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NOTE / INSTRUCTION: This protocol template is a tool to facilitate the protocol development process. When developing a protocol, researchers are encouraged to review the ‘111’ criteria which are the federal regulatory criteria that the IRB must evaluate the research protocol against to determine whether all of the criteria are satisfied in order to approve the research.
1. Instructions throughout this template (shown with grey shading) should be deleted prior to submission of the protocol.  
2. Consider each section and if a section is not applicable to your study (e.g., Study Drugs), delete that section and instructions. 
3. If this is a multicenter study with a master protocol, the master protocol should be utilized with any local changes or modifications (e.g., to recruitment methods, study procedures) either incorporated into the protocol (track changes) or explained in an Appendix or Memorandum.  
4. If this protocol will serve as the master protocol for a multicenter study, please follow the IRB of record’s instructions for the addition of sites, site-specific changes, and site-specific materials.
5. Please update the Table of Contents prior to submission. (Right click over the table of contents and select Update Table, then update entire table)
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[bookmark: _Toc226555926]Study Synopsis
Use this section to provide a high-level overview of the study. The content of the synopsis should be concise (i.e., no more than a few words or brief statements). Other sections of this template will allow you to provide more detail.
	Title/Acronym:


	Funding Source(s):


	Investigational Intervention(s) and/or Product(s): Only include this row if applicable. List any interventions (e.g., dietary, exercise, behavioral, etc.), products (e.g., technology, clothing, supplements, drugs, devices, food products, etc.) or tools (e.g., apps, sensors, devices) that are being evaluated in this study.

	Purpose:


	Objectives: 


	Design/Methodology:


	Outcome Measures:


	Study Population:


	Study Duration:


	Number of Sites:

	Settings/Locations: (For example, Recruitment and consent will occur in XYZ at UConn Health. Experiments will occur in the XYZ lab). If activities will be conducted on-line or virtually, indicate this (e.g., Surveys will be distributed via Qualtrics, Interviews will be conducted via WebEx.)



[bookmark: _Toc226555927]Rationale/Significance
Use this section to provide the background information necessary to understand the rationale and relevance of the study. Briefly explain the problem or gap in knowledge that the study is seeking to address, the significance of the issue/gap, and any prior work leading up to this study or that this study builds upon with citations to the relevant research publications that are listed in the References section at the end of the protocol). 

[bookmark: _Toc226555928]Purpose and Objectives
[bookmark: _Toc226555929]Purpose
Provide a clear and concise statement of the purpose of the research.  The purpose, objectives, and hypotheses should all clearly tie together.
[bookmark: _Toc226555930]Objectives
List the primary, secondary, and any exploratory objectives of the study. The primary objective is the most important of the outcomes that are to be examined in the study and corresponds directly to the purpose and hypothesis. It provides a basis for determining the sample size and should be the driver of the analytic plan. Secondary objectives provide further information relevant to the purpose of the study. Exploratory objectives are intended to gather information that may help define problems and suggest hypotheses for future work.
[bookmark: _Toc226555931]Hypotheses/Research Questions
Provide a clearly defined hypothesis or set of hypotheses, if applicable, or a list of the key questions that the study is expected to answer.  Be as clear and specific as possible. 

[bookmark: _Toc226555932]Study Design
[bookmark: _Toc226555933]Design 
Provide a description of the study design that is appropriate to address the purpose and objectives identified above (e.g. retrospective or prospective, cross-sectional or longitudinal, experimental or quasi-experimental or observational, comparison groups, randomization, blinding, placebo controlled). Tie the procedures or parts of the study to the objectives/research questions. 
Additional Tips:
· Explain the study design and choice of research methodology.
· Describe any steps that are being taken to avoid bias.
· If the study involves phases, provide an overview of the phases and indicate whether approval for one or all phases is being sought at this time (e.g., if phase 1 will inform phase 2 you might seek approval for phase 1 and explain that an amendment will be submitted prior to phase 2). A diagram or a flowchart providing a visual representation of the study design may be helpful.
· If the research involves more than one arm or cohort, describe the arms (e.g., experimental drug versus placebo) and cohorts (e.g., parents, students, teachers). 
· If the study involves assignment to different arms, include description of the stratification/randomization process and any blinding procedures to minimize bias, if applicable.  
· If there are multiple trials or experiments, list each, more detail can be provided in the Study Procedures section of the protocol.
· Tables are very helpful when there are phases, more than one cohort, or multiple trials or experiments.
[bookmark: _Toc226555934]Study Duration
Describe how long the entire study will last, including data analysis. Also describe duration of individual subject’s participation.
[bookmark: _Toc226555935]Outcome Measures
Describe outcome endpoints/measurements that will be collected to evaluate the study objectives (e.g., what specific measurements are obtained to assess the effects of the study intervention). Outcome measurements should be precise, accurate, and reliable.  If applicable, distinguish between primary, secondary, and exploratory outcome endpoints. The primary, secondary, and exploratory outcomes are the data/variables proposed to be collected to test the primary, secondary, and exploratory objectives, respectively.
Example:
Objective of the study: To assess the impact of a financial literacy program on improving financial behaviors among low-income households in New England.
Primary Outcome:  The increase in savings rates among research participants after completing the financial literacy program measured by the percentage change in the amount of money saved by participants over a six-month period.
Secondary Outcomes: Improved credit scores of participants after the program measured by FICO scores obtained through Equifax, Experian, and TransUnion; increased knowledge of financial concepts as measured by a financial literacy test (pre and post).
Exploratory Outcomes:  Changes in participants' stress levels and overall mental health and their relationship to level of and change in financial stability; differences in program impact based on demographic variables such as age, gender, or educational background; identification of specific program components (e.g., budgeting workshops, debt management sessions) that are most effective in driving behavior change.

[bookmark: _Toc226555936]Analytical Plan 
[bookmark: _Hlk170381262]Describe the overall approach to data analysis including the methods of analysis. The analytical plan should clearly tie to the Purpose, Objectives, and Hypotheses/Questions of the research and should be suitable to achieving the goals of the study.
If the study is purely descriptive in nature, state that the data will be summarized in descriptive measures. If applicable, specify the analytic techniques the researcher will use to answer the study questions. Indicate the statistical procedures (e.g., specific descriptive or inferential tests) that will be used and why the procedures are appropriate. For qualitative data, specify the analytic approaches or methods and why the methods are appropriate.
If the objective of the study is to test the feasibility of delivering an intervention (i.e., a pilot study) or another aspect of the research procedures (e.g., data collection, recruitment, biospecimen lab processing) this should be clearly stated and the analytical plan should describe how feasibility will be determined. Descriptive statistics that will be calculated should be described, but the plan should not include inferential statistics (i.e., tests to definitively rule in/out a hypothesis) or a justification of statistical power because these are not applicable to pilot/feasibility studies.
Additional Tips:
· Explain how data will be analyzed to evaluate any secondary or exploratory objectives, when applicable.
· Explain analyses that will be performed to describe the participant population.
· Describe plans to address confounding variables.
· Describe how missing outcome data will be handled in regards to analysis (e.g., respondents who did not answer all questions, participants who withdraw, etc.).
· Describe any software or tools that will be used to analyze data.

