RESEARCH PROTOCOL - THMA MINIMAL RISK TEMPLATE
Your Title Here  

Please delete these template instructions.
TEMPLATE INSTRUCTIONS
Purpose of a Protocol: A protocol is the document that a study team uses to conduct the study. The protocol contains the methodology to be employed and contains instructions for all of the execution steps. It is a guide for the research team to reference and follow over time and ensures that the IRB approved version of the study is implemented. When the study is complete, the protocol will aid in writing-up the study to publish and offer details for repeatability.
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.” See the FDA definition at: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=50.3&SearchTerm=minimal%20risk  or the Common Rule definition at http://www.hhs.gov/ohrp/humanparticipants/guidance/45cfr46.html#46.102
Further Guidance on what categories of research would meet minimal risk definition can be found at OHRP: http://www.hhs.gov/ohrp/humanparticipants/guidance/45cfr46.html#46.110 and at the FDA for FDA –regulated or sponsored studies:

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=56.110&SearchTerm=minimal%20risk
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 and as such, a minimal risk protocol should include, at a minimum, sections on brief background/rationale, study objectives, expected risks/benefits, eligibility, participant enrollment, study design/procedures, data collection and management, data analysis, quality control and quality assurance, statistical considerations, informed consent, privacy issues, unanticipated problems, and references. The following pages describe a template suitable for use.  
DO NOT use this template if your research involves the use of a drug, biologic, vaccine or medical device; use the medical template located on the IRB website. 

              Delete these template instructions.
Study Title

Version #

Date 
NOTE: Using a date and version number is very important to track so that the current version is 

being used by the study team and is same version that is on file with the IRB. Change these each time you submit protocol changes to the IRB
Principal Investigator:

Department:

Funding Mechanism: (e.g., THMA Foundation, grant, etc.)
Institution(s)/Hospital locations: (indicate all locations involved)
NOTE: If you are using this template it is assumed that this is a Principal Investigator led study. IF you are collaborating with other external institutions (e.g. external to THMA) then there are other documents that may be required, such as a clinical trial agreement, contract, memorandum of understanding, data/specimen transfer agreement, or some other legal document that specifies the operative tactics, such as defined roles/responsibilities, financial relationships, publication rights, budgetary considerations, study monitoring requirements, billing issues and the like.   
Sub-Investigators: (Optional)
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	Executive Summary
Summary of Objectives: 
Summary of Study Design: 
Outcome measures: 
Statistical Summary Plan (including sample size rationale and justification): 


1
Background and Scientific Rationale

· Describe the research problem and provide rationale for the research. 

· Describe the significance of the problem being studied. Address whether the research is expected to contribute new information to the field and whether the intervention or hypothesis has been tested before.

· Discuss briefly any literature important to the study, include the cite, and include full references in Section 12.  
· Briefly summarize investigators prior experience and/or history relevant to the research.

· Identify the funding sources 
· State what regulatory authority the study will fall under, i.e. OHRP, FDA or other regulatory oversight body
· State whether research is a prospective intervention/data collection or if the data already exists at the time of study commencement (retrospective). This may be repeated later in the methodology section in more detail. 
2
Objectives

· Specify primary hypothesis.

· Specify secondary hypothesis(es), if indicated 

· Specify objectives or specific aims.
3
ANTICIPATED Risks and Benefits

· Include all expected risks and all benefits to participants and/or society.

· Address how risks will be minimized 
· Address how benefits will be maximized.
· Justify the level or degree of risks to the participants.
NOTE:  This information will be used to determine whether an event is “expected” and therefore not an unanticipated problem requiring reporting. 

4
Eligibility

· Identify the participant/donor populations- include all groups/cohorts that will be studied.  
· List inclusion and exclusion criteria.

· Indicate all the sources of participants/donors/records.

· Describe all vulnerable populations and/or any excluded populations. 
· Specifically include a justification for the use of a vulnerable group (as opposed to a group that is healthy and not vulnerable). For example: employees, minors, persons with diminished capacity, very elderly, low income, under educated, etc. 

