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Complete Research Protocol (HRP-503)
NOTE: If it is a retrospective medical chart/medical record review ONLY, use the HRP-503R 
1.0 	Basic Study Information
	Protocol Title 
	

	PI Name
	

	PI Department
	

	Protocol version #/date
	


[bookmark: studydesign]2.0	Study Elements
2.1	Check ALL that apply to your research:
☐ Surveys, Interviews, focus groups
☐ School-based educational research
☐ Physical intervention (e.g. exercise, physical therapy)	
☐ Behavioral intervention (e.g. cognitive-behavioral therapy)
☐ Medical chart/record review with Protected Health Information
☐ Specimen (blood, nails, tartar, saliva, urine, etc.) and data collection only
☐ Drug or Device Intervention
☐ Quality Improvement 
☐ Secondary Data Analysis (Biomedical, Clinical, Educational, etc.)
☐ Computational Data Analysis (e.g. AI, machine-learning, algorithms, modeling)
☐ DNA/Genetic Testing
	


☐ Other: 
2.2	Are you seeking a non-human subjects research determination?
NOTE: 📎If your study only involves deidentified data analysis without access to any identifiers, upload a HRP-613-HIPAA-Certificate of Deidentification with your submission.
		☐ No 
		☐ Yes
2.3	Is this study FDA regulated? 
NOTE: See HRP-001- SOP: Definitions; Section 3.33, HRP-306-Worksheet: Drugs and Biologics, and HRP-307-Worksheet: Devices for reference. More information is available at https://irbo.nih.gov/fda-regulated-research/ 
		☐ No
		☐ Yes
2.4	Does this study have an intentional international (outside the United States) component, involving participants/data/sites?
	
		☐ No
		☐ Yes
3.0	Vulnerable Populations
[bookmark: _Hlk177115166]3.1 	Select all vulnerable populations that will be included in your study. 
NOTE: The participant’s Vulnerable Populations status must be known to the study team. If participation of a particular population is not known, then the vulnerable population box does not need to be checked (e.g., pregnant women may occur in a records review if the pregnancy status of individuals is not known).
📎IMPORTANT: If you are including any of the below vulnerable populations, complete the “HRP-514_Vulnerable Populations Supplement”, located in the ‘Templates’ section of the Click Library and upload it to the ‘Basic Study Information’ smart-form page of your Click submission under “Attach the protocol”. 
☐ We are not enrolling any vulnerable populations  Skip to 3.2
☐ Children (persons who have not attained the legal age for consent to treatments or procedures)
☐ Adults unable to consent/cognitively impaired adults
☐ Pregnant women 
☐ Neonates of uncertain viability
☐ Non-viable neonates
☐ Prisoners
3.2	Select all potentially vulnerable populations below.
	Consider if other populations such as students, employees of a specific firm, educationally or economically disadvantaged persons, or others are vulnerable.  Provide information regarding their safeguards and protections, including safeguards to eliminate coercion or undue influence.
		☐ We are not enrolling any potentially vulnerable populations  Skip to 4.0
	
	Population
	Safeguards

	☐	Students
	Consent will state that participation or non-participation in study will have no impact on grades. No results or data from the study will impact any grades.

	☐	Employees
	Consent will state that participation or non-participation in study will have no impact on employment. No results or data from the study will impact employment.

	☐
	Economically-disadvantaged
	

	☐	Participants unable to read 
	

	☐	Other populations not already listed in 3.1 and 3.2 (Describe)
	


[bookmark: Repository]4.0	Research Repository
Indicate where the research files will be kept, including after the study is closed. The repository should include, at minimum, copies of IRB correspondence (i.e. approval, determination letters, etc.) and signed consent forms (when applicable).
NOTE: This does not refer to where study data is kept/stored.
	Location
	

	Address
	

	Department	
	


[bookmark: Abbre]5.0	Study Specific Abbreviations/Definitions
	Abbreviations/Word
	Definition

	
	

	
	

	
	


[bookmark: outside]6.0 	Research being conducted outside of UB and its affiliates  
NOTE: This does not refer to Multi-Site Research (see section 7.0 Multi-Site Research).
6.1	Will the research be conducted outside of UB and its affiliates? 
NOTE: This question refers to UB-affiliated research taking place outside of UB and its affiliates. UB-affiliated institutions include Kaleida Health, ECMC, UBMD and Roswell Park Cancer Institute. 
☐ No  This research is not taking place outside UB Campus Facilities, Kaleida Health, ECMC, UBMD and Roswell Park Cancer Institute  Go to 7.0
☐ Yes  Describe the following:
· Site-specific regulations or customs affecting the research
· Local scientific and ethical review structure
	


