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[bookmark: _Toc150240682][bookmark: _Toc225178943]Study Summary

	Study/Protocol Information 
	Provide a synopsis of the study addressing the following items:

	Purpose:
	





	Rationale:
	





	Population:
	





	Research Design: 
	





	Study Procedures: 
	





	Outcome Measures:
	










[bookmark: _Toc225178944][bookmark: _Toc150240684]2.0	Institutional Resources

Electronic Data Warehouse

	|_| Yes
	|_| No
	Will this study utilize data from the Research Enterprise Data Warehouse (rEDW) to identify potential subjects for recruitment, to contact potential subjects regarding study participation, and/or collect study data?
For more information about the rEDW visit https://uthsc.edu/cbmi/ 





[bookmark: _Toc225178945]3.0	Background & Current Status of Work in the Field
4.2 Describe the relevant prior experience and gaps in current knowledge.
4.2 Describe any relevant preliminary data.
4.2 Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how will it add to existing knowledge.

[bookmark: _Toc225178946]4.0 	Investigational Agent(s)

4.1	List the names of all the drugs and biologics that will be administered and evaluated in this study as well as those that are being used as comparators. Copy and paste an additional table, if necessary. (If a drug or biologic will not be evaluated in this study, insert “NA” for this question and delete the following table(s).)

	Trade Drug Name
	

	Generic Drug Name
	

	Investigational Drug Name
	

	Identify the name of the manufacturer or source of investigational drug/biologic
	

	Is the drug supplied at no cost?
	[bookmark: Check3][bookmark: Check1] |_| Yes                               |_| No

	Is the drug FDA approved?
	[bookmark: Check2][bookmark: Check4] |_| Yes                              |_| No 

	Is this a new drug or a new use of an already approved drug?
	 
|_| Yes                               |_| No

	Is an IND necessary?
	|_| Yes                               |_| No

	Who holds the IND?
	[bookmark: Check5] |_| N/A
[bookmark: Check6] |_| Pharmaceutical Company
[bookmark: Check7] |_| Principal Investigator (PI)
[bookmark: Check8] |_| Outside PI

	Are you currently using this IND in another research project?
	
|_| Yes                               |_| No

	If yes, list the IRB number(s)
	

	Dose Range:
	

	Frequency:
	

	Route of administration:
	



4.2	Will a local pharmacy be responsible for ALL of the following:
· Labeling the drugs/biologics in accordance with federal & state standards; 
· Storage of the drugs/biologics; 
· security of the drugs/biologics; 
· dispensing the drugs/biologics;  
· administration of the drugs/biologics; 
· return of the drugs/biologics; 
· disposition of the drugs/biologics; and  
· records of accountability for the drugs/biologics. 

[bookmark: Check132]|_| 	Yes, a local pharmacy be responsible for ALL of the above procedures. [If you check “Yes”, address the questions in 4.3]
[bookmark: Check133]|_| 	No, a local pharmacy will NOT be responsible for some or all of the above procedures. [If you check “No”, address the questions in 4.4]

4.3	Identify the name and location of the local pharmacy:
	
     



4.4	List EACH procedure that a local pharmacy will NOT be responsible for, and indicate WHO (e.g., key study personnel listed on this application?) will be responsible for EACH procedure. 
	
     


Describe the plan for carrying out EACH procedure that a local pharmacy will NOT be responsible for (e.g., the plan for storage and security of the drugs/biologics):
	
     



4.5	List the names of all the devices that will be administered and evaluated in this study. Copy and paste an additional table, if necessary. (If a device will not be evaluated in this study, insert “NA” for this question and delete the following table(s).)


	Device Name
	

	Manufacturer/Supplier of Device
	

	Where will the device(s) be stored?
	

	Is the device supplied at no cost?
	 |_| Yes                               |_| No

	Is the device FDA approved?
	 |_| Yes                              |_| No 

	Is this a new device or a new use of an already approved device?
	 
|_| Yes                               |_| No

	Is an IDE necessary?
	|_| Yes                               |_| No

	Who holds the IDE?
	 |_| N/A
[bookmark: Check9] |_| CTEP
 |_| Device Manufacturer Company
 |_| Principal Investigator (PI)
 |_| Outside PI

	In the opinion of the sponsor or investigator (if no sponsor), select the level of risk associated with this device
	
|_| Significant Risk      |_| Non-Significant Risk



4.6	Will a local pharmacy be responsible for ALL the following procedures:
· Devices will be labeled in accordance with federal & state standards. 
· Devices will be stored in a locked environment under secure control with limited access. 
· A log will be kept regarding the receipt, use, and/or dispensing of the device, and the disposition of remaining devices at the conclusion of the investigation. 
· Only when applicable:  proper instructions on the use of the device will be provided to the subjects. 

|_| 	Yes, a local pharmacy be responsible for ALL of the above procedures. [If you check “Yes”, address the questions in 4.7]
|_| 	No, a local pharmacy will NOT be responsible for some or all of the above procedures. [If you check “No”, address the questions in 4.8]

4.7	Identify the name and location of the local pharmacy:
	
     



4.8	List EACH procedure that a local pharmacy will NOT be responsible for, and indicate WHO (e.g., key study personnel listed on this application?) will be responsible for EACH procedure. 
	
     


Describe the plan for carrying out EACH procedure that a local pharmacy will NOT be responsible for (e.g., the plan for storage and security of the device):
	
     



[bookmark: _Toc225178947][bookmark: _Toc150240687]5.0	Subject Population

5.1	Indicate the total number of subjects to be accrued locally.  [Note: This is the total number of subjects you expect to accrue (consent), including anticipated screen failures and withdrawals.  For studies with pregnant women where information will be collected about both the mother and fetus/baby, both should be counted as subjects.  For studies that are requesting an alteration or waiver of consent, subjects are considered accrued at the time ANY study interventions are performed, including medical record abstraction.]: 
	[bookmark: Text1]Number of Local Subjects:       



5.2	Overall number of subjects for sponsored multi-center studies [This is the total number of subjects that the protocol states will participate in the study across all centers.]:
	[bookmark: Text2]Overall Number of Subjects for Multi-Center Studies:      



	[bookmark: Text3]Age Range of Subjects to be accrued locally:      


5.3	

[bookmark: _Toc225178948]6.0	Vulnerable Populations

6.1	Does your study require the inclusion of (i.e., are you targeting) any of the following categories of vulnerable subjects? Check all that apply.

