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Trinity Health Ann Arbor
and Trinity Health System Level Research
Institutional Review Board
NEW PROJECT APPLICATION 

All research involving human subjects must be reviewed and approved by an Institutional Review Board (IRB) prior to study initiation. Research compliance and IRB oversight for Trinity Health Ann Arbor (THAA), is comprised of Trinity Health Ann Arbor, Trinity Health Livingston, Trinity Health Livonia, Trinity Health Oakland (Oncology only) and Chelsea hospital locations. THAA has two Institutional Review Boards Trinity Health Michigan Region IRB #1(Non-oncology) and Trinity Health Michigan Region IRB# 2 (Oncology-exclusive IRB for the MCRC). In addition, THMR IRB #1 serves as the IRB of Record for Trinity Health when the endeavor meets the definition of system level research. The IRBs are charged with safeguarding the welfare of human subjects in the research setting and assuring compliance with all applicable federal, state, local laws, tribal laws, and regulations. 
The THMR IRB Policies and Procedures are available online!
It is the responsibility of each investigator and members of the study team to read and comply with the THAA IRB policies and procedures. All research, including that which does not directly involve intervention with human subjects, such as review of existing medical records, use of existing surgical, laboratory or autopsy specimens, questionnaires, surveys, etc., must be reviewed and approved by the IRB prior to initiation of the research. This applies, regardless of source of funding or location where the study will be carried out (in hospitals, clinics, private offices on or within THAA campus), to research conducted by faculty, staff, residents or students at the locations listed above or by anyone from outside the facility who wishes to conduct a study involving/engaging Trinity Health. This also applies to all Trinity Health system level research conducted by Trinity Health colleagues, affiliated physicians including residents, consultants or contractors, or external researchers (including students).
The Investigator must complete this "New Project Application" and submit it via e-mail to the address below along with: 
· study protocol, 

· informed consent using the THAA template, 

· applicable HIPAA forms, 

· Human Subject Protection training completion record, GCP training if applicable 

· and any other pertinent documents (i.e., investigator's brochure, questionnaires, data collection forms, advertisements, letters to research participants, etc.) as per the protocol
All questions must be answered; comments such as, "see protocol" are not sufficient. The application must be signed by the Principal Investigator and all sub-investigators. Applications for THAA research must also be signed by the THAA Department Chair/Head as acknowledgment to study conduct. 
Please submit this Completed Form and required documents to the IRB Administrators via Email:  aasjirbsubmissions@trinity-health.org
APPLICATION TO THE TRINITY HEALTH MICHIGAN REGION IRB FOR THE APPROVAL OF RESEARCH INVOLVING HUMAN SUBJECTS
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Investigators are required to ensure that the protocol is conducted as written and that any changes in the protocol or consent are submitted to and approved by the THAA IRB prior to implementation. Investigators must submit written descriptions of any unanticipated and/or adverse events, to the IRB Office and appropriate regulatory agencies as outlined in the policies and procedures. 

Conflict of Interest can be defined as any situation in which financial, professional, or personal obligations may offer opportunity to compromise or present the appearance of compromising an individual’s professional judgment in designing, conducting, and analyzing or reporting research. 
Each investigator/sub-investigator shall disclose all significant financial interests that would reasonably appear to be directly and significantly affected by the research activity to comply with federal and state regulations, specifically including 42 CFR Part 50, Subpart F -Responsibility of applicants for promoting objectivity in research for which PHS funding is sought. 

“Significant Financial Interest” means anything of monetary value exceeding $5,000.00 that includes the investigator/sub-investigator or member of his/her immediate family. Examples include but are not limited to; salary or other payments for services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options, or other ownership interests); and intellectual property rights (e.g., patents, copyrights, and royalties from such rights). 
1. Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real significant financial conflict of interest that requires disclosure? 
Disclose to the IRB any further (bonus) funding for patient accrual. This may be allowed but may require disclosure of the funding in the consent form. A disclosure of any new reportable significant financial interest is required to be submitted to the IRB at the time of the change. 
Yes   FORMCHECKBOX 
      
No   FORMCHECKBOX 
 


PI initials: _______
     If yes, provide a detailed description of the financial disclosure:   

         
2. Is this a Trinity Health system-level research project? System-level means any research directly involving Trinity Health patients, System Office employees or clinical operations or using Trinity Health data that is (1) led or sponsored by a System Office colleague or (2) involves at least three or more Ministries. 
No     FORMCHECKBOX 
 - continue to the next question.
Yes   FORMCHECKBOX 
 - If yes, are you from THAA?