[bookmark: Multi]7.0	Multi-Site Research
7.1	Is this an investigator-initiated multi-site study?
NOTE: From HRP-001-SOP: Definitions; Section 3.25; A Multi-Site Study is a study in which two or more institutions coordinate, with each institution completing all research activities outlined in a specific protocol.
☐ No  Skip to 8.0
[bookmark: _Hlk177025693][bookmark: _Hlk176958571]☐ Yes  📎Complete the “HRP-510_Multi-Site Supplement”, located in the ‘Templates’ section of the Click Library and upload it to the ‘Basic Study Information’ smart-form page of your Click submission under “Attach the protocol”.
[bookmark: Objectives]8.0	Objectives/Hypothesis
8.1	Describe the purpose, specific aims, hypothesis, and/or objectives of this research:
	


[bookmark: intervention]9.0	Study Interventions
9.1	Does the study involve a non-drug/device intervention (e.g. Physical, behavioral or educational interventions)?
☐ No  Skip to 9.2
		☐ Yes  Briefly describe the intervention below:
	


 	9.2	Does the study involve a drug/device intervention?
☐ No  Skip to 10.0
☐ Yes 📎Complete the “HRP-509_Drug and Device Supplement”, located in the ‘Templates’ section of the Click Library and upload it to the ‘Basic Study Information’ smart-form page of your Click submission under “Attach the protocol”.
[bookmark: Local]10.0	Local Number of Subjects/Charts
	10.1	How many subjects will be enrolled/charts will be reviewed locally?
NOTE: If this is a multi-site study, also indicate the total number of subjects/charts included in your answer.
	


[bookmark: Timelines]11.0	Study Timelines
11.1	What is the anticipated duration needed to enroll all study subjects/review all charts/collect all data?
	


11.2	What is the duration of an individual subject’s participation in the study? Include length of study visits, and overall study follow-up time.
	


11.3	What is the estimated duration for the investigators to complete this study (i.e. all data is collected and all analyses have been completed)?
	


[bookmark: Inclusion]12.0	Inclusion and Exclusion Criteria 
12.1	Describe the criteria that define who will be included in your final study sample. 
If you are also reviewing charts, include the date range of the charts/records that will be included and all of the additional criteria that define which charts/records will be included in your final study. NOTE: This may be done in bullet point fashion.
	


12.2	Describe the criteria that define who will be excluded from your final study sample. 
If you are also reviewing charts, describe the criteria that define which charts/records will be excluded from your final study. NOTE: This may be done in bullet point fashion.
	


12.3	Specify age range of subjects to be included:
	


12.4	Are you including non-English speaking individuals in your study?
The ethical principles of equitable selection of subjects requires that non-English speaking individuals not be routinely excluded from research as a matter of convenience.
However, there are studies in which it would be reasonable to limit subjects to those who speak English. Some examples may include: Pilot studies with no direct benefit, validated instruments not available in other languages, or some non-therapeutic studies which offer no direct benefit.
☐ Yes  📎Complete the “HRP-511_Non-English Supplement”, located in the ‘Templates’ section of the Click Library and upload it to the ‘Basic Study Information’ smart-form page of your Click submission under “Attach the protocol”.
☐ No  Explain why non-English speaking individuals will not be included:
	


[bookmark: Eligibility]13.0	Eligibility Screening 
	📎NOTE: Upload all screening documents to Click 
13.1	Are there screening procedures in place for determining subjects’ eligibility?  
Screening refers to determining if prospective participants meet inclusion and exclusion criteria. 
NOTE: If you are reviewing records, include parameters/procedures you will be using for determining inclusion into the study (e.g. ICD codes)
☐ No  Skip to 14.0
☐ Yes  Describe screening procedures below:
	


[bookmark: _Toc536104479][bookmark: Recruitment]14.0	Recruitment Methods
☐ N/A: This study is not enrolling subjects, or is limited to records review procedures only  Skip to 15.0
📎NOTE: Upload all documents to Recruitment section in Click 
[bookmark: _Hlk178937488]14.1	When, where, and how will potential subjects be recruited? 
NOTE: Recruitment refers to how you identify potential participants and introduce them to the study. Include specific methods you will use (e.g. Research Participant Groups, posted advertisements, accessing medical records, etc.). 
	