☐Children (0-17 years) Who are Not Wards of the State
☐Children (0-17 years) Who are Wards of the State
☐Adult Pregnant Females and their Fetuses
☐Minor (01-17 years) Pregnant Females and their Fetuses
☐Neonates who are Nonviable or of Uncertain Viability
☐Prisoners (any individual involuntarily confined or detained in a penal institution which includes those sentenced under criminal or civil statues, individuals detained in other facilities as an alternative to criminal prosecution, and those held pending arraignment, trial, or sentencing).
☐Developmentally Disabled Persons (Who are No Institutionalized)
☐Developmentally Disable Persons Who are Institutionalized
☐Persons Who are Mentally Ill (But Who are Not Institutionalized as Mentally Ill)
☐Persons Who are Institutionalized as Mentally Ill
☐Adults with Impaired Decision-Making Capabilities (Temporary or Permanent)
☐Students of a School Associated with this Study
☐Employees of an Institution/Agency associated with this Study
☐Other Vulnerable Population Not Identified Above
☐Not Applicable – Subjects Not Classified as Vulnerable


6.2	Might any of the following categories of vulnerable subjects be incidentally included in your study, even though their inclusion is not necessary?  Check all that apply.

☒Children (0-17 years) Who are Not Wards of the State
☐Children (0-17 years) Who are Wards of the State
☐Adult Pregnant Females and their Fetuses
☐Minor (01-17 years) Pregnant Females and their Fetuses
☐Neonates who are Nonviable or of Uncertain Viability
☐Prisoners (any individual involuntarily confined or detained in a penal institution which includes those sentenced under criminal or civil statues, individuals detained in other facilities as an alternative to criminal prosecution, and those held pending arraignment, trial, or sentencing).
☐Developmentally Disabled Persons (Who are No Institutionalized)
☐Developmentally Disable Persons Who are Institutionalized
☐Persons Who are Mentally Ill (But Who are Not Institutionalized as Mentally Ill)
☐Persons Who are Institutionalized as Mentally Ill
☐Adults with Impaired Decision-Making Capabilities (Temporary or Permanent)
☐Students of a School Associated with this Study
☐Employees of an Institution/Agency associated with this Study
☐Other Vulnerable Population Not Identified Above
☐Not Applicable – Subjects Not Classified as Vulnerable

6.3	Explain how a certain category of vulnerable subjects might incidentally be included:

	     






6.4	If the research involves individuals who are vulnerable to coercion or undue influence, describe additional safeguards included to protect their rights and welfare.

	     






[bookmark: _Toc225178949]7.0	Study Timelines

7.1	What is the anticipated duration of a single subject's participation in the study/project? 
	
[bookmark: Text4]     




7.2	What is the anticipated length of time necessary to enroll all study subjects?

	
[bookmark: Text5]     




7.3	How long will the entire study last locally, including time for data analysis?

	[bookmark: Text6]     





[bookmark: _Toc225178950]8.0	Inclusion and Exclusion Criteria

8.1	Identify the inclusion criteria (add additional rows if needed):

	Order Number
	Criteria

	1
	     

	2
	     

	3
	     

	4
	     

	
	




8.2	Identify the exclusion criteria (add additional rows if needed):

	Order Number
	Criteria

	1
	     

	2
	     

	3
	     

	
	

	
	





[bookmark: _Toc150240694][bookmark: _Toc225178951]9.0	Recruitment Methods
9.1	How will participants be selected?
	Subjects identified through medical record screening
	☐Yes                               ☐ No

	Contact by investigator with his/her patients in the clinical setting
	☐Yes                               ☐ No

	Referral from non-investigator practitioner
	☐Yes                               ☐ No

	Subjects recruited from among students and/or employees
	☐Yes                               ☐ No

	Telephone pre-screening
	☐Yes                               ☐ No

	Website pre-screening
	☐Yes                               ☐ No

	Advertising
	☐Yes                               ☐ No

	Other
	☐Yes                               ☐ No

	If you selected “Other” above, explain:      



9.2	Attach copies of the recruitment materials with the application, including electronic media, print advertisements, and telephone screening scripts. When recruitment materials are radio, video, audio-taped, television, internet, or mobile based, provide a copy of the script for IRB review and approval.  
	☐
	No recruitment materials will be used in this research

	☐
	Recruitment materials to be used in this research will be attached with this application.

	☐
	Recruitment materials will be submitted at a later date.



[bookmark: _Toc225178952]10.0	Study Procedures
10.1	Is there a separate master protocol for the conduct of the study?
☐	Yes		☐	No
If you checked “Yes,” complete section 10.7 only.  If you checked “No”, complete the remainder of this section.
10.2	Describe and explain the study design.
10.3	Describe the screening procedures that will be used to determine eligibility of prospective subjects. 
10.4	If the study involves the evaluation of treatment procedures, explain those procedures, including any randomization scheme and the treatment assignments for each arm of the study.
10.5	List all study visits chronologically, enumerating the diagnostic and monitoring procedures performed and medical record data collected at each visit.
10.6	Explain the primary and secondary endpoints of the study and the types of statistical analyses that will be performed.
10.7	List all those procedures that are being performed for research purposes only, including treatments administered, diagnostic and monitoring procedures, medical record abstraction, the completion of questionnaires and diaries, etc.  If all study procedures are being performed for research purposes only, simply indicate that as your answer.  

[bookmark: _Toc150240688][bookmark: _Toc225178953]11.0	Data and Specimen Storage

11.1	Will previously collected specimens be used in this study/project and/or will biological specimens be actively collected from subjects during their participation in this study/project?