[bookmark: _Toc226555937]Study Participants
[bookmark: _Toc226555938]Study Population
Provide a description of the study population, the characteristics of different study groups, if applicable, and the source of participants. For studies involving retrospective chart reviews, describe the characteristics of the individuals whose charts will be reviewed. Where relevant, labeling subgroups of participants clearly and consistently throughout the protocol and across documents can enhance the review process.
[bookmark: _Toc226555939]Number of Participants
If the study involves screening, indicate the number of people expected to be screened and the number that are intended to be enrolled. For IRB purposes, subjects are considered enrolled once they have provided informed consent, or, for studies with a waiver of consent, once any research activities (e.g., data collection) involving the individual or their information begins. For multi-site studies, identify both the overall total for the study and the anticipated numbers for each site. If the study involves more than one subject group, describe the number of participants per group. If an exact number cannot be anticipated, explain this and provide an approximate range.
1.1.1. [bookmark: _Toc226555940]Sample Size 
​For qualitative and pilot studies, explain why the proposed sample size is appropriate for achieving the anticipated results.  For quantitative studies, provide a power analysis that includes effect size, power, and level of significance with references for how the sample size was determined.  Explain the rate of attrition and possible number who fail the screening, do not respond, or drop out with references as appropriate. The justification of the number of participants is an important consideration for the overall exposure to risk associated with the study, even for studies determined to be no greater than minimal risk. ​
[bookmark: _Toc226555941]Eligibility 
· List the inclusion and exclusion criteria for the study. 
· Describe any methods that will be used to support the equitable selection of subjects.
· For studies involving retrospective chart reviews, describe the characteristics of the individuals' charts to be reviewed, and for inclusion criteria include information such as ICD codes that will be used to pull the charts, relevant time frames,  etc. (e.g. patients seen by Dr. A between [date and date] with ICD code(s) of 111.11 )
· Describe the scientific, practical, and/or ethical justification for any purposeful exclusions (i.e., based on gender, race, ethnicity, age, identity, language, or other factors).
· Any screening procedures should be described, including who (either by name or by role) will perform the screening procedures and who will make decisions about inclusion, that the information collected in screening will be limited to only that which is necessary based on the study inclusion/exclusion criteria and to enable contact with the prospective participant , and when in the process of recruitment, Informed Consent, and enrollment the screening will occur.
· Describe how eligibility will be determined and by whom. 
· If questionnaires, checklists, or other tools will be used to determine eligibility, describe how they will be used, and include a copy of the materials with your submission (attach each separately). 
· Indicate whether screening data will be retained about individuals who are not enrolled in the research and whether the screening data will include identifiers. The specific provisions that will be taken to protect the confidentiality of screening data should be described in the Data/Sample Management section.
· Indicate that a waiver of HIPAA authorization will be requested for IRB approval in order to collect identifiers (e.g., name, contact information) and protected health information and why collecting this information prior to obtaining consent is necessary for the study (and if applicable, for prospective participants, e.g., so that only individuals who are likely to be eligible will be asked to take the time and effort required to obtain consent).
[bookmark: _Toc226555942]Vulnerable Populations
Complete this section if the study will enroll vulnerable populations. If not applicable, indicate such. 
Per federal regulations, vulnerable subjects are those who are vulnerable to coercion or undue influence, such as children, prisoners, individuals with impaired decision-making capacity, or economically or educationally disadvantaged persons. When some or all of the participants are likely to be vulnerable, additional safeguards must be included in the study to protect the rights and welfare of these participants.  Additional information is also solicited on specific forms that are required to be submitted to the IRB as part of the submission (see application checklist). 
When considering vulnerability, also consider power relationships and other circumstances where someone may feel obligated to participate or feel that it will gain them favor or otherwise reflect positively on them (e.g., patients or their family members). For this reason, employees and students are considered vulnerable populations by the UConn Health IRB, and procedures should be described to prevent any undue influence when they are included as study subjects,
The following populations have additional regulatory protections under the Common Rule that should be taken into consideration in the development of your protocol:
· Children (Subpart D — Additional Protections for Children Involved as Subjects in Research)
· Pregnant women (Subpart B — Additional Protections for Pregnant Women, Human Fetuses and Neonates Involved in Research)
· Prisoners (Subpart C — Additional Protections Pertaining to Biomedical and Behavioral Research Involving Prisoners as Subjects)
Other populations (e.g., military personnel) may have additional protections defined by other federal or state agencies.
Describe the vulnerable populations that will be enrolled and the measures that will be taken to protect the rights and welfare of these subjects.
When individuals with impaired decision-making capacity will be enrolled, please provide justification for their inclusion, the method(s) for determining capacity to provide informed consent and to validate understanding, and when capacity may fluctuate or diminish, how provisions for ongoing consent or assent will be managed.  If legally authorized representatives (LARs) will provide surrogate consent on behalf of the participant, please describe how you will determine who may serve as the LAR.
[bookmark: _Toc226555943]Recruitment Procedures
Describe how potential subjects will be identified and approached about participation including by whom and the setting(s) where this will occur. If applicable, describe the use of on-line platforms or participant pools for recruitment. If a study will use an existing research registry or repository for recruitment, include the registry/repository name, PI name, and IRB number and describe the process to determine eligibility (e.g. Eligibility criteria will be shared with Repository PI and data manager / honest broker will provide de-identified OR coded samples or information).
Describe materials to be used and how they will be distributed, how potential subjects will be identified, who will first approach a potential subject and when, and any relationship between the researchers and potential subject.  If ICD codes will be used to generate mailing labels to send out recruitment material, that should be described (e.g. mailing labels will be generated for patients seen by Dr. A between [date and date] with ICD code(s) of xxx.xx ) For studies limited to retrospective review of data such as medical records of past patients, explain why it is not possible to contact and obtain consent from them prior to reviewing their records.
Describe any steps that will be taken to protect potential participants’ privacy inclusive of protecting privacy during any screening activities (e.g., providing information about the study in a private setting) and any steps to ensure that the individual doesn’t feel obligated or pressured to participate.
If information will be gathered about potential participants during recruitment, indicate whether information will be retained on individuals who decide not to participate, what it consists of, why it is necessary, how long it will be retained and how it will be secured.
Please list email addresses/accounts that will be used to communicate and individuals who will communicate by phone/text with subjects and collect information related to the study. Use of a study-dedicated (rather than personal) phone or phone line is encouraged.  If in person informational/recruitment meetings will be held for interested participants to attend, please describe the venue, approximate number of attendees per event, and agendas for events.
If the electronic health record / Protected Health Information will be used to identify potential participants prior to obtaining consent, please complete the HIPAA Waiver section in the main application form.
Information about recruitment and what can and cannot be included in study advertisements is available on the IRB’s website. This includes, but is not limited to, the UConn Health logo, study PI name, study IRB number, goal(s) of the study, who is eligible, exactly what is involved in participation (e.g., number and length of study visits, duration of participation), data to be collected, payment for participation [if applicable], and name and contact information for inquiries about possible participation). 
All recruitment materials (advertisements, emails, letters, telephone scripts, in-person scripts, etc.) must be included in the IRB submission and approved prior to use.
[bookmark: _Toc226555944]Consent/Assent Procedures
Consent is a process that should occur in person when possible.  Describe the procedures for obtaining informed consent or parental permission and assent (e.g., of a child). If the procedures will differ (e.g., by the type of subject, by setting, etc.), describe this. 
If consent or parental permission or assent will not be sought for some or all subjects, indicate this here and provide justification.   If a waiver of consent or alteration to elements of consent will be requested (for example, to conduct eligibility screening, or to not include participants’ signature on the consent form if this is the only identifiable information being collected), indicate the type of waiver/alteration requested.  (Note: The applicable form to request the waiver/alteration must also be completed and attached to the submission and the details must be consistent with the protocol.) The IRB will determine whether the requirement for informed consent/parental permission/assent can be waived using the applicable regulatory criteria.
For exempt studies that involve intervention/interaction with subjects (e.g., surveys, educational activities) consent is not applicable under the regulations, but the IRB will likely require a consent process and information sheet that contains the basic elements of consent.  
When consent/parental permission will be obtained, the following should be addressed:
· Who will obtain consent (e.g., research assistants) and their qualifications or training to do so (Note: persons authorized to obtain consent must be listed on the application)
· How, when and where subjects will be approached for consent
· How, when and where the consent discussion will occur
· How potential participants’ privacy will be protected throughout the consent process (e.g., in a private setting)
· How consent will be documented (e.g., a signed Informed Consent Form; by e-consent)
· How potential participants’ understanding of the study and what is required of them if they consent to participate will be assessed
· The time allotted for potential participants to review the consent materials, ask any questions that they have, and consider participation (e.g., will they be able to bring the consent document home to review before signature?)
· The steps that will be taken to ensure that the individual doesn’t feel obligated or pressured to participate (e.g., an invitation to take as much time as needed to consider whether to consent and discuss with others prior to deciding whether to consent or not)  
· If research is related to a medical diagnosis, steps to ensure privacy is protected and researchers are sensitive to the timing of approaching subjects for participation related to a diagnosis. 
Studies Involving Children
If the study involves children, additional information should be provided to describe:
· How parental permission will be obtained.
· From how many parents will parental permission be obtained (e.g., one parent, both parents). Note that research involving more than minimal risk but possibly providing benefit to the child usually requires permission from only one parent, but if there is no benefit to the child the permission of two parents is likely to be required unless it is not feasible to obtain permission from more than one parent.
· Whether permission will be obtained from individuals other than parents (such as a legal guardian), and if so, who will be allowed to provide permission.  The process used to determine these individual's authority to consent for the child should be provided.
· Explain whether and how assent will be obtained from the child, and if not why, and how assent will be documented.
· If minors will turn 18 (or legal age per state or national laws) prior to the completion of their participation in the research, describe the process that will be used to obtain their legal consent to continue participation in the study once they reach that age of majority.  Indicate what will occur if consent is not obtained from the now-adult subjects, and why this will not be done.
Note: While assent is frequently documented using an assent form, this is not a regulatory requirement. Investigators should propose an assent process and procedure for documentation of assent that is appropriate and reasonable for the child participants.  An explanation of the study and what participation is involved should be provided to all potential child participants in terms that they are able to understand, and assent can be documented orally rather than by a signed assent form when this is appropriate to the children’s level of cognitive development (e.g., for preschool or early elementary school children or children with intellectual disabilities). For additional information, see HSPP policy 2011-008.3: Informed Consent – Assent. 
Studies Involving Individuals with Impaired Decision-making Capacity
Research involving adult subjects without the ability to provide consent or with impaired decision-making capacity should only be conducted when the aims of the research cannot reasonably be achieved without their participation. Regarding consent, additional information should be provided to the IRB:
· How capacity to provide consent will be evaluated, and if capacity may fluctuate during the research, how this will be assessed and managed.
· Whether consent will be sought from the subject or from a legally authorized representative (LAR).  If a LAR will be used:
· How their status as LAR will be confirmed.
· Whether and how assent of the subject will be sought and the provisions that will be taken promote the subject’s understanding and voluntariness.
Studies Involving Individuals whose Language or Preferred Language is not English
When consent will or may be sought from individuals whose language or preferred language is not English, investigators should plan on the translation of consent materials and other participant-facing materials, once the English language version of the materials are approved by the IRB. Translated materials must be approved by the IRB prior to being used. Unless the person obtaining consent is fluent in the potential subject’s language, an interpreter will be necessary to facilitate the consent discussion.
Describe the anticipated languages of the participant population (if applicable), plans for translation and for validation of translated materials (e.g., back translations, certified translations, translator/back translators’ qualifications), plans for interpretation, and any other steps that will be taken to ensure that potential participants understand the consent information and any ongoing study communications/materials.
All informed consent/parental permission/assent materials (forms, scripts, information sheets, etc.) must be included in the IRB submission and approved prior to use.
1.1.2. [bookmark: _Toc226555945]Electronic Informed Consent (eIC)
UConn Health distinguishes between electronic documentation of consent (i.e. participants provide their name, signature and date electronically instead of on paper) and electronic informed consent (eIC) and considers eIC to be ‘unattended’ consent (where the participant views consent materials without a discussion of the consent form with the study staff).  If proposing to utilize an e-consent platform the IRB must be given access to the platform to review the usability of the eIC materials; to ensure subjects may start and stop the process as needed and easily navigate forward and backward; and to review the accuracy of hyperlinks within the platform.  For eIC, there must be a mechanism in place for potential subjects to ask questions and get answers, subjects must be given the option of conducting the consent process in person with a paper form, and for FDA-regulated research, there must be a mechanism to verify that the electronic signature is that of the subject who will participate in the research or the subject's Legally Authorized Representative.  This verification should be considered for non-FDA regulated research also. 
If subjects will be consenting using an unattended electronic consent process, describe the platform that will be used and the nature of the electronic signature (e.g., participants will draw their name, type their name and date, click on an I agree button). The protocol must include a full explanation of the eIC process. Please see this joint OHRP/FDA guidance about eIC for more information. Note:  Use of eIC must be consistent with HSPP policy.  Approval of eIC is not appropriate for all research and subject to IRB approval.
[bookmark: _Toc226555946]Costs/Reimbursement
Incentive payments to research participants (see next section) are different from Costs/Reimbursement. In contrast to payments, reimbursement is provided to cover actual costs incurred by subjects as a result of participation (e.g., travel, parking, lodging, etc.).  Reimbursement offsets costs and may decrease financial risks associated with participation and in doing so may facilitate equitable selection of subjects.
Incentive payments should be managed separately from reimbursement whenever possible because the ethical considerations differ (as well as the potential tax implications).  
Please describe any costs that participants may or will incur as a result of their participation and any plans for reimbursement of these costs. Please include in the Data Management Section any personal information that will be required for reimbursement of subject costs (e.g., license plate numbers for parking, social security numbers for payment cards).
[bookmark: _Toc226555947]Compensation/Incentives
Payments to research participants are commonly proposed as an incentive for participation in recognition of the time, effort, inconveniences, and discomforts that participation in the proposed research may entail.  While incentive payments are common, there are ethical considerations that the IRB must consider.  For example, the amount, timing, and nature of payments may unduly influence potential subjects’ decision-making, influencing them to accept risks or discomforts that they otherwise would find unacceptable and interfering with truly voluntary informed consent.  Payment arrangements may also create issues with equitable selection of subjects, including the societal distribution of research risks and benefits and the generalizability of the research results. 
Investigators who wish to pay participants to incentivize their participation should:
· Describe the amount and schedule of all payments.
· Describe the justification or basis for payment. Such justification should substantiate that proposed payments are reasonable and commensurate with the time and inconveniences associated with study participation and do not constitute (or appear to constitute) undue pressure on the potential subject to volunteer for the research study. 
· Describe the method of payment and any associated information collected for respective forms of payment.
· Describe exactly what is required of participants in order to receive payment, and if payment is prorated based on types/amounts of participation how this is determined.
When research involves multiple visits or interactions, payment should be prorated and not be contingent upon the participant completing the entire study.  Further, any amount paid as a bonus for completion of the entire study should not be so great that it could unduly induce subjects to remain in the study when they otherwise would have withdrawn.  The inclusion of a table illustrating when payments will occur, and the associated amounts is helpful.
Note: In addition to the protocol, the consent form must describe the terms of payment including the amount and schedule of payments and any conditions under which subjects would receive partial payment (e.g., if they withdraw from the study before their participation is completed) or no payment. Additionally, the consent form should describe the method of payment and any information that will be needed for use of the payment method (e.g., name, address, SSN) and the circumstances that necessitate IRS reporting.
More information regarding payments can be found in HSPP Policy 2011-015.0 Recruitment and Payment. 
[bookmark: _Toc226555948]Withdrawal/Termination
Describe the procedures for participants’ withdrawal from research including the management of data and/or biospecimens collected prior to withdrawal. If the study includes an intervention for which withdrawal should be safely managed, describe the procedures for safe withdrawal of subjects. If participation may be terminated by the investigators without regard to participant consent, please describe the circumstances under which this may occur and how this will be managed. 
For additional information about withdrawal of consent, please see OHRP guidance “Withdrawal of Subjects from Research” or, when applicable, FDA’s guidance “Data Retention When Subjects Withdraw from FDA-Regulated Clinical Trials.”