Yes   FORMCHECKBOX 
  - continue to the next question (3)  


 No    FORMCHECKBOX 
  - complete training requirements and form located at link, below, and then skip ahead to the next section. 
3. Have you already submitted an Annual Financial Interest Disclosure Form for the current year (May through May)? 

      PI initials: _______
No    FORMCHECKBOX 
  - STOP - you must complete and submit an updated Disclosure form with this application.
Yes   FORMCHECKBOX 
 - If yes, is the Disclosure form current? 
Yes   FORMCHECKBOX 
      
No   FORMCHECKBOX 
 - submit form with this application.
4. Is there a financial disclosure that exceeds $5,000.00?

Yes   FORMCHECKBOX 
       
No   FORMCHECKBOX 
  


PI initials: _______
If yes, complete a Conflict Avoidance Statement and submit it with this application. 

Other Disclosures: A disclosure of any new reportable significant financial interest is required to be submitted to the IRB at the time of the change. Disclose to the IRB any further (bonus) funding for patient accrual. This may be allowed but would require disclosure of the funding in the consent form.
4. Do you have any other conflict of interest (e.g., personal, owner of device, honorarium, etc.)? 

Yes  FORMCHECKBOX 
      
No  FORMCHECKBOX 
  


PI initials: _______
If yes, provide a detailed description of the conflict:        
5. Have all the other THAA research team members submitted current FCOI disclosure forms to the THAA IRB or their institution within the reporting year? 
     PI initials: _______
Yes   FORMCHECKBOX 
      
No   FORMCHECKBOX 
 - STOP- this must occur to submit this application. 


1. Have you ever or were you part of a research team that ever received a sanction or disciplinary action for a research project or activity?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 



If yes, please explain when and where this occurred:      
2. Have you previously conducted research at THAA? 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 



If yes, when was the last study approved by the THAA IRB?      

1. Will a Research Site Agreement, Clinical Trial Site Agreement, or a Facility Letter be signed prior to study initiation? 
Yes   FORMCHECKBOX 
           No  FORMCHECKBOX 

If yes, has the appropriate document been reviewed by the THAA Legal Department?
Yes   FORMCHECKBOX 
 -date of review:                No  FORMCHECKBOX 

2. Does the THAA Office of Grants and Contracts have a copy of the contract? 
Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

If no, state why:      

Depending on the nature of the research, the protocol may need to be reviewed by additional Trinity Health internal departments/committees. Considering the study procedures to be employed, should Credentialing, Risk Management, and/or Medical Ethics Committee review be conducted? 
 FORMCHECKBOX 
 Yes   If yes, indicate which additional review is necessary and why and submit the correspondence:        
 FORMCHECKBOX 
 No    If no, provide rationale:        
Was this study reviewed by a Research Review Committee? Note: certain Research Review Committees require their review (Oncology, Saint Mary Mercy Livonia, Michigan Heart, and others)—check with the appropriate department(s). This review must be completed prior to submitting it to the IRB. 
 FORMCHECKBOX 
 Yes   If yes, indicate the name of the committee:           

 FORMCHECKBOX 
 No, a review was not done, and this study is not being conducted at or by a PI from oncology, TH Livonia, or Michigan Heart.

By signing below, as the Principal Investigator you agree and attest to the following: 
1. The protocol is scientifically sound and of scientific and social value.

2. Conduct and supervise the study in accordance with the terms of the IRB approval (including the current IRB approved protocol); including maintaining the highest ethical and scientific research practices in the conduct of the study.

3. Sufficient oversight over all study activities and tasks delegated to others to ensure that the research is conducted in compliance with all applicable Federal Regulations and TH institutional policies and procedures.