	☐Yes
	Biological specimens will be used and/or collected in this study/project.


	☐|_| No
	Biological specimens will NOT be used and/or collected in this study.




If you answer “Yes”, answer the following questions.

11.2	Will biological specimens at the local investigative site be labeled with a code? 

Note: “Labeled with a code” means that identifying information (such as name or social security number) which would permit easy identification of an individual has been replaced with a number, letter, symbol, or some combination thereof. Further, a separate key to decipher the code exists that enables the coded specimens to be linked back to information that identifies the subjects. Codes must not be used that would enable persons outside the research to readily ascertain the identity of the subjects. Codes that contain the initials of subjects or any of the 16 categories of identifiers listed in the HIPAA regulations are considered inappropriate because they allow the identity of subjects to be readily ascertained. For example, medical record numbers, social security numbers, and email addresses are examples of inappropriate items to use in codes.

	☐Yes
	Biological specimens collected from individual subjects at the local investigative site during the study/project will be labeled with a code.

	☐No
	Biological specimens collected from individual subjects at the local investigative site will NOT be labeled with a code.



11.3	Is it a possibility that identifiers might be removed from identifiable specimens, AND after such removal, the specimens could be used for future research studies or distributed to another investigator for future research studies WITHOUT additional informed consent from the subject, legally authorized representative, or parent/legal guardian?
☐ 	Yes

☐	No

11.4	Might a subject’s specimens (even if identifiers are moved) be used for commercial profit?

☐ 	Yes

☐	No

11.5	Will subject share in this commercial profit?

☐ 	Yes

☐	No

11.6	Might the research involving the specimens include whole genome sequencing (i.e., sequencing of human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen)?

	☐Yes
	Whole genome sequencing will be performed on at least some specimens.

	☐Maybe
	Whole genome sequencing might be performed on at least some specimens.

	☐No
	Whole genome sequencing will not be performed on any specimens.



11.7	Will all research specimens transmitted to an external site(s) during the study/project be coded? An external site is any site OTHER THAN a UTHSC, Campbell Clinic, Le Bonheur Children’s Hospital, Methodist Healthcare – Memphis Hospitals, Regional One Health (ROH), and Semmes Murphy site.

	☐	All research specimens transmitted to an external site(s) will be coded.

	☐	Some research specimens transmitted to an external site(s) will NOT be coded.

	☐	NONE of the research specimens transmitted to an external site(s) will be coded.

	☐	Not applicable. No research specimens will be transmitted to an external site(s).



[bookmark: _Toc150240689][bookmark: _Toc225178954]12.	Sharing of Results with Participants
12.1	Describe whether results (study results or individual subject results, such as results of investigational diagnostic tests, genetic tests, or incidental findings) will be shared with subjects or others (e.g., the subject’s primary care physicians) and if so, describe how the results will be shared.
	Describe:      


12.2	How will abnormal incidental findings be handled?
	☐	The participant will be referred for follow-up to his/her primary care physician.

	☐	The study doctor will provide follow-up for abnormal finding.

	☐	Other.  Please explain:      

	☐	Not Applicable; incidental findings are not expected in this project.



[bookmark: _Toc492992334][bookmark: _Toc492992602][bookmark: _Toc493022872][bookmark: _Toc492992335][bookmark: _Toc492992603][bookmark: _Toc493022873][bookmark: _Toc492992336][bookmark: _Toc492992604][bookmark: _Toc493022874][bookmark: _Toc150240695][bookmark: _Toc225178955]13.0	Withdrawal of Subjects
13.1	Describe anticipated circumstances under which subjects will be withdrawn from the research without their consent.
	Describe:      


13.2	Describe any procedures for orderly termination.
	Describe:      


13.3	Describe procedures that will be followed when subjects withdraw from the research, including partial withdrawal from procedures with continued data collection.
	Describe:      




[bookmark: _Toc225178956]14.0	Risks to Subjects
14.1	Utilizing the following table list the reasonably foreseeable risks, discomforts, hazards, or inconveniences to the subjects related the subjects’ participation in the research (add additional rows if needed).

	Procedure
	Very Common: occurs > 50 times out of every 100
	Common: occurs 21-50 times out of every 100
	Occasional: occurs 6-20 times out of every 100
	Rare: occurs 1-5 times out of every 100
	Very Rare: occurs less than 1 time out of every 100

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     



14.2	If applicable, indicate which procedures may have risks to the subjects that are currently unforeseeable. 
	Indicate:      


14.3	If applicable, indicate which procedures may have risks to an embryo or fetus should the subject be or become pregnant.
	Indicate:      



14.4	If applicable, describe risks to others who are not subjects.
	Describe:      



[bookmark: _Toc150240697][bookmark: _Toc225178957]15.0	Potential Benefits to Subjects and Society
15.1	Describe the potential benefits that individual subjects may experience from taking part in the research. Include as may be useful for the IRB’s consideration, the probability, magnitude, and duration of the potential benefits.
	Describe:      



	     


15.2	Indicate if there is no direct benefit. 

15.3	Describe the potential benefits to society or others.
	Describe:      



[bookmark: _Toc225178958][bookmark: _Toc150240698]16.0	Data Management and Data Monitoring

16.1	Describe the data analysis plan, including any statistical procedures or power analysis.
· How the number of subjects to include in the study was determined.
· The plan to periodically evaluate the data collected regarding both harms and benefits to determine whether subjects remain safe.  The plan might include establishing a data monitoring committee and a plan for reporting data monitoring committee findings to the IRB and the sponsor.
· What data will be reviewed, including safety data, untoward events, and efficacy data.
· How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with participants).
· The frequency of data collection, including when safety data collection starts.
· Who will review the data.
· The frequency or periodicity of review of cumulative data.
· The statistical tests for analyzing the safety data to determine whether harm is occurring.
· Any conditions that trigger an immediate suspension of the research.
	Describe:      




16.2	Has an independent (not affiliated with the study team or the study) data and safety monitoring board (DSMB) been established for the conduct of the study/project?
	☐	An independent data and safety monitoring board (DSMB) HAS been established for the conduct of the study/project.