[bookmark: _Toc226555949]Study Procedures
Describe the study procedures in the order they will occur including the time required for each.  For retrospective research projects (chart reviews), indicate if an ADS request will be submitted to Academic IT and/or if a manual chart extraction will be done. Describe who will be responsible for the procedures. Research must be conducted as approved by the IRB, so this section should be written carefully to minimize the likelihood of protocol deviations. If different groups will undergo different procedures, please describe this and consider inclusion of a table for clarity. 
Include a Study Schedule if the study involves more than one session with participants or if the study session(s) are prolonged. The Study Schedule should summarize what activities involving study participants will take place, when, where, and for how long.  Use allowable windows of time for each study visit/procedure when there is not a need for precision.
Additional Tips:
· Experimental procedures should be clearly identified as such. Any procedures that are taking place regardless of the research should be identified (e.g., procedures occurring for clinical care, or any other adjunctive program or procedures that occur concurrent with the research procedures but are not being delivered or tested as part of the research). 
· If different groups will undergo different procedures, please describe this and consider inclusion of a table for clarity.  
· If you will be following established lab standard operating procedures (SOPs) for a research procedure (e.g., phlebotomy) please reference and summarize the SOP. Alternatively, you can include a copy of the SOP in the Appendices section and reference it here.
· Include images of equipment (e.g., digital scanners/probes, EEG or EKG monitors) or diagrams of procedures or tasks (e.g., physical capacity tests that require sequential movements/actions by participants) as appropriate to enhance understanding. 
· When using electronic surveys, explain the measures that will be taken, if any, to protect the identities of participants including data security protections to support anonymous data collection, any mechanisms used to identify valid respondents (e.g., CAPTCHA) and data, or to limit the total number of respondents.
· If using photographs, audio, or video, explain whether it is optional for participants.
· If the study involves deception, explain the justification for deception, how subjects are deceived, plans for debriefing, and allowances for withdrawal.
· Include a detailed list or table of variables to be measured and the research questions they are being collected to answer. If a category of variables to be measured will be described, please provide examples (e.g., blood biomarkers of inflammation including cytokines such as interleukin-6 and interleukin-8).
[bookmark: _Toc226555950]Intervention
The use of the intervention must be fully described (e.g., clinical trial, Phase I, II or III study).  Describe the procedures involved in providing intervention(s) (including placebo or other control conditions such as wait-list controls), who (with what qualifications) will provide the intervention(s) and how fidelity and competency of delivery of intervention(s) will be monitored. Describe what participants will be required to do by the intervention(s) including during and in between study visits, and with what frequency and duration. Describe any intervention procedures that involve more than minimal risk or burden for participants.