4. IRB approval will be obtained before engaging in research.

5. Review and comply with the THM IRB policies and procedures.

6. After obtaining IRB approval, all required reports including amendments/revisions, continuing review, unanticipated problems, and protocol deviations, will be submitted to the IRB, the study sponsor, and the relevant funding agencies in accordance with THM policies and procedures and sponsor/funding agency requirements. 

7. No changes will be made to the research without first obtaining IRB approval for the amendment/revision, except where necessary to eliminate apparent immediate hazards to participants (45 CFR 46.103(b)(4), 21 CFR 56.108(a)(4)). If a change is needed to eliminate immediate hazards to participants without prior IRB approval, the PI must report those changes promptly to the IRB.

8. Maintain required training, licensure, and certification throughout the conduct of the study.
9. Inform research participants that the drugs, devices, biologics, or interventions are being used for investigational purposes, and will ensure that the requirements for obtaining informed consent are conducted in accordance with IRB approval.

10. Ensure that the content of submissions to the IRB are accurate and complete, including providing all documents, subject to IRB review, in accordance with THM policy and regulations. 

11. Respond to all IRB requests for information and ensure that a study closure form is submitted to the IRB once the study is completed.

12. Ensure that all members of the study team are trained and qualified to perform their delegated role in meeting the requirements of the written protocol. All study procedures considered to be human subject research activities, including obtaining informed consent, will only be carried out by members of the IRB-approved investigative team.
13. Ensure that data and study records will be stored, retained, and protected in accordance with the approved protocol, HIPAA requirements, THM policies and procedures and other applicable regulations (e.g., FDA).
14. There are adequate resources (i.e., facilities, personnel, time, funding, and equipment) to conduct the study.

15. Ensure the current Annual Significant Financial Disclosure form for all study team members has been completed and is on file with the Research Compliance Department (RCD), in accordance with Leadership Policy – Promoting Objectivity in Research – Financial Interest Disclosure. Notify the RCD immediately of any actual or potential financial or ethical conflict of interest that arises for any study team member during the conduct of the study. 

16. Ensure that all study team members complete their study specific conflict of interest disclosure in an accurate and complete manner. Notify the IRB immediately of any actual or potential financial or ethical conflict of interest that arises for any study team member during the conduct of the study. 

Principal Investigator:
Printed Name:
     
   Signature:



 Date
      

Institutional Affiliation:      
THAA and private entities on the THAA campus: The Department Head (Required) Department Head signs as awareness of the conduct of the study in their department and acknowledges that resources are available for study conduct. When the Dept. head and PI are the same person, someone senior in rank to the PI must sign for this role to ensure accountability and that leadership is informed.
     









      

Printed Name
(cannot be the PI)

Signature       

         
Date

     
Name of Department

For THAA research only: Other THAA Department Involvement--required if applicable (e.g., data pulls by Trinity Health must include approval from Dept Head), signing as awareness and approval of their role in the conduct of the study in their department. Be aware without this approval you may not be able to conduct your study at THAA even if the IRB has approved this study.

     
         


 

________________

    
       

Printed Name

                      
 
Signature       
          


    Date

     
Name of Department
Sub- Investigator(s): For THAA Research Only. By signing below THAA Sub-Investigators are indicating that each has read the THAA IRB Policies and Procedures and collectively and individually accept responsibility for conducting this project in accordance with THAA Policy, applicable regulatory requirements and that you agree to follow the protocol as written. Your signature(s) on this application will also attest to the accuracy of your significant financial interest disclosure on file and compliance with HIPAA privacy laws for protected health information (PHI). See website for additional signature pages:  https://www.trinityhealthmichigan.org/research-compliance/ann-arbor/forms  
1.      









    
       

Printed Name

                      
 
Signature       



Date

     
Institutional Affiliation

2.      