	☐	An independent data and safety monitoring board (DSMB) HAS NOT been established for the conduct of the study/project.




[bookmark: _Toc225178959]17.0	Confidentiality
17.1	Will you collect, for screening purposes, individually identifiable, private information (including health information) about prospective subjects?  (This includes information that you abstract from the medical record or information you collect via telephone, mobile app, or website for screening purposes prior to obtaining written informed consent.)
☐	Yes
☐	No
17.2	Explain what will be done with the individually identifiable, private information (including health information) that you collect about prospective subjects who fail screening or who do not agree to participate:
☐ 	The information will be destroyed, e.g., shredded or properly deleted from a computer. 
☐ 	Items of individually identifiable, private information such as names, contact information, and health information will be maintained by the local investigator (either locked and stored if on paper; computer password protected and accessible only to research personnel, or stored in an encrypted fashion on a thumb drive, laptop, or desktop computer). 
☐ 	Information will be forwarded to sponsor/CRO using an encrypted method and then destroyed at the local site. 
☐ 	Other
	Please explain:      



17.3	Will all paper research records containing identifiable, private information (including the original signed consent form) from individual subjects be locked and stored and be accessible only to research personnel?
☐	All paper research records containing identifiable, private information from individual subjects (including the original signed consent form) will be locked and stored and will be accessible only to research personnel. 
☐	Not all paper research records containing identifiable, private information from individual subjects (including the original signed consent form) will be locked and stored and will be accessible only to research personnel.  
☐	There will be no paper research records containing identifiable, private information from individual subjects. 

17.4	Check off all of the following items that apply regarding the electronic storage of identifiable, private information collected in this project:
☐	All electronic research records containing identifiable, private information from individual subjects will be computer password protected and accessible only to research personnel.
☐	All electronic research records containing identifiable, private information from individual subjects will be stored in an encrypted fashion (e.g., on an encrypted, password protected thumb drive; on an encrypted laptop; on an encrypted desktop computer; in an encrypted, password protected file on a laptop/computer; etc.).
☐	Other or additional methods of secure storage (e.g., data will have inter-file linkage, error inoculation, top coding, bracketing, data brokering, etc.)
☐	Electronic research records will NOT contain identifiable, private information from individual participants.
☐	There will be NO electronic research records.

17.5	Select the following item that applies regarding the electronic transmission (either locally or externally) of identifiable, private information collected in this project:
☐	All electronic research records containing identifiable, private data from individual subjects will be transmitted electronically via an encrypted method (e.g., a federal or industry-sponsor cleared web-based portal, etc.). 
☐	All electronic research records containing identifiable, private data from individual subjects will be coded before transmitted electronically, and the master key will be maintained at the local site.
☐	Other or additional methods of secure electronic transmission 
☐	Not applicable. NO electronic transmission of identifiable, private data will occur.

17.6	Will information obtained from procedures performed only for research purposes be placed in the medical record of subjects?
☐	Information obtained from procedures performed only for research purposes MAY BE placed in the medical record of subjects. 
☐	 Information obtained from procedures performed only for research purposes WILL NOT BE placed in the medical record of subjects. 
☐	Not applicable: There will be no procedures performed only for research purposes. 
☐	Not applicable: This project does not include access to or use of the medical record of the subjects. 
	Please explain what information will be placed in the medical record: 
     




17.7	Will documentation of the participation of the subject in the research study, such as a copy of the consent form or other notation, be placed in the medical record of the participant?
☐	Documentation of the participation of the subject in the research study, such as a copy of the consent form or other notation, MAY BE placed in the medical record of the subject. 
☐	Documentation of the participation of the subject in the research study, such as a copy of the consent form or other notation, MAY BE placed in the medical record of the subject. 
☐	Not applicable: This project does not include access to or use of the medical record of the subjects.
17.8	Will a federal Certificate of Confidentiality be obtained for this study/project (https://www.uthsc.edu/research/regulatory-support/irb/researchers/documents/certificates-confidentiality.pdf)? 
	☐	A federal Certificate of Confidentiality WILL be obtained for this study/project. 

	☐	A federal Certificate of Confidentiality WILL be obtained for this study/project.




[bookmark: _Toc225178960]18.0	Provisions to Protect the Privacy Interests of Subjects
18.1	Confirm that ALL of the following are true:
· The collection of private information will be limited to the minimum necessary to meet the objectives of the study; AND
· The number of key study personnel (KSP) who have access to private information will be limited to the minimum number necessary to meet the objectives of the study; AND
· Research records will be kept separate from other records, such as medical or educational records, unless the information is useful for the welfare of the participant, or unless the clinic/hospital’s policy is to include research consent forms in the patient’s medical record.
	☐Yes
	All of the above statements are true.


	☐No
	One or more of the above statements are NOT true.