14.2	How will you protect the privacy interests of prospective subjects during the recruitment process?
NOTE: Privacy refers to an individual’s right to control access to him or herself. 
NOTE: If accessing medical records in advance of a medical appointment, note that you will be requesting a Partial/Limited HIPAA Waiver below, and 📎Complete the HRP-611 Partial/Limited HIPAA Waiver located in the ‘Templates’ section of the Click Library and include it with your Click submission.
	


14.3	If you are recruiting via social media, will the commenting be turned off and sharing be disabled? 
☐ N/A: We are not recruiting via social media
☐ Yes, commenting will be turned off and sharing will be disabled.
☐ No  Explain why not:
	


[bookmark: procedures]15.0	Procedures
[bookmark: _Hlk218501637]	📎NOTE: Upload all data collection materials to Click 
15.1	Describe all research procedures or activities and include a timeline or schedule of events table of the research procedures. 
This section should include enough detail to serve as a blueprint for your study.
	


15.2	Describe the data that will be collected or received and the process to collect or obtain the data. NOTE: For studies with multiple data collection points or long-term follow up, consider the addition of a schedule or table in your response. 
	


15.3	Will any source records be used to collect data about subjects (e.g. electronic medical records, school records, etc.)? 📎Include a HRP-612-HIPAA-Waiver with your submission if you are accessing the medical record without consent/authorization. 
☐ No
☐ Yes  List the source below and include the location of the records (e.g. hospital, EMR system name). 
	Source
	Location

	
	

	
	


15.4	Will individual subject results, such as results of investigational diagnostic tests, genetic tests, or incidental findings be shared with subjects or others (e.g. the subject’s primary care physician)? 
☐ No
☐ Yes  Which results will be shared, and how will they be shared? 
	


15.5	Do you intend to share interim and/or final study results with subjects? 
☐ No
☐ Yes  Describe below:
	


15.6	Do you intend to share study results with others (e.g. publishing to an academic journal, presenting at a conference, etc.)? 
☐ No
☐ Yes  Describe below:
	


[bookmark: privacy]16.0	Setting/Provisions to Protect the Privacy Interests of Subjects
· Privacy applies to the person, and refers to an individual’s right to control access to him or herself.  

· Confidentiality applies to the data, and refers to how data collected about individuals for the research will be protected by the researcher from release.  
16.1	Describe the location where the research is being conducted, and the security and privacy of the facilities/sites (e.g. locked facility, limited access, privacy barriers). Facility, department, and type of room are relevant. Do not abbreviate facility names.  
NOTE: Examples of acceptable response may be: “A classroom setting in the Department of Psychology equipped with a computer with relevant survey administration software,” “The angiogram suite at Buffalo General Medical Center, a fully accredited tertiary care institution within New York State with badge access,” or, “Community Center meeting hall.”
	


16.2	How will the subjects’ privacy interests be protected during the course of this research?
Examples of appropriate responses include: “Participant only meets with a study coordinator in a classroom setting where no one can overhear”, or “the participant is reminded that they are free to refuse to answer any questions that they do not feel comfortable answering.”  
	


16.3	How does the research team have permission to access any sources of information about the subjects? 
NOTE: Examples of appropriate responses include school permission for review of records, consent of the subject, HIPAA waiver. This question does apply to records reviews.
	



[bookmark: Confidentialitydata][bookmark: Confidentiality]17.0	Confidentiality of Study Data
17.1	Will you have access to any identifiable subject data throughout the entirety of this research study?
☐ No  
☐ Yes
17.2	Indicate below if you will be recording or receiving any of the following identifiers and where they will be kept.
NOTE: See “Tips from the IRB – De-Identified Coded Limited Data Sets” in Click Library > General for more information. 
	List of Identifiers
	Not recording
	Code Key
	Data Collection Form
	Recruitment/
Administrative Purpose only
	Audio data/Video data/Other

	Name
	☐	☐	☐	☐	

	Address (all geographic subdivisions smaller than state, including street address, city county, and zip code)
	☐	☐	☐	☐	

	All elements (except years) of dates related to an individual (including birthdate, admission date, discharge date, date of death, and exact age if over 89)
	☐	☐	☐	☐	