 
      
Printed Name

                      
 
Signature       



Date

     
Institutional Affiliation

Primary Research Coordinator for this study:

     
         



 ____________________________                
Printed Name
                                                 Signature                                
Date

Name of person completing the IRB application:

     
                          


      
Printed Name 




Phone number

Correspondent contact (optional; will receive correspondence in addition to PI. For example, if there is no Research Coordinator, but PI wants an Administrative Assistant added to help track due dates):
     
             

       
Printed Name                        
E-mail            
	Project identification


Please list, in this box, all submitted documents with this application, exactly as you would like them listed on the IRB Approval letter:
      
1.        Current date:       
2.        Title of project:       
3.
Sponsor project number (if applicable):       
4.
Phase of research project; for pharmaceutical studies indicate Phase I, II, II, IV; for device studies indicate HUD, PMA or 510K:     

 FORMCHECKBOX 
  N/A           
a. Provide an IND number (for drug studies)          - attach FDA approval letter.
b. Provide IDE number (device studies)             - attach FDA approval letter.
c. If exempt from an IND, attach FDA e-mail if available.
5.    
Principal investigator's name, academic degree, title, department, Institution, and affiliation; attach a current curriculum vita:       
If you are not affiliated with Trinity Health then provide the rationale for conducting the research at THAA or Trinity Health locations or for using THAA or Trinity Health data in your research:      
   6.  
For THAA Research only: If you are not affiliated with THAA, then endorsement from a THAA physician and /or department chair is required, as well as review from research committees within THAA (e.g., oncology, research committee, or departmental committee) prior to IRB review. 

Has the appropriate THAA Research Committee reviewed this study proposal?

 FORMCHECKBOX 
   Yes  
 FORMCHECKBOX 
   No   
 FORMCHECKBOX 
   N/A  

If yes, provide the date of review:        
If no, explain:        
7.
Principal investigator's complete address, telephone number, facsimile number, and e-mail address. NOTE: The address provided will be used for all correspondence. 
     
8. List sub-investigators' names, academic degrees, titles, and affiliations, as indicated on signature page:     
9. Research coordinator(s) assigned to the project, address(es) and telephone number(s), facsimile number(s), and e-mail address(es):        
10. IRB Invoice Contact (if applicable). Please include name, address, phone number, facsimile number, and email. NOTE: The contact provided will be used for all IRB fee correspondence. 
     
11. Please provide a copy of CITI Human Subjects Training completion record for the PI, all sub-Is, and ALL research coordinators. Please refer to the Trinity Health IRB Policies and Procedures for guidance on approved training programs. 
Attach all current completion reports for CITI. 


12. Name and complete address of Sponsor or who is funding the research project:
         or   ___ N/A
13.
Has another IRB reviewed and approved of this research? If so, include a copy of the approval letter (s). 
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

14.
For Clinical Trials only:  Has the clinical trial been registered on www.clinicaltrials.gov? 
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No- but will be        FORMCHECKBOX 
 No        FORMCHECKBOX 
 N/A
If yes, provide the ClinicalTrials.gov Identifier (NCT number) NCT number is needed for consent issuance:       
15. The IRB application does not supersede or replace a formal written protocol; it is an addition to the study protocol. See the IRB website for a suggested (not required) template. https://www.trinityhealthmichigan.org/research-compliance/ann-arbor/forms 
 FORMCHECKBOX 
 The protocol is attached to the submission. 
 FORMCHECKBOX 
 I do not have a protocol – STOP:  this is a requirement to submit.
	introduction – in addition to this new project application, attach the study protocol


1. Describe the background rationale for the study. If this is a clinical study, explain standard therapy and state how the research will alter standard therapy. If a new drug or medical device is involved, explain the results of previous animal/human studies, including the risks and benefits reported in the literature. If a questionnaire is to be used, include information supporting its validity and reliability. Include the literature search in the background. 
     
2. What is the overall goal of this research? State specific aims, hypothesis, objectives, etc.

     
3. Where will the study be conducted (e.g., inpatient unit, outpatient clinic, private office, emergency room, long term care, administrative offices, etc.)? If there is more than one location, please list all Trinity Health hospital(s), clinic or other Ministry locations, or external locations. 
     