18.2	Check off all of the following approaches that will be used to assure that prospective participants are screened, recruited, and/or invited to participate in a way that protects them from being witnessed, overheard, or viewed in a manner that violates their privacy.
☐	Patients will initially be approached for participation by their physician/provider, not a stranger to the patient, unless there is documented permission from the physician/provider to approach the patient.
☐	Recruitment letters will only be sent by the patient’s physician/provider or will state that the researcher obtained permission from the patient’s physician/provider.
☐	Recruitment letters will only be addressed to the prospective subject or their legally authorized representative, as appropriate.
☐	Recruitment will not be conducted in an open area or in a group setting when medical conditions, sensitive topics (such as criminal behavior; sexual practices; alcohol and drug use; physical, emotional, or sexual abuse; etc.), or other private matters are being studied.
☐	Screening will not be conducted in an open area or in a group setting when medical conditions, sensitive topics (such as criminal behavior; sexual practices; alcohol and drug use; physical, emotional, or sexual abuse; etc.), or other private matters are being studied.
☐	If screening requires the prospective subject to disrobe partially or completely, the prospective subject will do so in a private room and will have a gown or proper cover to put on while he/she waits in the room.
☐	Other: Explain:      
☐	Not applicable. This study does not involve screening or recruitment.
18.3	Check off all of the following approaches that will be used to assure that interventions and interactions with subjects provide protections against them being witnessed, overheard, or viewed in a manner that would violate their privacy.
☐	Interventions and interactions with subjects will not be conducted in an open area or in a group setting when medical conditions, sensitive topics (such as criminal behavior; sexual practices; alcohol and drug use; physical, emotional, or sexual abuse; etc.), or other private matters are being studied.
☐	 If interventions require the subject to disrobe partially or completely, the subject will do so in a private room and will have a gown or proper cover to put on while he/she waits in the room.
☐	If photographs, voice recording, or video recording will be performed, the subject is aware of this fact and informed about who will be viewing them and/or receiving them, and the subject has given written permission (or verbal permission when a signed consent form is not required by the IRB) for these procedures.
☐	Other: Explain:      
18.4	Check off all of the following ways in which tracking non-compliant subjects or subjects lost to follow-up will assure that their medical condition and/or participation in the research is not disclosed to persons outside the research.
☐	Written permission will be secured from subjects regarding all of the methods that may be utilized to track them.
☐	The subject’s phone number(s) will be called, and if the subject is not the person who answers, the researcher will not divulge the title of the study or the fact that the subject is/was participating in a study
☐	Certified mail will be sent to the subject.
☐	The return address and any markings on the envelope of a letter to the subject will not identify the title of the study or the fact that the subject is/was participating in a study.
☐	Any letter sent to subjects will not reveal the topic of the study if a medical condition and/or sensitive issue is being studied (such as criminal behavior; sexual practices; alcohol and drug use; physical, emotional, or sexual abuse; etc.).
☐	The topic of the study or the fact of the subject’s participation will not be disclosed to any person outside the study who is contacted to determine the whereabouts of subjects.
☐	Other: Explain:      
☐	Not Applicable. We will not attempt to track non-compliant participants or participants lost to follow-up.


[bookmark: _Toc150240701][bookmark: _Toc225178961]19.0	Compensation for Research-Related Injury
19.1	Will compensation be available to subjects for any non-physical injuries that may have occurred as a result of research participation, such as exposure to criminal or civil liability, or damage to their reputation, financial standing, or employability?
☐	Yes
☐	No
19.2	Describe the available compensation in the event of research related injury.
	Describe:      


19.3	Provide a copy of contract language, if any, relevant to compensation for research-related injury. If applicable, include a copy with your IRB submission.

[bookmark: _Toc225178962]20.0	Financial Obligations
20.1	Will any drug/biologic, device or other intervention being administered and evaluated as a diagnostic, monitoring or treatment procedure in this study/project be provided free of charge?
☐ Not Applicable
☐ Yes
☐ No
20.2	With respect to study/project procedures other than any treatments being evaluated in the study/project, will there be any costs to the subject as a result of research procedures that exceed what would be incurred with standard treatment (e.g., additional diagnostic tests, monitoring procedures, hospitalization, etc.)?
☐ Not Applicable
☐ Yes
☐ No

[bookmark: _Toc225178963][bookmark: _Toc150240703]21.0	Payment and Reimbursement

21.1	Will any type of payment (money, gift card, or other item) be provided to the subject for participation?
☐	Yes
☐	No

21.2	If subjects will be paid, indicate:

	The amount of money to be paid/reimbursed per visit
	
     

	Total maximum payment
	     

	Type of payment (check, cash, gift card, and value) as well as the monetary worth of any other tangible item 
	

     



21.3	If subjects will be paid/reimbursed, indicate to whom the payment will given:

	[bookmark: Check92]|_|
	The subject

	|_|
	The subject’s legally authorized representative or parent/legal guardian

	|_|
	Mixed arrangement, depending on the age or health of subjects


21.4 Indicate how subjects will receive the payment(s):
☐	Lump sum payment will be made at completion of the study/project (Note: if paying per visit, the payment must not be held until the end of the study because of potential undue inducement; the same applies if a rather large sum of money will be paid only at the end of the study.)
☐	Prorated payments will be processed or issued at the time specific visits and/or procedures are completed
☐	Prorated payments will be processed or issued at the time specific visits and/or procedures are completed, plus a bonus will be paid for completing the entire study/project 
☐	Not applicable; no money will be paid to the subjects 

21.5	If subjects will be reimbursed for expenses that they might incur to participate in the research (travel, lodging, meals, etc.), please describe the  plan for reimbursement below:

	Please explain:      




[bookmark: _Toc225178964]22.0	Informed Consent

22.1	Check each of the following that apply to your study/project:
☐	Informed consent will be secured from adult subjects who are able to consent for themselves and a full-length consent form will be utilized.
(IF THIS ITEM IS CHECKED, COMPLETE SECTION 23.1)
☐	Informed consent will be secured from legally authorized representatives for adult subjects who are not able to consent for themselves and a full length consent form will be utilized.
(IF THIS ITEM IS CHECKED, COMPLETE SECTION 23.1 & 23.5)
☐	Permission will be secured from a parent(s)/legal guardian(s) for children who are subjects, and a full-length consent form will be utilized.
(IF THIS ITEM IS CHECKED, COMPLETE SECTION 23.1 & 23.4, if applicable)