	Telephone numbers
	☐	☐	☐	☐	

	Fax number
	☐	☐	☐	☐	

	Email address
	☐	☐	☐	☐	

	Social Security Number
	☐	☐	☐	☐	

	Medical record number
	☐	☐	☐	☐	

	Health plan beneficiary number
	☐	☐	☐	☐	

	Account number
	☐	☐	☐	☐	

	Certificate or license number
	☐	☐	☐	☐	

	Vehicle identifiers and serial numbers, including license plate numbers
	☐	☐	☐	☐	

	Device identifiers and serial numbers
	☐	☐	☐	☐	

	Web URL
	☐	☐	☐	☐	

	Internet Protocol (IP) Address
	☐	☐	☐	☐	

	Finger or voice print
	☐	☐	☐	☐	☐
	Photographic or Video image – Photographic images are not limited to images of the face.
	☐	☐	☐	☐	☐
	Any other characteristic that could uniquely identify the individual. Describe below:
	



	☐	☐	☐	☐	☐


17.3	How and where (state physical location if applicable) will electronic data and records be stored? (For example, data and records will be stored on a network drive, UB Box, on an excel sheet, room #/building, etc.). If you will not be keeping electronic records, indicate this below.
	


17.4	How and where (state the physical location) will paper data and records be stored? (For example, cabinet only accessible to study personnel, room #/building, etc.) If you will not be keeping paper records, indicate this below. 
	


17.5	Who will have access to the data and how will the data be shared?
	NOTE: Potential examples for sharing data with others include UBBox, REDCap, VPN, email, etc. This question also includes sharing of paper data if necessary.
	


17.6	Who will have access to the non-identifiable data and how long will it be stored? 
	


17.7	Based on your answers to the table in section 17.2, will you be recording or receiving any identifiers?
☐ No  Skip to 18.0
☐ Yes  Answer the rest of the questions in this section 
17.8	How will the confidentiality of study data and records be protected (e.g., separation of identifiers and data, password protection, encryption, physical controls, authorization of access)? 
NOTE: Any code keys must be stored in a separate, password-protected file from the data collection form to minimize the risk of a breach of confidentiality.
	


17.9	Will the data be coded? 
NOTE: If identifiable data will be collected or stored for any amount of time, that data should be coded (See “Tips from the IRB – De-Identified Coded Limited Data Sets” in Click Library > General).
☐ No  Explain below:
	


☐ Yes  📎Include a separate code key, in addition to the data collection form
17.10	Describe your procedure for coding the data (i.e. creation of a code key, which links the identifiable data with the coded data):
	


	
17.11	Will identifiable data be stored on a data collection form or in a recruitment/administrative database?
NOTE: Unless necessary, all identifiers should be kept on a code key.
☐ No
☐ Yes  Provide a justification for why this is necessary to conduct the research. 
	


17.12	Who will have access to the identifiable data and how long will it be stored? 
NOTE: Identifiers should be destroyed at the earliest opportunity, unless there is a health or research justification provided for retaining the identifiers or such retention is otherwise required by law.
	


[bookmark: Confidentialityspecimens]18.0	Confidentiality of Study Specimens
18.1	Will specimens be collected, analyzed or received in this research?
☐  No  Skip to 19.0
☐  Yes  Answer the questions below
18.2	Where and how will all specimens be stored? Include information about physical controls and authorization of access.
	


18.3	Will the specimens be labeled? 
☐  No  Skip to 18.5
☐  Yes  What information will be on the label?
	


18.4	Will the information that is on the label be linked to other data (for example, a log, data collection form, etc.)?
☐ No  Skip to 19.0
☐ Yes  What data will it be linked to?
	


18.5	Who will have access to the specimens and how long will they be stored?
	


18.6	Who is responsible for receipt or transmission of the data associated with the specimens and how will it take place?
	


18.7	Who is responsible for the transportation of the specimens and how will it take place?
	


[bookmark: Risks]19.0	Risks to Subjects
[bookmark: _Toc536104494]19.1	List the reasonably foreseeable risks, discomforts, hazards, or inconveniences to the subjects related to their participation in the research. Consider physical, psychological, social, legal, and economic risks.  Include a description of the probability, magnitude, duration, and reversibility of the risks. 
NOTE: For identifiable subject data, including prospective chart/record reviews or combined retrospective/prospective chart/record reviews, breach of confidentiality is always a risk for identifiable subject data and must also be addressed below.
	