Provide a description of known adverse events due to the intervention and the plan to deal with such adverse events (e.g., dose reduction, removal of device, removal from trial). 
[bookmark: _Toc226555951]Study Drug
Describe the treatment regimen for use of drugs, placebo, medical device, etc.  Include plans for test article accountability (i.e., receipt of the test article, storage, dispensing, destruction, reconciliation). This section should include information about all drugs (marketed or investigational) used in the course of the research.  Include the drug name, formulation, dosage form, doses, route of administration, schedule.  Include information about packaging, dispensing, labeling, storage and accountability procedures.  If any drugs will be used in an investigational manner this must be described.  Include an IND# if available and indicate who holds the IND. 
If using a marketed drug, indicate if the drug is used in accordance with its approved labeling.  If it is not, explain.
[bookmark: _Toc226555952]Study Device
This section should include information regarding the use of any marketed or investigational devices.  Indicate each marketed device being used in accordance with approved labeling.  Indicate whether an investigational device is being used (including a previously marketed device) being used in an investigational manner.  For each investigational device, indicate the following: 
· The name of the device
· Is the device diagnostic
· Is the device invasive or non-invasive (A noninvasive device is one that does not, by design or intention penetrate or pierce the skin or mucous membranes of the body, the ocular cavity, or the urethra; or enter the ear beyond the external auditory canal, the nose beyond the nares, the mouth beyond the pharynx, the anal canal beyond the rectum, or the vagina beyond the cervical os (21 CFR 812.3(k))
· whether the device by design or intention introduces energy into the subject
· if a diagnosis will be made with or using the device, will the diagnosis influence patient treatment or clinical management decisions without confirmation of the diagnosis by another medically established diagnostic product or procedure.
· Whether the device is significant risk -Class A (no data on safety), Significant Risk – Class B (some data on safety) or a non-significant risk device.
· For significant risk devices, provide the IDE# from FDA
· For 	non-significant risk devices, provide the rationale for this risk assessment. (Note: If any other reviewing IRB has disagreed with the sponsor’s risk assessment, the information must be attached to the IRB submission.)
· Where the device will be stored and plans for maintaining inventory of the investigational device
· How and by whom the device will be used
· Plans for return of devices to the sponsor
[bookmark: _Toc226555953]Stopping Rules
Describe any conditions that trigger a suspension or termination of the research (i.e., stopping rules) for the study.
[bookmark: _Toc226555954]Data Collection/Instruments
Describe the methods/tools/instruments for collecting data (e.g., screening tools, field notes, data collection forms, surveys/questionnaires, participant diaries/logs, focus groups (include themes/sample questions as an appendix), archival data, artifacts, photographs, recordings, wearable technology, etc.). As applicable, any questionnaires/tools that have not been validated should be identified as such.
Data collection should clearly correlate with the purpose, hypotheses, and objectives. The rationale for the collection of data that is not clearly relevant should be explained.
All participant-facing materials should be submitted for IRB review.  
[bookmark: _Toc226555955]Locations/Facilities
Describe the locations, facilities, on-line locations where research activities, including recruitment and consent, will take place. Include, as applicable, a description of relevant safety and security measures (e.g., access limitations, availability of emergency equipment/personnel, etc.). When using external facilities or spaces, please include documentation of permission for use of the facility/space.

