroy identifiers at the earliest opportunity consistent with conduct of the research.  Please note that it is a requirement of Trinity Health that all study records and data be kept and accessible for review and audit for a minimum of 7 years. 

As applicable:
· Describe source documents and how data will be collected from source documents and incorporated into the database or specimen repository
· Describe the plans for handling/destruction of data once the study is completed
· Describe the specimens that will be collected, how they will be procured, where they will be stored, and who will be responsible for care of specimens during storage
· If biological samples will be procured and sent to another location, an agreement for the transfer of human specimens and/or coded private information to an outside researcher must be drafted and signed by authorized individuals at each institution/location (consult Legal for review and signing)

DATA & SAFETY MONITORING PLAN
[bookmark: Text30]      
· Describe how the research team will ensure adherence to the protocol; state frequency and methods used to document adherence and the process for identifying when an amendment to the protocol needs to be submitted to the IRB
· Describe how the data will be evaluated for accuracy in relation to source documents, as applicable
· Indicate who is responsible for the evaluation of data quality and how frequently this will be done
· Describe the process to be used to determine unexpected/untoward events, determination of harm, protocol deviations, and which events need to be reported immediately to the Sponsor and/or IRB
· Describe the methods to be used to document data monitoring activity
· Describe one of the following, as applicable to your study:
· Use of a Data and Safety Monitoring Plan
· Use of a Data and Safety Monitoring Board or other external body

ETHICAL CONSIDERATIONS AND INFORMED CONSENT 
[bookmark: Text22]      
Interventional portion of a study:
· Describe either:
· How informed consent and/or assent will be obtained, who will obtain it, and if documentation will be gained or if a request for waiver of documentation will be sought OR
· The rationale for requesting a waiver of consent and/or assent, then continue to the next section.

If obtaining consent:
· Describe how participants will have an opportunity to privately ask questions and receive answers, as applicable
· Identify how much time will be used when participants are not under duress or undue influence, that will allow sufficient time and opportunity to ask questions and consider whether they wish to take part in the research before agreeing to participate
· If the research involves minors, describe the assent process
· Describe the process for documenting the consent process that took place and indicate the location of this documentation.
· If including a vulnerable population as the focused group of participants (impaired decision-making capacity, children, students and employees among others are in this category), you must also provide justification for including the vulnerable population and the extra precautions that will be taken to ensure their protection according to the federal regulations.
· If prospectively recruiting those with diminished capacity, describe the steps to be taken to ensure capacity to consent
· If prospectively recruiting those who do not speak English, describe the process for using the “short form” consent form (can only use a maximum of 3 times) and any plans to translate the consent form and all participant materials to the language understood by the participants

[bookmark: _Hlk78891762]DATA ANALYSIS AND STATISTICAL CONSIDERATIONS  
Arrangements
[bookmark: Text42]     
· Describe arrangements for data analysis
· Indicate whether this person(s) will receive data that has identifiable information (not just PHI) or not
· If the person(s) will receive identifiable information, they must be included as part of the research team
· As applicable, describe the methods used to deliver data to the external entity and what information will be given (indicate if data will be stripped of all identifiers or not)
· If an external entity will be performing data analysis, additional agreements may be required (i.e., a Data Use Agreement or Business Associate Agreement)

Statistics
[bookmark: Text43]     
Qualitative Methods
· Describe how the data will examined and the type of qualitative analyses in detail

Quantitative Methods
· Describe how the data will be examined and the type of statistical analyses that will be used to answer the objectives and test the hypotheses
· Provide a sample size justification calculation; include methods and assumptions such as expected effect size, loss to follow-up, as appropriate
· be summarized (i.e., medians and ranges, percentages with 95% confidence intervals, etch).  
· Set the level of significance (i.e., significance will be assessed at p < 0.05).  
· Describe how missing or incomplete information will be handled in analysis
· Describe any software that will be used for statistical analysis 
· If no statistical tests are planned, denote that only summary/descriptive statistics will be used
[bookmark: _Hlk78891789] 
LIMITATIONS AND ASSUMPTIONS
· Describe any limitations to the study design, sample size, methods used, limited/narrow sample of population, tests used, etc.
· Indicate how extraneous variables will be controlled for or minimized
· List any known assumptions that the research is operating under


PARTICIPANT PRIVACY
[bookmark: Text32]      
· Describe how participants’ privacy will be maintained
· Provide justification for use of personally identifiable data or private health information (PHI) 
· Explain who will have access to the collected data and why, and who will use or disclose any information

HIPAA
If you will be accessing, using, or disclosing the health record (medical record, mental health or substance abuse records, etc.) for research purposes, then HIPAA applies.  For more information/HIPAA guidance, refer to IRB policy: HIPAA and Research

HIPAA for screening 
[bookmark: Text45]     
· Describe either:
A. How HIPAA Authorization will be obtained for screening and who will obtain it OR
B. The rationale for requesting a Waiver of HIPAA Authorization for screening OR
C. Whether a request for decedent information is being made for all participants OR
D. The rationale for requesting a preparatory to research request for screening.  
NOTE: The individual extracting the information must be part of the Trinity Health Michigan covered entity and the data may not leave the covered entity.