4. If blood is being drawn or other laboratory tests are being performed, where will they be performed and analyzed (list location)? 
 FORMCHECKBOX 
  N/A   
      
5. If yes to #3, what types of arrangements have been made to coordinate the work?

     
6. If histopathology is being performed, where will the slides be prepared and analyzed? 

 FORMCHECKBOX 
  N/A

      
7. If yes to #5, what type of arrangements have been made to coordinate the work?

     
8. If additional procedures are being performed, such as x-rays, MRIs, CT scans etc., where will these exams take place? 
 FORMCHECKBOX 
  N/A

     
9. If yes to #7, what type of arrangements have been made to coordinate the work? 
     
10. If statistical analyses are performed, where and by whom will these be conducted? Detail the arrangements that have been made to coordinate this activity. 
     
11. List any other study procedure(s) not mentioned above and state where they will be conducted.

      
12. If the study involves the use of an investigational device or drug, provide the name and basic description (for devices provide the FDA letter stating PMA or 510 K approval). 

 FORMCHECKBOX 
 N/A

     
	study population


1.
Describe the groups of participants (experimental, control, etc.) that will comprise the study population and give the number of participants to be included in each group. For each group, please include information on the age range; sex; ethnic background; health status (e.g., healthy subjects, patients with certain disorders, critically ill requiring intensive care, etc.).      
2.
List the inclusion criteria for participants in each group.      
3.
List the exclusion criteria for participants in each group.      
4.
Are any of the participants that will be sought likely to be vulnerable to coercion or undue influence? For example: employees, Residents, children under the age of 18 years, pregnant women, fetuses, persons of questionable state of mental competence or consciousness, diminished capacity, prisoners, or other institutionalized persons, educationally disadvantaged, economically disadvantaged, and others. Note- justification for use of a vulnerable group and associated applicable special regulations apply, regardless of whether study is retrospective or prospective.

 FORMCHECKBOX 
⁮ Yes           FORMCHECKBOX 
⁮ No

If yes, please indicate the vulnerable population involved and for each: 
a) 
Provide rationale and justification for including this group: 
     
b) 
Describe any appropriate safeguards that will be used to minimize the appearance and likelihood of coercion and/or undue influence. 
     
5. Indicate if there is the potential for the enrollment of prisoners in this study? 

 FORMCHECKBOX 
⁮ Yes           FORMCHECKBOX 
⁮ No 
If yes, special consideration is required by federal regulations. Please contact the Research Compliance Department before submitting this to the IRB. 
6. Will you be excluding pregnant women in this study?

 FORMCHECKBOX 
⁮ Yes           FORMCHECKBOX 
⁮ No 
If yes, provide the rationale for excluding pregnant women:
     
7. Are there any State or Tribal Laws that need to be considered for the study? Please specify the law and the requirements for this endeavor:
     
8. Describe in detail how participants will be recruited and/or screened for the study: 
(a) Source of each participant group (how will they or the charts be selected; e.g., physician referral, screening, public, etc.): 
 FORMCHECKBOX 
 Screening for listed inclusion and exclusion criteria in the medical record

 FORMCHECKBOX 
 Entire group will be approached (e.g., all 1st year residents in an GME   

        program)

 FORMCHECKBOX 
 Other:      
(b) List all methods of recruitment for each participant group: 
 FORMCHECKBOX 
 Research team member will approach after screening for eligibility (submit recruitment script to the IRB if using one).

 FORMCHECKBOX 
 Will not approach participants; seeking waiver of consent and/or waiver of HIPAA (submit waiver form).

 FORMCHECKBOX 
 Flyer, poster, e-mails, letters, announcements (script(s) and/or all versions of all recruiting/advertising materials must be submitted to the IRB for approval prior to use)
 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 
  Multiple participant groups: indicate which methods will be used with each group:      
9. Will any participant recruitment incentives be offered by the study sponsor or investigator? If yes, describe the nature of the incentive, indicate who is funding the incentive, provide justification for offering the incentive, and the frequency or duration of the incentive.
     
	Methodology


1.      In lay terms, provide a concise, but complete, summary of the experimental procedures. Please summarize the protocol and include information on the type or nature of each procedure (e.g. catheterization, biopsy, imaging; duration of each procedure; how many times, approximate length of time required and at what intervals each procedure will be carried out; duration of any hospitalization; frequency and number of ambulatory clinic visits; any arrangements for long-term-follow-up, etc.). 