[bookmark: _Toc226555956]Risks/Benefits
[bookmark: _Toc226555957]Risks
Describe the reasonably foreseeable risks, discomforts, or harms to participants and any secondary subjects (e.g., when data about family members or others is collected from research participants) and bystanders (e.g., when individuals may incidentally be recorded because of proximity to a participant). If the risks differ by participant group/cohort, describe for each group. 
Consider all forms of risk (e.g., physical, psychological, emotional, economic, social, insurability, legal, reputational, stigmas, employment-related, student-related, etc.). 
Additional Tips:
· All studies have at least some risk; the lowest categorization of risk is “no greater than minimal risk” (e.g., when breach of privacy or loss of confidentiality is the sole risk and the information collected is not likely to adversely affect the subject’s safety or welfare)
· Relevant published literature can provide relevant risk information.
· Risks may be to an individual or a class of individuals.
· Describe the anticipated (1) probability (with approximate percentages of affected individuals, if known), (2) seriousness, and (3) duration of each risk, discomfort, or potential harm (including physical, psychological, socioeconomic, privacy, or reputational types). 
[bookmark: _Toc226555958]Risk Mitigation
Describe the precautions that will be taken to minimize or mitigate risks. Mechanisms to reduce confidentiality risks should be addressed in the Data/Sample Management section. All other precautions/safety measures should be addressed here. 
If the precautions/safety measures differ by participant characteristics (e.g., age, gender, race/ethnicity, socioeconomic status) or for different study group/cohorts, describe for each. 
Standing safety protocols should be included whenever relevant. However, the IRB cannot a priori approve such protocols but must consider the applicability and adequacy of safety protocols in light of the risks and safety issues involved in each individual study. 
When data collection instruments, interviews, etc. involve topics that could be distressing or upsetting to recall or to consider disclosing, or ask about potential harm to self or others, the description of these potential risks should be clear in the protocol and consent forms. A plan should be provided for monitoring and mitigating participant distress during study participation or when protected health information or other identifying information is obtained or disclosed in the course of the research, and for providing appropriate assistance or resources should a participant experience distress related to their participation. When participant distress will not be monitored for, a rationale for not doing so should be provided and the consent form should state that no monitoring will occur so that participants know not to expect assistance should they find participation in the research to be distressing and that they should determine on their own whether to continue or withdraw from participation if they feel distressed. The protocol and consent form also should state that participants will have the option to not answer any question or to not engage in or complete any research task that they find distressing, unless it is a requirement of the research that some or all questions must be answered and tasks must completed in which case a justification for this requirement should be provided.
[bookmark: _Toc226555959][bookmark: _Hlk159415700]Training, Qualifications, Resources, and Study Oversight
Describe the plans for training of study personnel to ensure that they understand the research and their specific tasks and responsibilities.  Describe the type of training, and the plans for training of staff.
When the research involves procedures that require licensure, certification, or other specific expertise, explain who will be responsible (by role or name) and their qualifications or training to do so.
Describe the plans for supervision of study personnel, including any junior team members and students. When study personnel have tasks that must be completed following specific procedures and timelines the supervision plan should explain how this will be monitored and how corrective actions will be taken if deviations from the procedures/timeline are identified.
Describe the plans for oversight of the research, including how fidelity to the research protocol will be monitored/assessed and corrective actions taken if problems with fidelity are identified.
When the research involves tasks, experiments, or procedures that have the potential for physical, psychological, or other harms, explain how these risks will be monitored and by whom (identified by role or name) and their qualifications to assess and respond to risks/harms. As applicable, describe the availability and proximity of emergency equipment, treatment or supportive resources, and any other relevant information.
When the research involves clinical monitoring or safety assessments, explain who will be responsible (by role or name) and their qualifications to assess and respond to any concerns that arise.
When the research involves communities, populations, or settings that require knowledge of and sensitivity to norms, culture, local context, requirements, etc. explain the relevant expertise of the research team and any measures to support the safe and ethical conduct of the research (e.g., local collaborator, consultants, community consultation, community advisory board, local ethics review, etc.).
Describe the resources needed for the research, from where the resources will be obtained, and whether or not a budget workbook needs to be completed.  If hospital resources (e.g., services, space, equipment) will be used, include a description and attach the signed Confirmation of Clinical Resources Form from the IRB website to the IRB application.
[bookmark: _Toc226555960]Data and Safety Monitoring
A plan to monitor data integrity and participant safety purposes should be included for any research that presents more than minimal risk (Minimal risk means that the probability and magnitude of harm 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.)
The IRB will generally require that a data and safety monitoring board (DSMB) or independent monitor be in place for moderate to high risk studies.  The DSMB or independent monitor may be internal or constituted by the sponsor.  In determining whether an internal board or independent monitor is required the IRB will take into consideration the length of the study, the number of subjects to be enrolled in the study, overall subject exposure and other mechanisms for monitoring already in place, e.g. adverse event reporting requirements, access to information from safety divisions etc.   
However, the IRB may require a data and safety monitoring plan as a requirement for approval for any research. If uncertain whether a data safety monitoring plan should be provided, please refer to the IRIS application, application checklist or consult with the IRB office.  The data and safety monitoring plan can be summarized here and outlined in a completed Appendix B attached to the IRB submission. 
Travel.State.Gov has a searchable database that provides information about foreign destinations that may be helpful in identifying potential risks for international research.
Safety monitoring is particularly important in research that involves populations or subject matter that might result in participant harms or discomforts such as reputational harm, aggressions by others, or legal consequences, as a result of sociopolitical, political, or other contexts or circumstances. For example, research that includes data about men who have sex with men in a jurisdiction where this is considered illegal, research that gathers information about reproductive care in jurisdictions where this might open participants up to civil or criminal liability, or research that gathers opinions on polarized current events. Other examples include research that indicates the presence of potentially life-threatening conditions such as suicidal ideation, abuse, or family violence.
Data and safety monitoring plans (DSMPs) should address the procedures for safety monitoring, reporting of unanticipated problems, descriptions of interim data reviews, and the plan for determining whether data integrity and participant safety are sufficiently protected to permit the continuation of the research and providing the DSMP findings to the IRB. 
Data and safety monitoring may be performed by a researcher individually or with members of the research team, a medical monitor, a safety monitoring committee, or other means.  See Application Appendix B (DSMP/B template) on the IRB website under forms.
If a detailed DSMP  has already been developed by the sponsor, or for the purposes of a grant or funding application, please briefly summarize the plan here and include a copy of the detailed DSMP with your application. *A Data Safety and Monitoring Plan (DSMP) should not be confused with a Data Management and Sharing (DMS) Plan required by NIH.
Additional Tips:
· Monitoring should be commensurate with the nature, complexity, and risks of the research
· Monitoring should be timely, and frequency should be commensurate with risk (e.g., instruments that gather information indicative of possible immediate risk need to be monitored and addressed in a timely manner)
· For low-risk studies, continuous, close monitoring by the study investigator or an independent party may be an adequate and appropriate format for monitoring, with prompt reporting of serious problems to the IRB, sponsor, and regulatory bodies  (see HSPP policy ).
· For greater than minimal risk studies that do not include a plan for monitoring by a Data Safety Monitoring Board (DSMB) or Data Monitoring Committee (DMC), and that are blinded, multi-site, involve vulnerable populations, or involve high-risk interventions or procedures, a more rigorous plan for DSM should be provided. Such DSM plans should specify:
· The entity or person(s) who will perform the monitoring, and the independence or affiliation that the entity or person(s) has with the sponsor or investigator.
· The safety information that will be collected and monitored, including serious adverse events and unanticipated problems. 
· The frequency or periodicity of review of safety data. 
· The procedures for analysis and interpretation of the data. 
· The procedures for review of scientific literature and data from other sources that may inform the safety or conduct of the study. 
· The conditions that trigger a suspension or termination of the research (i.e., stopping rules), when appropriate. 
· The procedures for reporting findings to the IRB, including a summary description of what information, or the types of information, that will be provided.
[bookmark: _Toc226555961]Benefits
Describe anticipated benefits to the individual participants.  
If individual participants may not benefit directly, state so. Research does not have to provide direct benefit to participants to be approvable.  Do not include compensation as a benefit, as this is an incentive, not a benefit.
​​Describe anticipated benefits to society in the future as a result of the research (i.e., added knowledge to the field of study) or a specific class of individuals (e.g., people with a condition, students, etc.).​  Research that does not directly benefit participants must benefit society in order to be approved by the IRB, based on the ethical principle of beneficence (i.e., research must always provide some benefit in order to justify the risks and costs that participants incur). 
If research or test results will be provided to participants, identify which results, and explain who will provide the results and procedures to help participants understand the results. When test results are not diagnostic (e.g., not definitive due to uncertainty as to the validity of the test results for clinical purposes, or not performed in a CLIA-certified lab, or not performed by a clinical diagnostic center or team or according to validated clinical SOPs) the decision about whether to provide results individually to participants should be made with consideration of the limitations on the diagnostic accuracy of the results and the risk of providing inaccurate clinical information.  Consideration should always be given to any risks associated with sharing results.