☐	Assent will be secured from child subjects 8-17 years of age and/or from adult subjects who do not have the capacity to consent, and a full-length consent form will be utilized.
(IF THIS ITEM IS CHECKED, COMPLETE SECTION 23.1 & 23.4)
☐	A request is being made to waive or alter consent for some or all of the subjects. (Note: Informed consent normally requires the use of a full-length consent form prepared according to the IRB format and the conduct of an individual in-person interview with the prospective subject. WAIVER of consent is a request to forego obtaining informed consent. ALTERATION of consent is a request to alter the normal process, e.g., by using a shorter consent statement or conducting consent over the phone.
(IF THIS ITEM IS CHECKED, COMPLETE SECTION 23.3)
☐	Consent/assent/permission will be secure from the subject/legally authorized representative and/or parent/legal guardian, but a request is being made to NOT obtain a signed consent form for some or all the subjects. (For example, you are conducting an online survey study.)
(IF THIS ITEM IS CHECKED, COMPLETE SECTION 23.3)
☐	Non-English speaking subjects will be included in the study population.
(IF THIS ITEM IS CHECKED, COMPLETE SECTION 23.2)

[bookmark: _Toc225178965]23.0	Consent Process
23.1	Describe the consent process:
· Explain when and where informed consent of the adult subject or legal authorized representative (LAR), assent of the adult or child subject, and/or permission from the parent/legal guardian will be sought.
· Briefly explain the consent process such as the study will be explained in detail to potential subjects including but not limited to the contents of the informed consent, purpose of the study, visits and procedures involved, risks and benefits, alternative treatments, confidentiality, and right to withdraw from the study at any time. The subjects will be encouraged to ask questions, and all questions will be answered to the satisfaction of the subject. The subjects will be given adequate time to read the informed consent and the opportunity to discuss it. The subjects will demonstrate understanding of the informed consent and a copy will be given to the subjects.
· Briefly explain any process to ensure ongoing consent.
	Please explain:      


23.2	Non-English Speaking Subjects
· Indicate what language(s) other than English are understood by prospective subjects or representatives.
· Discuss how the informed consent process will be conducted with non-English speaking subjects and/or their legally authorized representatives (LARs), and whether a translator (who is fluent in both English and the subject/LAR’s primary language) will be available for all other research interactions with subjects/LARs, including but not limited to follow-up visits and phone calls. 
· Indicate the name of the individual among the key study personnel who has been designated to serve as translator or indicate which other party will serve as translator. If the translator’s name is known, include his/her name.
· Indicate how 24-hour phone calls from these subjects/LARs regarding research-related injuries will be handled.
	Indicate:      


23.3	Waiver or Alteration of Consent Process 
	☐	A request is being made for a general waiver of informed consent.

	☐	A request is being made for an alteration of informed consent.



23.3.1	Describe the group(s) of subjects for which the waiver and/or alteration of consent is being requested. If you have requested both a waiver and an alteration of consent, please describe the subjects covered by each request.
	Please explain:      



23.3.2	Describe the group of subjects for which a request is being made to NOT obtain a signed consent form.

	Please explain:      



23.3.3	Why can the research not be practicably carried out without the waiver of consent?
☐	Funds and personnel do not exist to contact all potential subjects to secure their consent.
☐	Failure to include all potential subjects might result in skewed analysis of the results of the study.
☐	Other reason.
	Please explain:      



23.3.4	Do the research procedures for which you are requesting an alteration or waiver of consent involve more than minimal risk?
	☐
	The research procedures involve more than minimal risk.

	☐
	The research procedures do NOT involve more than minimal risk.

	You may not receive an alteration or waiver of consent for research procedures that involve more than minimal risk.  Go back to the above question and uncheck "A request is being made to waive or alter consent for some or all of the subjects."




23.3.5	Does the research involve any procedure for which separate, written consent is 	normally required outside the research setting?

☐	The research does involve procedures for which separate, written consent 	is normally required outside the research context. 
☐	The research does NOT involve procedures for which separate, written 	consent is  normally required outside the research setting.
 
You may not make a request to NOT obtain a signed consent form if the research involves any procedures that would normally require written consent outside of the research setting.  Go back to the above question and uncheck "Consent will be secured from the subjects, but a request is being made to NOT obtain a signed consent form for some or all of the subjects."

23.3.6	Will the subject be provided with a written consent summary about the research 	study?

☐	The subject will be provided with a written consent summary about the 	research study. 
☐	The subject will NOT be provided with a written consent summary about 	the research study. 

23.4	Subjects who are not yet adults (children & teenagers)
· Describe the assent process, such as, “Assent will be obtained from all subjects capable of assent, with the complexity of the disclosure geared to their ability to understand the information.  The objection of any subject in word or action to the performance of study procedures will be sufficient for their withdrawal or exclusion from the study.”
· Indicate whether assent will be obtained from all, some, or none of the children. If assent will be obtained from some children, indicate which children will be required to assent.
· When assent of children is obtained describe whether and how it will be documented.
· For long term studies that include minors who may reach the age of assent, 8 years of age, during study participation, the researchers should explain that that they will obtain assent from these children for continued study participation, such as “When a child reaches the age of 8 while enrolled in this research study, assent will be obtained from the child subject using the assent discussion page of the consent form(s), and/or according to the assent process described above.”
· For long terms studies that include minors who may reach the age of majority (18 years of age) while enrolled in the research study, researchers should describe the process of obtaining informed consent for the continued study participation, such as, “When a child reaches the age of majority (18 years of age) while enrolled in this research study, informed consent will be obtained from the subject for continued study participation, as described in the informed consent process described above.”
· Include a brief explanation that if the parent or legal guardian loses or transfers authority to make health care decisions on behalf of a child who is participating in research, then the new legal guardian must be identified and provide permission for the child’s continued participation in the study.
	Please explain:      