19.2	Describe procedures performed to lessen the probability or magnitude of harm, including procedures being performed to monitor subjects for safety.
NOTE: If breach of confidentiality is a risk listed in section 19.1, you may refer to Section 17.0 and/or 18.0 (Confidentiality) as part of your answer.
	


19.3	Are there any study procedures that may have unforeseeable risks to the subjects?
	NOTE: Although it is impossible to know all potential unforeseeable risks, the question is meant to showcase procedures where the risk profile is not well-known. An example could be if there are unknown possible drug or psychological effects that might reasonably occur, but the possible adverse outcomes are unknown.
☐ No 
☐ Yes  State procedures:
	


19.4	Are there any study procedures that may have risks to an embryo or fetus should the subject be or become pregnant?
☐ No 
☐ Yes  Describe below:
	


19.5	Are there any risks to others who are not subjects (e.g. family members or members of the research team)?
☐ No 
☐ Yes  Describe below:
	


19.6	Describe the availability of medical or psychological resources that subjects might need as a result of anticipated consequences of the human research, if applicable.
NOTE: One example includes: on-call availability of a counselor or psychologist for a study that screens subjects for depression.
	


[bookmark: compensation]20.0	Compensation for Participation
20.1	Is there compensation for participation in this study? NOTE: Refer to HRP-316 Payments for compensation information. 
☐  N/A: This study is not enrolling subjects, or is limited to records review procedures only  Skip to 21.0
☐ No: There is no compensation for participation  Skip to 21.0
☐  Yes  Describe the amount and timing of any compensation to subjects, including monetary, course credit, or gift card compensation:
	


[bookmark: consent]21.0	Consent Process
21.1	Will consent be obtained for any part of the study? 
NOTE: This does not refer to consent documentation, but rather whether you will be obtaining permission from subjects to participate in a research study.  
☐ No  Skip to 22.0
☐ Yes  Answer all questions in this section
21.2	Describe the process for how consent will be obtained and include when and where (e.g. In-person, Online, Phone, Mail, etc.):
NOTE: Personnel involved with the consent process must be listed as study team members in Click
	


21.3	Include the steps you will take to protect the privacy of subjects while obtaining consent:
	


21.4	Describe how you will ensure that subjects are provided with a sufficient period of time to consider taking part in the research study:
NOTE: It is always a requirement that a prospective subject is given sufficient time to have their questions answered and consider their participation. See Sections 5.5 and 5.6 of the “SOP: Informed Consent Process for Research (HRP-090)” 
	


21.5	Describe any process to ensure ongoing consent, defined as a subject’s willingness to continue participation for the duration of the research study: 
	


21.6	Describe the steps taken to minimize the possibility of coercion or undue influence in the consent process:  
	


21.7	Will you be following “SOP: Informed Consent Process for Research (HRP-090).”? 
NOTE: Pay particular attention to Sections 5.4-5.9 of the HRP-090. 
☐ We have reviewed and will be following “SOP: Informed Consent Process for Research (HRP-090)” with no exceptions  Skip to 22.0
☐ We have reviewed and will be following “SOP: Informed Consent Process for Research (HRP-090)”, but there are exceptions or additional details to what is covered in the SOP  Describe the exceptions below: 
	


[bookmark: Banking]22.0	Banking Data and/or Specimens for future use
22.1	Will this study bank data and/or specimens for future use or research outside the scope of the present protocol?
NOTE: Your response here must be consistent with your response at the “What happens if I say yes, I want to be in this research?” Section of the Template Consent Document (HRP-502).
☐ Yes  📎Complete the “HRP-512_Banking Data and Specimens Supplement”, located in the ‘Templates’ section of the Click Library and upload it to the ‘Basic Study Information’ smart-form page of your Click submission under “Attach the protocol”.
☐ No 

	STOP HERE IF YOU ARE REQUESTING AN EXEMPT OR NOT HUMAN SUBJECTS DETERMINATION



[bookmark: FUNDING]23.0	Funding 
23.1	Select funding source below – the funding listed below should match what is listed in Click 
	☐ N/A: There is no funding for this study
	☐ Internal/UB funding
	☐ External funding		
[bookmark: _Hlk177025287]☐ Grant Funded (e.g. NIH, foundation grant) 📎Include the grant proposal with this submission 
☐ Commercial/Industry Sponsor – 📎Include a fee form with your submission (Click Library > General Tab > Fee Form)
☐ Grant is pending (Submit a modification to the study once funding is finalized)
	


 ☐ Other funding source: 
23.2	Is the funding source a Start-Up Company created by the Primary Investigator or any Study Team Member?
		☐ No
		☐ Yes 
[bookmark: Background]24.0	Background
24.1	Provide the scientific or scholarly background, rationale, and significance of the research based on the existing literature, and describe how it will contribute to existing knowledge. Describe any gaps in current knowledge, and include relevant preliminary findings or prior research by the investigator. 
	