[bookmark: _Toc226555962]Data Security & Confidentiality
Study personnel must be aware of and comply with relevant IRB policies and institutional policies and standards for data security.  Institutional data security standards, inclusive of standards for use of encryption, must be followed unless approval from Information Technology (IT) to deviate from Institutional standards is obtained.  Contact IT Security with questions (860) 679-2295, itsecurity@uchc.edu   Check all ways in which the confidentiality of the subjects' data will be protected during the course of the study, inclusive of activities related to screening, recruiting and/or determining eligibility.
[bookmark: _Toc226555897][bookmark: _Toc226555963][bookmark: _Toc226555964]Identifiable Data
Describe the information to be used or collected for the research, including: 
· all identifiers that will be used or collected during any phase of the research, including identifiers that will be collected for payment purposes (e.g., Greenphire ClinCards).
· Names, email address, social security numbers, telephone/fax numbers, vehicle identifiers and serial #s including license plate numbers, device identifiers and serial numbers, IP address, URLs, medical record numbers, health plan beneficiary numbers, account numbers, certificate/license numbers, full face photographs and/or comparable images, biometric identifiers including voice/finger prints, all elements of dates (e.g., participant’s birthday or dates of medical procedures or hospitalizations) except year, ages over 89, geographic locations including street address, city, county, zip code, other unique identifying number, geolocation data.
· whether the study will collect identifiable private information for which the identity is or may be readily ascertained or associated with the information
· Describe any individually identifiable protected  health information, including demographic data that relates to the individuals past, present or future physical or mental health or condition, the provision of healthcare to the individual, or the past, present or future payment for the provision of health care, or that identifies the individual or for which there is a reasonable basis to believe it can be used to identify the individual.
· If data will be collected from the electronic health record, provide the details of that data- including the specific source, how it will be obtained, and what identifiers will be included with that data. Note:  Epic Care Everywhere data is not allowed to be used for research.
[bookmark: _Toc226555965]FERPA / PPRA Information  
Describe any Family Educational Rights and Privacy Act (FERPA) protected data  or artifacts (e.g., student performance, homework, classroom work) and include the specific FERPA-covered variables used for the research.

Describe any data that is protected under the Protection of Pupil Rights Amendment (PPRA).  Identify the specific PPRA protected areas that the research involves.
[bookmark: _Toc226555966]Sensitive Information  
Describe any information that could reasonably place participants at risk of criminal or civil liability or be damaging to a participant’s reputation, employability, educational advancement, financial standing. This includes information that could result in stigmatization and subject matter that is polarizing.
Explain what information is sensitive and the steps taken to minimize the risks associated with the collection of sensitive information.
[bookmark: _Toc226555967]Data about Other Individuals
Describe any data that will be collected or recorded about individuals other than the research participants themselves (e.g., family members, co-workers, bystanders).
[bookmark: _Toc226555968]Data from Other Institutions
Describe any data that will be collected or recorded from institutions other than UConn Health.  This includes collaborating and non-collaborating institutions. Describe what data will be used and how the data will be obtained.   Note: Epic Care Everywhere data cannot be used for research purposes.  
[bookmark: _Toc226555969]Mobile Apps
If data will be collected using a mobile app, the protocol must include the following details: 
· Name of the app
· Indicate if the app was created by a member of the research team
· If not developed by the researcher, indicate whether the app is being used as intended and consistent with the terms of service.  If not, explain.
· Describe what device(s) will be used to access the app (e.g., participants’ personal phones; study-provided phones; researcher’s designated phone, device or phone line; researcher’s personal device)  Note: use of personal devices is discouraged and will be considered on a case by case basis.
· Indicate if personal data will be stored on the devices for any interval of time, and if so, provide details about what data and how long it will be stored.
· Indicate whether the app will be able to access other functionality, such as location, contacts, notifications, microphone, camera etc.
· Indicate whether participants will be asked to remove the app from their phone when no longer required for the research
· Provide any additional relevant information.
[bookmark: _Toc226555970]Web-based Electronic Data Collection Software / Surveys / Tools
Provide details regarding the use of web-based electronic data collection. 
· If the study includes the use of survey panels (platforms with pre-vetted panels of participants), such as Prolific, Qualtrics Online Panels, provide the name of the survey panel and any information relevant to participant confidentiality (e.g., terms prohibiting collection of identifiers) and data security.
· If an Application Program Interface (API) will be used to collect data, provide the following information about the API: 
· Name of API
· Data to be collected with the API
· Indicate whether it will be possible to identify or associate the data with a specific individual; if so, provide justification.
· Indicate whether data will be collected from or about secondary participants (individuals other than the subjects of the research, such as family members, household members, etc), and, if so, explain.
· Indicate whether anonymize functionality will be used
Note: Consent materials should disclose the use of the PAI and the data to be accessed and collected.
· Indicate whether the study will use UConn Health licensed platforms to host the survey/data collection tool, and describe (such as Qualitrics, RedCap). 
· If using non-UCHC licensed platforms, 
· provide the name of the site hosting the survey/tool
· describe whether the technology allows for explicit exclusion of the collection of IP addresses or geolocation data
· if yes, indicate whether anonymize functionality will be used
· if collecting data from minors, does this comply with the Children’s Online Privacy Protection Act (COPPA)?
[bookmark: _Toc226555971]Wearable Devices
If data will be collected using wearable devices, include the following information: 
· Name of the wearable device
· If the device is provided by the participant or the researcher
· If the device is registered by the participant or the researcher
· What data will be collected from the wearable device
· How is the data stored / transmitted
· Will the device collect identifying information, and if yes, explain
· Explain safeguards to protect confidentiality of data collected by the wearable device to ensure the data is under the research team’s control and that third parties do not have access to it
· Any additional relevant information.
[bookmark: _Toc226555972]Mobile Devices
If data will be collected using mobile devices, describe and include the following information: 
· Name of the mobile device
· If the device is provided by the participant or the researcher
· If the device is registered by the participant or the researcher
· What sensor data does the mobile device collect (e.g., camera, accelerometer, gyroscope)
· Indicate whether the mobile device be used to collect GPS location. If yes, explain. If not, indicate whether participants will be told how to deactivate location services when using the device
· Explain safeguards to protect confidentiality of data collected by the mobile device to ensure that the data is under the research team’s control and that third parties doe not have access to it.
· Explain what safeguards are in place to limit the collection of information about who are not the intended subjects of the research (secondary subjects)
· Provide any additional relevant information
[bookmark: _Toc226555973]Artificial Intelligence
In this section, describe the use of artificial intelligence (AI) (e.g., machine learning, deep learning, large language models) in the research or research analysis. Note: If participant data will be processed by AI, this should be disclosed in the consent materials. The disclosure should specify whether the data includes identifiable information and whether the platform or tool will use participant information for additional purposes (e.g., model training). When a publicly available privacy statement, terms of use, or other documentation addressing confidentiality and data use exists, a link should be provided.
If AI will be used, the protocol must include the following information: 
· Describe the use of AI in the research
· Provide the name and version of the AI tool or model that will be used (when applicable)
· If using an established AI tool that is not the focus of the research but will be used to support the study’s execution (e.g., using AI transcription tools to transcribe recorded interviews)
· Indicate whether the AI is licensed by UConn Health and being used with UConn Health credentials (e.g., UCHC Copilot)
· Indicate whether the AI tool is an alternative to UConn Health licensed tools and whether the platform has been cleared for use by UConn Health / IT Security.
· If developing AI, indicate if participant data will be used for AI proof of concept work (e.g., developing, training, validating or testing a model)
· Describe the expertise of the research team to conduct this work and any guiding frameworks or principles that will be followed (e.g., OECD AI Principles, Good Machine Learning Practice Guiding Principles):     
· If evaluating AI,  (e.g., AI will be deployed in the research for the purpose of evaluating its use in real-world situations, indicate whether the AI tool / platform has been cleared for use by UConn Health / IT Security.   
· Indicate whether the data may be used for other purposes
· Describe any provisions or terms related to data protection
· Indicate if AI will have access to any of the following, and if so, explain why it is necessary for AI to have access to this information and whether participants will provide explicit consent for sharing that information with the AI
· Protected data (e.g. PHI, FERPA protected info, Certificate of Confidentiality (CoC) protected data)
· Sensitive data (i.e., information that could reasonably place participants at risk of criminal or civil liability or be damaging to a participant’s reputation, employability, educational advancement, financial standing. This includes information that could result in stigmatization and subject matter that is polarizing.)
· Individually identifiable data (if the data includes identifiers or if the identity of participants could reasonably be ascertained from the data that the AI will have access to)
· Indicate if AI will make decisions or recommendations for participants or the research team, and categorize the type of decision making: 
· AI is used to help inform human decisions
· AI drives decisions with human oversight
· AI is fully autonomous (i.e., no human oversight)
· If AI is making decisions or recommendations, provide more information about the areas of the research where decisions will be made by AI and describe the potential risks and steps to minimize those risks.
· If AI is being used for analytic purposes, address any risks or limitations associated with its use (e.g., potential errors or biases) and how these will be managed.
· Provide any additional relevant information