HIPAA for intervention or chart review
[bookmark: Text46]     
· Describe either:
A. How HIPAA Authorization will be obtained and who will obtain it OR
B. The rationale for requesting a Waiver of HIPAA Authorization OR
C. Whether a decedent’s information is being made for all participants OR
D. Rationale for requesting a Limited Data Set, if applicable
· Must have an accompanying Data Use Agreement in order to share data with an external entity
· You may also need a Business Associate Agreement between Trinity Health and the external entity

UNANTICIPATED PROBLEMS AND ADVERSE EVENTS
[bookmark: Text29]      
· Describe the process for the handling and reporting of unanticipated problems (UP) and adverse events to the IRB under the Trinity Health Michigan IRB policy.  Refer to the Unanticipated Problem and Adverse Event Reporting policy at PolicyManager: Document Viewer (policymedical.net) for reporting requirements.

[bookmark: _Hlk78891847]STUDY MONITORING, AUDITING AND INSPECTING
[bookmark: Text34]      
Describe the plan for permitting study-related monitoring, audits and inspections by Mercy Health Regional IRB, the Trinity Health Michigan Research Compliance Department, the sponsor (if applicable) and government regulatory bodies (FDA, OHRP, ORI) of all study related documents.

Participation as an investigator in this study implies acceptance of potential inspection by government regulatory authorities and applicable Trinity Health compliance and quality assurance offices.

Although it is unlikely that governmental agencies will audit or inspect your research, the IRB or Research Compliance Department may perform an audit at any time. If the IRB is audited by regulatory agencies, your project title may be selected and thus subject to audit. However, this is unlikely.

[bookmark: _Hlk78892056]CONFLICTS OF INTEREST
[bookmark: Text44]     
· Describe research team relationships with the sponsor/funding source, if applicable
· Assure that disclosures have been filed with the Research Compliance Department and that disclosures are fully explained
· If no conflicts of interest related to the research project, state as such

DISSEMINATION OF RESULTS AND PUBLICATION PLAN
[bookmark: Text36]      
· Describe your plan for presentation, publication or sharing of results. 
· Describe how findings will be discussed and shared with all of the investigators for the study.  
· Provide an estimated timeline for creation of an abstract. 
· Describe a plan for investigators to create abstract drafts. 
· Describe if authorship has been discussed and determined. 
· Describe what publication the abstract may be submitted to. 
· Describe what meeting an abstract may be presented at. Please state, "Investigator acknowledges and agrees that permission for publication must be obtained from Trinity Health and that Trinity Health reserves the right to restrict the use of research data for publication purposes."

REFERENCES/BIBLIOGRAPHY
[bookmark: Text37]      Identify any literature cited for any information referenced in the protocol.  Organize the information like that found in a medical journal.



Appendices: Appendix A and B are examples of additional required documents.  These should not be included within the protocol but submitted as separate documents.


Instructions:
Appendix A: Data Collection Form (This document should list the data elements that will be collected.  It should not contain any direct or indirect identifiers except for a unique participant code.)

Appendix B: Data Correlation Sheet (Coded Identifier List) This document will serve as the link between the unique research ID and any identifiers needed to conduct this study.

APPENDIX A:  DATA COLLECTION FORM

[bookmark: Text38]      List all elements to be collected throughout the study. Provide the actual tool(s) in final format that you will use to collect data.

Remember to include the study title at the top of the document and enter a version date in the footer.  If your data collection form has more than one page, include page numbers in the footer.


EXAMPLE:
					Study Title

Study ID ______

Age: ____  

Gender:   ____M    	____F		

Race: 
____Black or African American    	____White     		 
____Asian / Pacific Islander     	____Native American or American Indian   
____Multiracial     			____Other

Ethnicity: 
____Hispanic or Latino      _____Not Hispanic or Latino

Smoker:  ____Current    ____Former    ____Never

Blood Pressure: ____Systolic ____Diastolic

Cholesterol: ____Total ___HDL ____LDL





Version Date: _________							Page 1 of 1

APPENDIX B:  DATA CORRELATION SHEET

[bookmark: Text39]      List all identifiers to be collected or used in this study (i.e., name, medical record number, date of birth, address, telephone number, social security number). Provide the actual tool you will use for this purpose in final format.

EXAMPLE:
					Study Title

	Study ID
	MRN
	Pt. Initials

	
	
	

	
	
	

	
	
	




Version Date: __________


Version Date: dd/MMM/yyyy		Page 2 of 9
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