24.2	Include complete citations or references:
	


[bookmark: Endpoints]25.0	Scientific Endpoints
25.1	Describe the scientific endpoint(s), the main result or occurrence under study.  
NOTE: Scientific endpoints are outcomes defined before the study begins, to determine whether the objectives of the study have been met, and to draw conclusions from the data. Include primary and secondary endpoints. Your response should not be a date.  
	


[bookmark: Resources]26.0	Staff Resources and Qualifications
26.1	Describe the qualifications (e.g. education, training, experience, expertise, or certifications) of the Principal Investigator and staff to perform the research. Provide enough information to demonstrate how the study team has enough expertise and resources to adequately conduct the study as designed. 
   	Also, include the time and effort that the Principal Investigator and research staff will devote to conducting and completing the research.
NOTE: If you list a study team member by name instead of role, you will need to revise the table if there is a future modification submitted to remove that study team member.
	Role or Name
	Education/Experience
	Time/Effort

	
	
	

	
	
	

	
	
	


26.2	Describe the process to ensure all persons assisting with the research are adequately informed about the protocol, the research procedures, and their duties/functions. 
	


[bookmark: monitordata][bookmark: community]27.0	Community-Based Participatory Research 
Community-Based Participatory Research (CBPR) is a collaborative approach to research that equitably involves all partners in the research process and recognizes the unique strengths that each brings. CBPR begins with a research topic of importance to the community, has the aim of combining knowledge with action and achieving social change to improve health outcomes and eliminate health disparities.
27.1	Does this study utilize CBPR?
☐ No  Skip to 28.0
☐ Yes  Answer the questions below
27.2	Describe the involvement of the community in the design and conduct of the research:
	


27.3	Describe the composition and involvement of a community advisory board:
	


28.0	Recruitment Feasibility 
28.1	If applicable, how many subjects/charts/records do you expect to screen to reach your target sample?
	


28.2	Justify the feasibility of recruiting the proposed number of eligible subjects/obtaining the proposed number of eligible charts/records within the anticipated recruitment period. For example, how many potential subjects do you have access to? What percentage of those potential subjects do you need to recruit?
	


[bookmark: Datamanagement]29.0	Data Management and Analysis
29.1	Describe the data analysis plan, including any statistical procedures. This section applies to both quantitative and qualitative analysis. 
	[bookmark: _Hlk160708905]


29.2	If applicable, provide a power analysis:  
NOTE: The purpose of this question is to elicit whether the investigator has an adequate sample size to achieve the study objectives and justify a conclusion. 
	


29.3	Describe any procedures that will be used for quality control of collected data.
	


30.0	Provisions to Monitor the Data to Ensure the Safety of Subjects
NOTE: Minimal risk studies may be required to monitor subject safety if the research procedures include unique risks to subjects that require monitoring. Some examples include: exercising to exertion, or instruments that elicit suicidality or substance abuse behavior. In such cases, “N/A” is not an acceptable response.
☐ N/A: This study is not enrolling subjects, or is limited to records review procedures only  Skip to 31.0
☐ N/A: This study is enrolling subjects, but a plan to monitor the data for subject safety is not needed or not applicable  Skip to 31.0
30.1	Describe the plan to periodically evaluate the data collected regarding both harms and benefits to determine whether subjects remain safe (e.g. Sensitive data collected that indicates the subject or others could be at risk for immediate harm):
	


30.2	Describe what data are reviewed, including safety data, untoward events, and efficacy data:
	


30.3	Describe any safety endpoints:
	


30.4	Describe how the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with participants):
	


30.5	Describe the frequency of safety data collection:
	


30.6	Describe who will review the safety data:
	


30.7	Describe the frequency or periodicity of review of cumulative safety data:
	


30.8	Describe the statistical tests for analyzing the safety data to determine whether harm is occurring:
	


30.9	Describe any conditions that trigger an immediate suspension of the research:
	


[bookmark: withdrawal]31.0	Withdrawal of Subjects
☐ N/A: This study is not enrolling subjects, or is limited to records review procedures only  Skip to 32.0
31.1	Describe anticipated circumstances under which subjects may be withdrawn from the research without their consent. If you will not withdraw subjects from the research without their consent, state this.
NOTE: The information provided below must be consistent with the “Can I be removed from the research without my OK?” section of the HRP-502 consent form, if applicable.
	