[bookmark: _Toc226555974]Video Conferencing, Audio / Video Recording, Photographic Images
In this section, describe the use of audio or video recording, video conferencing or photographic images.  
Note: Connecticut has state laws regarding recording and consent that must be taken into consideration under certain circumstances (e.g., recording phone conversations, recording in settings where bystanders phone or other conversations may end up being recorded, recording private, protected information, etc.). Other states/jurisdictions may also have laws or requirements that may need to be taken into consideration. Investigators should familiarize themselves with local context considerations for their specific study. Consultation with the Privacy Office prior to submission to the IRB is encouraged.
If using video conferencing, provide the following information:
· Identify what platform(s) will be used (Generally, researchers should use a UConn Health licensed platform or a collaborator’s platform that is licensed through their institution, e.g., WebEx, Teams.)
· Indicate whether data from videoconferencing be recorded? Note: some platforms automatically make a copy of the recording available to everyone in attendance. Be conscious of this in your security planning.
· Indicate whether recordings will be transcribed.  If so, provide the name of the transcription service and information about their confidentiality standards, including whether data may be used for other purposes Note: If transcription involves the use of AI, the AI section must be completed
· Explain the timing between recording and transcription and destruction of recordings and whether the transcriptions will include identifying information, be fully de-identified, or de-identified with a linking code.
If using audio recording, video recording or photographs provide the following information:
· What device(s) or platform(s) will be used for recording.  Use of personal devices is discouraged but may be considered on a case by case basis when circumstances may warrant such use
· Where will the recording take place (e.g., private room, lab, public settings) and the steps that will be taken to protect the privacy interests of participants and any bystanders who may incidentally be captured. Please see note below.
· Whether the recordings will be transcribed, the timing between taping, transcription, and destruction of recordings
· When photos or audio or video data will be retained, any steps that will be taken to protect participant identities (e.g., blurring)
· Where photos or audio or video data will be stored, how they will be secured, who will have access, and how long it is anticipated that these records will be retained 
· Indicate whether recordings will be transcribed.  If so, provide the name of the transcription service and information about their confidentiality standards, including whether data may be used for other purposes Note: If transcription involves the use of AI, the AI section must be completed
· Explain the timing between recording and transcription and destruction of recordings and whether the transcriptions will include identifying information, be fully de-identified, or de-identified with a linking code.
If obtaining photographs, or using another method to record images describe the method (e.g., study cell phone, lab camera, etc.) Use of personal devices is discouraged but may be considered on a case-by-case basis when circumstances may warrant such use.
For studies with photographs, audiotapes, or videotapes that will be retained rather than destroyed, describe any steps that be taken to protect participant identities (e.g., blurring, distortion).
For studies that involve photography or recording in public settings or other settings where bystanders may incidentally be captured, explain the steps that will be taken to protect the privacy interests of bystanders.