23.5	Adults Unable to Consent – Obtain Consent from the LAR
· When prospective adult subjects lack adequate decision-making capacity investigators may not involve them in clinical research without the legally effective informed consent from the subject’s legally authorized representative (LAR). Briefly explain how the researchers will determine when to obtain informed consent from the LAR.
· Explain that if the LAR loses the legal right to consent for the subject while the subject is participating in a research study (e.g., loss of Power of Attorney for health care), a new LAR will be identified and give consent for the subject’s continued participation in the study.
· If appropriate for the study, such as if the study population includes participants who may lose the capacity to consent at some point during study participation (due to Alzheimer’s disease for instance), the researchers should explain the process for naming a future LAR upon study enrollment. Such as, this will be done in writing, via a healthcare proxy form, and be kept with the subject’s research record. At the time when the investigator determines the subject has lost the capacity to continue to consent to study participation, the designated LAR should be consented. In addition, assent of the adult subject should be obtained if possible. Further, the sustained objection in word or action of the subject to continued participation should be grounds for withdrawing the subject from the study, unless the study offers a unique opportunity for direct benefit not otherwise available outside the research setting.
· Identification of the LAR for a subject incapable of making an autonomous decision is governed by state law. The LAR must be an adult who has exhibited special care and concern for the subject, who is familiar with the subject’s personal values, who is reasonably available, and who is willing to serve. No person who is identified in a protective order or other court order that directs that person to avoid contact with the subject shall be eligible to serve as the subject’s LAR. Identification of an LAR should normally be made using the following order of descending preference: conservator; guardian; attorney-in-fact; subject’s spouse, unless legally separated; the subject’s adult child; the subject’s parent; the subject’s adult sibling; any other adult relative of the subject; or any other adult who is familiar with the patient’s personal values, who is reasonably available, and who is willing to serve as LAR.
· Describe the assent process, such as, “Assent will be obtained from all subjects capable of assent, with the complexity of the disclosure geared to their ability to understand the information.  The objection of any subject in word or action to the performance of study procedures will be sufficient for their withdrawal or exclusion from the study.” 
· Indicate whether:
· Assent will be required of all, some, or none of the subjects. If some, indicate which subjects will be required to assent and which will not.
· If assent will not be obtained from some or all subjects, provide an explanation of why not.
· When assent is obtained describe whether and how it will be documented.
	Please explain:      



23.6	Emergency Research Waiver of Consent

23.6.1	Explain why the medical condition of subjects will make them generally or always unable to give informed consent prior to initiation of study interventions.

	Explain:      



23.6.2	Describe the length of the potential therapeutic window, based on scientific evidence that is available, to secure the consent of the LAR before study interventions must be initiated.

	Describe:      



23.6.3	Clarify the reasons why the time available prior to the initiation of study interventions will make it generally or often unfeasible to secure the consent of the LAR.

	Explain:      



23.6.4	Explain why there is not reasonable way to prospectively identify the individuals likely to become eligible for participation in the clinical investigation.

	Explain:      



23.6.5	Delineate the procedures that will be used to inform, at the earliest feasible opportunity, each subject, or if the subject remains incapacitated, a legally authorized representative of the subject, or if such a representative is not reasonably available, a family member, regarding (a) the fact that the subject has been included in the clinical investigation, the details of the investigation and other information contained in the consent document and (b) his/her opportunity to discontinue the subject’s participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

	Explain:      



23.6.6	Characterize the procedures that will be used to locate and inform the subject’s legally authorized representative or family member about the clinical investigation, if feasible, when the subject is entered into the clinical investigation with waived consent and the subject dies before a legally authorized representative or family member can be contacted.

	Explain:      



23.6.7	Describe in detail the plans to consult with representatives of the communities in which the clinical investigation will be conducted and from which the subjects will be drawn about the proposal to conduct the study and the acceptability of the waiver of consent.

	Describe:      



23.6.8	Indicate the plan to apprise the IRB regarding the results of the community consultation prior to IRB approval for the initiation of study procedures.

	Describe:      



23.6.9	Outline the plans for public disclosure of information to the communities in which the clinical investigation will be conducted and from which the subjects will be drawn, of plans for the investigation and its risks and expected benefits, subsequent to the community consultation and prior to the initiation of the clinical investigation.

	Describe:      



23.6.10 Outline the plans for public disclosure of sufficient information following completion of the clinical investigation to apprise the community and researchers about the results of the study, including the demographic characteristics of the research population.	
	Describe:      




[bookmark: _Toc212556584][bookmark: _Toc225178966]24.0	Request to Use Protected Health Information Under HIPAA

24.1	To conduct this research, or to identify or recruit potential subjects, are you requesting to 	use SOURCE DOCUMENTS or SOURCE MATERIALS  that contain Protected Health 	Information (PHI) without a persons authorization AND/OR are you obtaining PHI of 	persons without their authorization such as through telephone screening?

Note: Source documents/materials are documents/materials from which you are going to abstract information in order to conduct this research or to identify or recruit potential subjects, for example, a patient’s medical record.

Protected Health Information (PHI) is defined as health information accompanied by ANY of the 18 HIPAA identifiers:

1. Names;
2. All geographic subdivisions smaller than a state, including street address, city, county, precinct, and their equivalent geocodes, except for the initial three digits of a zip code if the geographic unit represented by these three initial digits contains more than 20,000 people;
3. All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death, and all ages over 89 and all elements of dates indicative of age over 89, except that such ages and elements may be aggregated into a single category of age 90 or older;
4. Telephone numbers;
5. Fax numbers;
6. Electronic mail addresses;
7. Social security numbers;
8. Medical record numbers;
9. Health plan beneficiary numbers;
10. Account numbers;
11. Certificate/license numbers;
12. Vehicle identifiers and serial numbers, including license plate numbers;
13. Device identifiers and serial numbers;
14. Web universal resource locators (URLs);
15. Internet protocol (IP) address numbers;
16. Biometric identifiers, including finger and voice prints;
17. Full face photographic images and any comparable images; and
18. Any other unique identifying number, characteristic or code.