5
Participant Enrollment and OR SCREENING
· Describe how the participants will be identified— this applies to all studies; through screening in the record, through Quality Institute running a search in the medical record, etc.  This will help the IRB determine the applicable research regulations for what you will be doing.
· Provide a detailed description of the need to access medical records for the purposes of screening or contacting:  describe in detail the minimum necessary variables that will be obtained. 

· Describe screening and/or enrollment processes: chart review studies, specimen studies, as well as interventional studies. 
· State how and where the eligibility and exclusion criteria will each be documented for each potential participant.

· State how you will procure study data for screening. State if the data already exists or if it will be prospectively collected.
· Describe who will access the records needed for the study (roles).

· Describe from where participants will be recruited and any advertising or recruitment materials that will be used. All material to be given to prospective participants must be located in appendixes or attachments and all materials require prior IRB review and approval.
· Describe what happens with screen failures and any data obtained from screen failures, as applicable.

· Describe the confidentiality procedures that will be used for screening purposes. 

· Submit or include as an appendix all screening tools. HIPAA regulations apply to the screening process if it involves review of medical/health/mental health records. Investigators will need to obtain prospective HIPAA authorization for the screening activities or apply for a waiver of HIPAA authorization, as applicable, depending on the nature of the study.

· If this is a study under OHRP purview, then a waiver of consent will need to be obtained to screen in the medical or other record for eligibility criteria.

· If a screening script for research will be used with potential participants, then attach the script. If such screening activities will take place prior to the prospective participant providing informed consent for participation in the research, the investigator will need to obtain a waiver of documentation of informed consent (i.e., signed consent) for screening activities with prospective participants. 
6
Study Design and METHODS
· Describe the study design and methods.  The description should be capable of meeting the study objectives.  Provide a thorough description of all study procedures, assessments and participant activities in a logical and sequential format. 
· 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. State how the outcome variables will be measured.
· If assessments occur over time, provide a table to show when assessments will occur relative to enrollment.

· Include the expected duration of the study and of participant participation.  

· Include a flow diagram for clarity.

· Describe data collection tools, specimens, surveys and study instruments. 

· Describe the roles and responsibilities of the research team members, briefly how they are qualified to perform the role, and include a tracking sheet to document these roles with each member.
· Include any written materials as Appendices that will be part of the research, such as questionnaires, surveys, data collection tools, scripts etc.  

· Describe any literacy or foreign language concerns or accommodations.

· Describe how missing or incomplete information will be handled in analysis. 
· As appropriate, describe plans to address inter-rater reliability.
For particular types of studies, the following information should be considered and provided:

     For Specimen Collection Studies/Data Repositories/Banks
· Describe the specimens to be collected.

· Describe aliquoting and any plans for retention of specimens.

· Describe tracking and labeling system.

· If specimens will be banked for future use, describe what the process is for providing investigators with access to the bank.  

· Describe how such requests and access with be tracked.

· Describe how specimens will be analyzed (type and state of development of assay, controls, etc.)
NOTE:  IF you intend on collaborating with other institutions where SJMHS will be supplying tissues/specimens/data to another bank/institution or vice versa, you will have to have a legally authorized contract/agreement drawn as well as a Materials Transfer Agreement/Data Use Agreement signed by authorized individuals from each institution.   These documents are not required to be submitted to the IRB BUT, you should consider drafting these agreements 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 of the steps for the implementation 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. State when these recordings will be destroyed in the consent.
For Studies that Collect 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.

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

Focus Group Requirements

· Describe qualifications of facilitator or individual supervising facilitation.  Expectations include:

· Prior experience facilitating groups

· Adequate knowledge of the topic

· Understands the purpose of group 

· Provide script or discussion questions that will be used in focus group.

· Describe any literacy or foreign language concerns or accommodations.

· Describe how information will be captured.

· Describe how information from focus group will be presented and used.  

· How will focus group responses be summarized and integrated?

· How will contradictory responses be handled?

· Will there be 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 informed consent document what will be done with any audio, image, video or digital records after the study is completed.  State when these recordings will be destroyed in the consent.