31.2	Describe any procedures for orderly termination.  
NOTE: Examples may include return of study drug, exit interview with clinician.  Include whether additional follow up is recommended for safety reasons for physical or emotional health.
	


31.3	Describe procedures that will be followed when subjects withdraw from the research, including retention of already collected data, and partial withdrawal from procedures with continued data collection, as applicable.
NOTE: The information provided below must be consistent with the “What happens if I say yes, but I change my mind later?” section of the HRP-502 consent form, if applicable.
	


[bookmark: Benefits]32.0	Potential Benefits of the Research
32.1	Describe the potential benefits of the research to the subjects or others, and include the probability, magnitude, and duration of the potential benefits:
NOTE: Compensation cannot be stated as a benefit. 
	


33.0	Economic Burden to Subjects
33.1	Will subjects be responsible for any costs if they participate in this research? NOTE: Some examples include transportation or parking.
☐ N/A: This study is not enrolling subjects, or is limited to records review procedures only  Skip to 34.0
☐ No: Subjects are not responsible for any costs
☐ Yes  Describe below:
	


[bookmark: injury]34.0	Compensation for Research-Related Injury
34.1	Do the research procedures carry a risk of research-related injury?
☐ No: The research procedures do not present risk of research-related injury (e.g. survey studies, records review studies)  Skip to 35.0
☐ Yes  Describe the available compensation to subjects in the event that such injury should occur.
	


34.2	Include the contract language below, if any, relevant to compensation for research-related injury.
[bookmark: economicburden]NOTE: If the contract is not yet approved at the time of this submission, submit the current (draft) language here. If the contract is later approved with different language regarding research related injury, you must modify your response here and submit a modification to the IRB for review and approval.
	


[bookmark: waiverconsent]35.0	Waiver of Consent 
35.1	Are you requesting a waiver of consent for any part of the study?
NOTE: If you are obtaining consent online or verbally, you are not waiving consent and should answer “No”
☐ Yes 📎Complete the “HRP-513_Waiver and Alteration of Consent Supplement”, located in the ‘Templates’ section of the Click Library and upload it to the ‘Basic Study Information’ smart-form page of your Click submission under “Attach the protocol”.
☐ No, consent will be obtained  Skip to 36.0
[bookmark: alterationconsent]36.0	Alteration of Consent 
36.1	Are you requesting an Alteration of the Consent Process (required information will not be disclosed, or the research involves deception)? 
NOTE: Only elements in Section 7.0 of the HRP-314 can be altered or omitted in the consent process 
☐ Yes  📎Complete the “HRP-513_Waiver and Alteration of Consent Supplement”, located in the ‘Templates’ section of the Click Library and upload it to the ‘Basic Study Information’ smart-form page of your Click submission under “Attach the protocol”.
☐ No  Skip to 37.0
[bookmark: documentconsent]37.0	Process to Document Consent
	37.1 Check the box(es) that apply to your study:
☐ We are requesting a Waiver of Consent, as indicated in Section 35.1
☐ We are obtaining written consent (participant signature will be obtained)  📎Include a consent document (HRP-502) with your submission and check the box that applies below:
	☐ We will be following “SOP: Written Documentation of Consent (HRP-091)” 
☐ We will NOT be following “SOP: Written Documentation of Consent (HRP-091)”. Describe your exceptions to HRP-091 below: 
	


☐ We are requesting a waiver of written documentation of consent (participant signature will not be obtained)
NOTE: If your research presents no more than minimal risk of harm to subjects and involves no procedures for which written documentation of consent is normally required outside of the research context, the IRB will generally waive the requirement to obtain written documentation of consent.  Review “CHECKLIST: Waiver of Written Documentation of Consent (HRP-411)” to ensure that you have provided sufficient information.
📎Include the script of the information to be provided orally or in writing (i.e. consent script or Information Sheet).  
Describe how consent of the subject will be obtained and why it qualifies for a waiver of written documentation of consent:
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