☐	I am requesting to use source documents/materials that contain Protected Health Information (PHI) of persons (living or dead) without their authorization (or with limited or altered authorization) to conduct the study, or to identify or recruit potential subjects.
☐	I am requesting to use source documents/materials that contain Protected Health Information (PHI) of persons (living or dead) under a waiver of authorization to conduct the study, or to identify or recruit potential subjects (an authorization will be obtained contemporaneous with the informed consent document once a potential subject is recruited).
☐	I am NOT requesting to use source documents/materials that contain Protected Health Information (PHI) of persons (living or dead) without their authorization (or with limited or altered authorization) to conduct the study, or to identify or recruit potential subjects
[bookmark: _Toc150240707][bookmark: _Toc198637760]
	(IF THE FIRST ITEM IS CHECKED, COMPLETE SECTION 24.2; IF THE SECOND ITEM IS CHECKED, SECTION 24.0 IS NOW COMPLETE )




24.2	Identify the regulatory category under which the request is being made to view, record, and/or retain Protected Health Information (PHI) without subject authorization.

	☐	Waiver of subject authorization is being requested because some or all of the PHI is being viewed without the subject (or potential subject) signing a HIPAA authorization.

	(IF THIS ITEM IS CHECKED, COMPLETE SECTIONS 24.3-24.12)



	☐	Some or all Protected Health Information (PHI) to be viewed, recorded, and/or retained is from individuals who were deceased prior to the date this research proposal was submitted.

	(IF THIS ITEM IS CHECKED, COMPLETE SECTION 24.13 & 24.14)



	☐	Some or all Protected Health Information (PHI) to be viewed, recorded, and/or retained is a limited data set. A limited data set is a medical record, database, or other source document being accessed for this research which does NOT contain 16 of the 18 HIPAA-specified identifiers. 

	
	

	(IF THIS ITEM IS CHECKED, COMPLETE SECTION 24.15 & 24.16)


	

24.3	Briefly describe the Protected Health Information (PHI) to be used in the research activity. If this study involves a review of records for which all the records will be in existence and completed at the time the study is initiated, then specify the approximate beginning and ending dates of those records.
☐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 image - Photographic images are not limited to images of the face.
☐Any other characteristic or code that could uniquely identify the individual   Explain:      

HI to be collected/recorded/retained include:  
☐No identifiers will be collected/recorded/retained
☐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 image - Photographic images are not limited to images of the face.
☐Any other characteristic or code that could uniquely identify the individual   Explain:       

24.4	If Protected Health Information (PHI), excluding Serious Adverse Event (SAE)/Adverse Event (AE) report(s), will be disclosed to the investigator by another covered entity or entities, briefly describe these entities.

	Describe:      




24.5	Briefly explain who will receive and use the Protected Health Information (PHI) and where it will be stored.

	Explain:      



24.6	Protected Health Information (PHI) will be used without a signed consent form containing a HIPAA authorization:

	☐	to identify potential subjects (e.g., where a chart review will be conducted before asking the potential subject to sign a consent form containing the HIPAA authorization).

	☐	to contact potential subjects regarding study participation (e.g., obtaining a phone number from the medical record in order to call potential subjects to conduct a survey).

	☐	for the collection of data for the study (e.g., a retrospective chart review).



24.7	Briefly describe the plan to protect the Protected Health Information (PHI) – health information with identifiers.

	Explain:      




24.8	Briefly describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research. If there is a justification for retaining the identifiers after such time or such retention is otherwise required by law, this should be explained.
 
	Explain:      




24.9	Will the Protected Health Information (PHI) – health information with identifiers – be reused or disclosed to any other person or entity than those listed as key study personnel?

☐	Yes
☐	No

24.10	Is it true that the Protected Health Information (PHI) will not be reused or disclosed to any other person or entity EXCEPT as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the PHI is approved by the IRB?

	☐	PHI will not be reused or disclosed unless as excepted above.

	☐	PHI may be reused or disclosed.

	Explain:      





24.11	Briefly explain why you must have access to view or retain the PHI in order to complete your research.

	Explain:      




24.12	Why can the research not be practicably carried out without the waiver of the authorization requirement?

	☐	Funds and personnel do not exist to contact all potential subjects to secure their authorization.

	☐	Failure to include all potential subjects might result in skewed analysis of the results of the study.

	☐	Other Reason. Explain:      





24.13	If you will use PHI from Deceased – Does adequate documentation exist that all subjects whose Protected Health (PHI) will be used in this study are deceased?

	☐Yes
	Please describe documentation in the below textbox.

	☐  No 
	Please explain why in the following space.

	Explain:      




24.14	Explain why the Protected Health Information (PHI) being sought I necessary for the research study.

	Explain:      



24.15	If you will use a Limited Data Set – Will the Protected Health Information (PHI) used in the research study exclude the 16 categories of direct identifiers necessary for the creation of a limited data set?
Limited Data Set means that the source material used by an investigator (as contrasted with the data as abstracted) does not include any of the following direct identifiers of the individual or of relatives, employers, or household members of the individual:
(1) names;
(2) postal address information, other than town or city, state and zip code;
(3) telephone numbers;
(4) fax numbers;
(5) electronic mail addresses;
(6) social security numbers;
(7) medical record numbers; 
(8) health plan beneficiary numbers; 
(9) account numbers; 
(10) certificate/license numbers;
(11) vehicle identifiers and serial numbers, including license plate numbers;
(12) device identifiers and serial numbers; 
(13) web universal resource locaters (URLs);
(14) internet protocol (IP) address numbers;
(15) biometric identifiers, including finger and voice prints; and
(16) full face photographic images and any comparable images. 

Limited data sets may include only the following identifiers:
· Dates, such as admission, discharge, service, and date of birth (DOB)
· City, state, and zip code (not street address)
· Age
· Any other unique code or identifier that is not listed as a direct identifier.
	☐Yes
	The 16 categories of direct identifiers will be excluded.


	☐No
	Please Explain:      



24.16	Has a data use agreement been reached with the covered entity for the use of the Protected Health Information (PHI) in the research study?

	☐	A data use agreement has been reached between the covered entity and the recipient of the limited data set (include a copy of the agreement with your submission to the IRB

	☐	If no, then a data use agreement must be submitted prior to final IRB approval of this proposal.




[bookmark: _Toc207900416][bookmark: _Toc225178967]25.0	References

25.1	Please list all literature references in support of this research. 
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