Survey studies

· Describe survey methodology.
· Describe development or selection of questionnaire.
· Describe any literacy or foreign language concerns or accommodations.

· Indicate whether or not the questionnaire is validated.
· Describe how questionnaire will be tested (e.g., piloted, if applicable.) 



Consent Considerations:

· Include plans to either consent, waive documentation of consent, or to request a waiver of consent. 
7
Data Analysis AND STATISTICAL CONSIDERATIONS

       Arrangements: 
· Describe arrangements for data analysis including the name and address of the data analyst, statistician or theme analyzers. Indicate whether this person(s) will receive data that has any identifiable information (not just PHI) or not.  If the person receives identifiable information then he/she must be part of the research team.
· As applicable: Describe the methods used to deliver data to the external entity and describe what information will be given (describe if data will be stripped of all identifiers or not). If an external entity will be performing data analyses: then additional agreements may be required such as a Business Associate Agreement, or Data Use Agreement.  

      Statistics:

· Qualitative methods: describe how the data will be examined and the type of qualitative analysis in detail.  Describe the method for developing themes.  Disregard the rest of this section.

· 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.

· Describe how missing data and outliers will be handled.

· Provide a sample size justification or description of a sample size calculation.  Include methods and assumptions such as expected effect size, loss to follow-up, as appropriate.  
8
Data Confidentiality and storage

· Describe who will collect and have access to the data/specimen repository/completed surveys/focus group results. 
· Describe how data will be maintained in a secure manner and the exact location it will be kept.  If being kept on a secure server, state who owns the server.  State security of physical location if keeping hard copies/specimens.  Information that has any identifiable information should not be kept on a laptop or mobile device. 
· Describe the process for maintaining confidentiality of the data/materials/specimens/study results.
· Describe how long will the information/data/survey/focus group results/specimens be retained. 

· Clearly state whether or not a link to any identifiers will be kept. Provide the justification for retaining a link for a prolonged period of time.  

· Describe de-identification methods to be employed and location of key linking the data to the participant, as applicable.  
As applicable:

· Describe source documents and how data will be collected from source documents and incorporated into the database or specimen repository.
· Describe plans for destroying the data or other handling once the study is completed.

•
Describe specimens that will be collected, how they will be procured and where the specimens 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 then an Agreement For 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)
9
DATA AND Safety Monitoring Plan
· Describe how the research team will ensure adherence to the protocol. State frequency and methods used to document adherence and process for identifying when an amendment to the protocol needs to be submitted to the IRB. Please note, protocol adherence is a problematic finding sometimes noted after an audit.

· Describe how data will be evaluated for accuracy in relation to source documents, as applicable.

· Describe either a) the use of a Data and Safety Monitoring Board or other body or b) the use of a Data and Safety Monitoring Plan. 

· Describe 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, or protocol deviations and determination of which events need to be reported immediately to the sponsor and/or the IRB.   
· Describe the methods to be used to document the data monitoring activity.  
10    Regulatory Requirements
     
informed consent 

A. Interventional portion of study
Describe either:

 a) how informed consent will be obtained and/or assent, who will obtain it, and if documentation will be gained or if a request for waiver of documentation will be sought; 
 or  
 b)  the rationale for requesting a waiver of consent and/or waiver of assent.  If waiving consent, skip to next section. 

If obtaining consent: 
· If applicable, describe how participants will have an opportunity to privately ask questions and receive answers. 

· If applicable, identify the time that will be used when they are not under duress or under undue influence that will allow sufficient time and opportunity to ask questions and to consider whether or not to participate in the research before agreeing to participate.

· If research involves minors, describe assent process, as applicable.

· If research seeks to prospectively recruit those with diminished capacity to consent and understand the study, describe the steps that will be taken to assure capacity to consent and whether participants will be re-consented, and if so, at what points.

· If research seeks to prospectively recruit participants that do not speak English, describe process for using the "short form" consent document and/or plans to translate the consent and all participant materials to the language understood by the participants.

· Describe process for documenting that the consent process took place.  State location of this documentation.