[bookmark: _Toc226555975]Text Messaging
For studies that involve text messaging provide the following information.  Note:  When using messaging software such as Whatsapp, Facebook, or others, the privacy parameters must be described in the consent form.
· Indicate whether current text messaging applications on the device will be used or a separate application will be downloaded (e.g., Whatsapp, etc).  NOTE: If a separate mobile app will be downloaded, the section on Mobile Apps must be completed.
· Explain what device will be used by the participant for texting  (e.g., participant’s personal phone, research providing device)
· Explain what device will be used by the researcher to text participants, e.g., will this be a phone designated specifically for the research, or the researcher’s personal phone (Note: Use of personal devices is discouraged but may be considered on a case-by-case basis when circumstances may warrant such use.)
· Describe the content of the messages.  If limited to appointment reminders, state this, otherwise, describe the content of the messages.
· Indicate whether text messaging communication is one-way (research team to subject only) or two-way (subject can also text the research team)
· Provide any additional information
[bookmark: _Toc226555976]Hard copy / Paper Data 
When study data, inclusive of consent, will be recorded on paper (e.g., surveys, data collection forms), provide the following information.
Indicate whether data collection forms, surveys, etc will include identifiable information.  Indicate whether the documents will be labeled with an ID number/code or pseudonym, and how a master list linking the ID to the participant’s identity will we created and maintained securely and separately from all other study data and forms.  
When consent and HIPAA authorization are documented on hard copy/paper documents, provide the following information: 
· Indicate where signed, paper consent/HIPAA documents will be stored.  Note: Consent/HIPAA forms should be stored separately from all other study data and forms to ensure data confidentiality and participant privacy and should not be labeled with a subject ID code or pseudonym.
· Describe how consent/HIPAA forms will be secured (e.g., in a locked file and office separate from all other study data) and who will have access to them
[bookmark: _Toc226555977]Transmission/Processing/Storage of Research Data
Describe where and how the transmission, processing, and storage of data will take place for all aspects of the research (e.g., mobile apps, electronic surveys, wearable devices, recordings and images, transcriptions, text messages, etc.).  NOTE: The consent form should disclose the management of participant information.
If data from the research will be placed in the electronic health record, this must be explained including what information will be included.  Note:  participants must be informed in the informed consent form if information about the study or collected by the study about them will be added to their electronic health record.
[bookmark: _Toc226555978]Servers
If using a server, provide information about the server location (e.g., UConn Health IT managed server, etc).  
[bookmark: _Toc226555979]Cloud Service
Describe cloud file storage (e.g., RedCap, Office 365, etc).
1.1.3. [bookmark: _Toc226555980]RedCap
Indicate whether REDCap will be used to transmit and store data.  Note: data (including consent forms) must be removed from REDCap when a study is closed with the IRB. If you need to maintain access to the data after study closure (e.g., due to record retention requirements, retention for possible future research use), please indicate how the data will be securely transferred and where it will be maintained.
1.1.4. [bookmark: _Toc226555981]MSOffice / Office 365 Products
Describe Office 365 products to be used (e.g., OneDrive, SharePoint).  Note: When faculty/staff/students separate from UConn Health, OneDrive files will no longer be available.  Researchers should plan for file storage that maintains records in compliance with retention requirements. 
[bookmark: _Toc226555982]Computers / Devices
Indicate any computers (laptops, desktops) or devices (tablets, mobile devices, etc.) used to access or work with data (e.g., analytic programs, transcription software, AI).  Use of personal devices is discouraged but may be considered on a case-by-case basis when circumstances may warrant such use.  NOTE: Identifiable private information, including Protected Health Information (PHI), and confidential data may not be stored on personal devices.
Describe plans for storage of data on an external device. If any data will be permanently or temporarily stored/transferred by an external device, (e.g., portable external hard drive, USB flash drive, desktop computer or laptop computer) please provide the following information for each device to be used:
· Describe the type of device
· Indicate whether the device is encrypted
· Is the storage permanent or temporary on this device
· Where will the device be kept when not in use
· How is the device physically secured when not in use
· Is sensitive data stored on the device
· Is identifiable data stored on the device (including coded data)
· Provide a rationale for using an external storage device instead of or in addition to a server or cloud storage option
[bookmark: _Toc226555917][bookmark: _Toc226555983][bookmark: _Toc226555984]  Data Management, Protection, and Record Keeping
The Principal Investigator is responsible for all aspects of the research, including the collection, transmission, sharing, storage, backup, and security of research data.  For the purposes of this section, data refers to information, materials, artifacts, specimens, records, participant materials, etc. gathered/collected for the purposes of the research, not only the analytic data.  
In this section, describe the provisions to maintain the confidentiality of the data, inclusive of data collected during any screening activities. Note, confidentiality refers to the information collected from/about the individual.  This section will also address who will have access to data/samples collected for the research and any plans for sharing data/samples.  If a Certificate of Confidentiality has been or will be obtained for the research indicate so in this section.
Please note that federal research regulations require that research records are maintained for at least 3 years after completion of the research. However, other requirements (HIPAA, FDA, the terms of a grant or contract, publishers, etc.) may stipulate longer retention periods. Investigators are responsible for knowing and complying with the requirements that are applicable to their research.
· Where data will be stored and how data will be secured
· Whether the data will be coded or pseudonymized 
· Describe who will have access to research data (either by role or by name) and how access will be managed (e.g., will only certain members of the research team have access to data, consent forms, linking key) 
· Describe if electronic data will be password protected and who will have access to the password
· Whether a master list/ key linking data to identifiers will be maintained, provide the following information:
· How it will be maintained separately from the data
· How it will be secured
· How long it is anticipated that the key will be retained (Note: Under certain circumstances there may be a long-term requirement to maintain the master list/key.  For example, NIH requires that a master list/key is retained when Genomic Data subject to the NIH GDS Policy is submitted to a data repository so that a participant’s data can be removed if they withdraw their consent for future research using the data.)
· How long it is anticipated that the data will be retained. 
· Where consent forms and other identifiable records will be stored, how they will be secured, who will have access, and how long it is anticipated that these records will be retained
· When subjects will be reimbursed or compensated, and private information must be gathered for those purposes (e.g., license plate numbers for parking, social security numbers for payment, information to enable bank transfers, etc.), please describe who will have access to this information, how it will be secured, how long it will be retained and any other pertinent information.
· Data/Sample Sharing – If potentially identifiable data/samples will be shared with collaborators, sponsors, or other third parties, please describe the purpose of the data sharing, how the data will be shared, how the data will be secured, and any additional measures that will be taken to protect the confidentiality of the data/samples (e.g., data use agreement outlining the conditions of data use and the obligations of the data recipient).
· Repositories – if data/samples will be deposited into a repository for potential future research use, provide the following information:
· Identify the repository
· Identify the type of data/samples that will be transferred
· Indicate whether the transferred data/specimens are potentially identifiable, whether the data/samples will be coded or pseudonymized, whether a linking key will be retained (Note: Some repositories (e.g., dbGaP) require maintenance of a key so that data may be withdrawn in the event a participant withdraws consent for data sharing)?     
· indicate whether subjects will be able to request that their data/samples are withdrawn. 
NOTE:  consent for future research use of data/specimens should be presented as an opt-in in the consent form unless future research use is intrinsic to the research (e.g., the protocol is for the purpose of establishing a repository or registry).
· Who is able to access/use repository data (e.g., public, controlled, restricted) – explain
· If the study has a data management and sharing plan, the plan must be included in the IRB submission.

[bookmark: _Toc226555985]Dissemination
Describe the plans for dissemination of research results (e.g., publications, presentations). For community-engaged research and other research where the results would be meaningful for individuals, groups, or communities, please describe your plans for dissemination of results to these stakeholders.
[bookmark: _Toc226555986]Additional Considerations
[bookmark: _Toc226555987][bookmark: _Hlk158728401][bookmark: _Hlk158715833]Community-Based Research
Indicate NA or delete this section if not applicable to your research.
Community-Based Research (CBR) is research that is based in a community and conducted in collaboration with members of that community.  The most significant community involvement is in Community-Based Participatory Research (CBPR) in which academic researchers and members of the community equitably partner in the research process. CBPR begins with a research topic of importance to the community and community members are involved in the design and implementation of the research, and the sharing of findings with the community as appropriate.
Use this section to describe:
· The community that is involved in the research and why/how they were selected.
· How the community is involved with the research (e.g., what aspects of the research).
· How the researchers (and who) will interact with the community.
· If community permissions or reviews are required, what they are and how you plan to meet the requirements.
· Any vulnerabilities that need to be considered and how they will be managed.  
· Any potential benefits and risks of the research for the community as a whole. 
· Plans for sharing findings with the community and any plans for supporting ongoing access to programs, services, or resources that have proven beneficial. 
· Any plans for involving the community in the broader dissemination of findings.
When community members will be involved in the implementation of the research explain: 
· Who among the community will be involved and how.
· How they will be trained for their study responsibilities.
· How their activities will be overseen to ensure fidelity. 
· If community members will be involved in recruitment and consent, explain any steps being taken to support participation in research being truly voluntary (e.g., to manage peer influence, community leader influence). 
· If the involved community members will also be research participants, explain the activities that they will be involved in (e.g., surveys, focus groups, advisory board)
· For human subject protections training, please explain If an alternative to full CITI training is being proposed (e.g., limited modules, alternative method of training).
[bookmark: _Toc226555988]Multi-Site Research
Indicate NA or delete this section if not applicable to your research.
If this research is being implemented at additional universities/sites, please indicate the sites and what aspects of the research they will be involved with (e.g., implementing the protocol, analysis of data (include whether the data is identifiable, de-identified or coded).
If you are the lead investigator or UConn Health is the coordinating/lead site: 
Describe plans for oversight of research activities at other sites, including, as applicable:
· Verification of external site approvals and permissions, as applicable (including IRB if the collaborator’s local IRB is also providing oversight).
· How training on the protocol and study responsibilities will be managed.
· How fidelity will be ensured over the duration of the research.
Describe plans for communication of important information among sites, such as:
· Amendments to the protocol including the status of IRB approval.
· Information needed for continuing reviews.
· Information needed for IRB reporting (e.g., unanticipated problems, deviations, other reportable information/events).
· Safety information.
· Interim analyses.
[bookmark: _Toc226555989]Other Relevant Information
Please use this section to provide any other relevant information regarding the proposed research that is not captured in other sections. Various funding entities may impose further requirements with which investigators must comply (e.g. the National Institute of Health, Department of Defense, Environmental Protection Agency, Department of Energy, National Institute of Justice, Federal Bureau of Prisons).  
This section can be deleted if there is no additional information to provide.
[bookmark: _Toc226555990]References
Please use this section to provide key citations that are relevant to the research. Including any references relative to the rationale for the study, prior experience building to this study, and references to support the risk profile and safety measures.
[bookmark: _Toc226555991]Appendices
Please use this section to append any materials that are relevant to the conduct of this study.  For example, relevant lab SOPs, etc. Recruitment materials, screening checklists, data collection forms are to be separately uploaded within the IRB submission form.
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