· Include informed consent as an appendix.  Informed consent must include the following (unless an alternation of consent is obtained for one or more of the required elements):

· Written in layman’s language and understandable to the persons being asked to participate.
· A clear statement that the study involves research.

· An explanation of the purposes of the research.

· The expected duration of the research participant’s participation.

· A description of the procedures to be followed.

· Identification of any procedures which are experimental.

· A description of any reasonably foreseeable risks or discomforts.  If there are none, this should be stated.

· A description of any benefits to the participant or to others that may reasonably be expected from the research.  If there are none, this should be stated.

· A description of alternatives to participation in the research study.

· A statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained.

· An explanation of whom to contact for answers to pertinent questions about the research and the research participants’ rights, and whom to contact in the event of research-related injury to the participant.

· A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled and the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.

· Additional elements, as appropriate:

· A statement that the particular treatment or procedure may involve risks to the participant which are currently unforeseeable.

· Anticipated circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent.

· Any additional costs to the participant that may result from participation in the research.

· The consequences of the participant’s decision to withdraw from the research and procedures for orderly termination of participation by the participant.

· A statement that significant new findings developed during the course of the research, which may relate to the participant’s willingness to continue participation, will be provided to the participant.

· The approximate number of study participants needed and location (s) of study conduct. 
PARTICIPANT PRIVACY
· Describe how the participant’s privacy will be maintained.

· Provide justification for use of personally identifiable data or private health information (PHI). 

· Describe whether a Certificate of Confidentiality issued by NIH will be pursued by the investigator after IRB approval. A Certificate of Confidentiality protects investigators and institutions from being legally compelled to release information that could be used to identify research study participants where the disclosure could have adverse consequences for participants or damage: financial standing, employability, insurability, or reputation.  Sought through NIH and typically for research involving the study of illegal behaviors, lawsuits, sexual preferences, psychological well-being, deviate behaviors, and genetic information; to list a few broad examples.  See NIH for application: https://grants.nih.gov/grants/policy/coc/appl_intramural.htm
HIPAA

If you will be using, disclosing or accessing the health record (medical record, mental health or substance abuse records, etc.) for research purposes, then HIPAA applies.

A. HIPAA for the screening portion (do not re-describe screening process)
Describe either:
 a) how HIPAA authorization will be obtained for the screening portion, who will obtain it;

 or  

b) the rationale for requesting a waiver of HIPAA authorization for the screening portion 

 or 
c) whether a Decedents Information request is being made for all of the participants

 or
d) the rationale for requesting a preparatory for research request for the screening portion.  Note, the person extracting the information must be part of the THMA covered health entity and the data may not leave THMA. See IRB policy for more information. 
B. HIPAA for the intervention or chart review portion 
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 Decedents Information request is being made for all of the participants

 or
d) rationale for requesting a Limited Data Set with an accompanying Data Use Agreement in order to share data with an entity external to the THMA covered healthcare entity.  You may also need to request a Business Associate Agreement between Trinity Health and the external entity. See IRB policy for more information. 
UNANTICIPATED PROBLEMS AND ADVERSE EVENTS  
· Describe process for reporting any unanticipated problems and adverse events to the IRB under the THMA IRB policy.
· See the THMA Policies and Procedures for what is required to be reported.
CONFLICTS OF INTERESTS

· Describe research team relationships with the sponsor/funding organization 

· Assure that disclosures have been filed with the IRB Administrator and that disclosures are fully explained. 

11
Limitations and ASSUMPTIONS
· Describe any limitations to the study design, sample size, methods used, limited/narrow sample of population, tests used, etc.  
· Include how extraneous variables will be controlled for or minimized.

· List any known assumptions that the research is operating under. 

12
REFERENCES
· Provide references for the literature review and other citations made.  Use the format used by your field (e.g., APA style, etc.).  
Appendices

A. Consent form(s): if applicable

B. Data collection tools

C. Screening tools

D. Surveys, interview questions, etc.

E. Advertisements – flyers, e-mails, videos, etc.

F. Recruitment scripts

G. All materials provided to participants

H. Any other documents that you will be using to conduct the research
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