     
2.     Will any treatment procedures or other interventions be conducted solely for the purposes of this research? If yes, provide detail of the procedure/intervention.
     
3.    Does the research require modifications of any treatment procedures or other interventions that the participants will receive as standard or customary health care? If yes, for each procedure please provide the following information:  Type or nature of the modification; extent of the modification; any resulting increase in the length or frequency of the procedure; any increased risk due to the modification; and any increase in the number of clinic visits or duration of hospitalizations. 
     
4.   Will the investigators conduct the planned experiments, treatments, or interventions themselves? If yes, for each treatment of intervention that requires special skills (e.g., cancer chemotherapy, arterial cannulation, tissue biopsy, etc.), please identify the qualified investigator. If no, please indicate the arrangements for implementation by qualified personnel. 
     
5. Have all the participating physicians (and, if applicable, allied Health Professionals) in the proposed research been granted current clinical privileges for the procedures involved in this endeavor? NOTE: All physicians and/or allied health professionals who will be performing research-specific procedures and/or treatments not currently delineated in their THAA Medical Staff privileges are required to have these reviewed and prospectively approved by their department chair, and by the THAA Credentials Committee, prior to IRB consideration of this new research proposal.
 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 No- please explain:        
 FORMCHECKBOX 
 Yes- please explain:       
6. Will the investigator or study personnel have to undergo any additional Sponsor required training or additional certification (e.g., online protocol training for staff)? If yes, please describe. 
 FORMCHECKBOX 
 N/A
      
7.     Will blood be removed from the subjects for the purposes of this research? If yes, please indicate the following: Route and method of removal; frequency of removal; total volume to be removed in milliliters; in the case of children under the age of 12, volume of blood to be removed also expressed as a percentage of total blood volume; and total time span involved.
 FORMCHECKBOX 
 N/A

     
8.     Will any tissues or organs be removed from the participants for the purposes of this research? If yes, please indicate the following:  Type of tissue or organ; method of removal; size or weight to be removed; frequency of removal; whether the tissue is to be removed solely for research purposes; whether the tissue is to be stored for future research; and whether the material to be removed may be used for commercial purposes (if commercial use is contemplated, indicate the nature of the disclosure to be made to the subjects).

 FORMCHECKBOX 
 N/A

     
9.    Will the participants complete any questionnaires or daily diaries, and include details in the  consent form, if applicable? Attach a copy of each questionnaire that will be used.
     FORMCHECKBOX 
  No  



      FORMCHECKBOX 
  Yes -  please answer the following:
· List type, nature, and title:       
· Has it been validated?      
· How frequent will the participant have to complete:       
· How long will each take and total time:       

1. Indicate the types of records, in what format, and the nature of the information or data to be reviewed (e.g., medical record, pathology report, surgical notes, etc.):
      
a)   Attach all data collection tools/CRFs. Specify below exactly what data will be collected and how the data will be collected  (if you will screen in or use, access, or disclose information from the medical health record, then attach a Waiver of HIPAA Authorization form located on the Research Compliance website; you may also need a Waiver of Consent form): 

      
b)  How will the data be stored and maintained? 
 FORMCHECKBOX 
 Stored on a Trinity Health/Private Practice secure server only (data cannot be stored on jump drives or mobile devices/computers that leave premises. Per hospital policy, protected health information should not be stored on removable media unless the device has encryption.).

 FORMCHECKBOX 
 Stored in hard copy in locked drawer or locked office at this THAA/Trinity Health location(s):       [provide name of location(s)].
 FORMCHECKBOX 
 Other:       
c)   Is this study entirely a review/collection of data that presently already exists?

  FORMCHECKBOX 
 Yes, this is a retrospective chart/data review study         FORMCHECKBOX 
 No 
d)   Is this study entirely a review/collection of data that does not currently exist, but will exist/be collected in the future?

  FORMCHECKBOX 
 Yes, this is a prospective chart/data review study           FORMCHECKBOX 
 No
3.
Who will have access to the data and to patients’ records? (e.g., representatives from the study sponsor, FDA, private monitoring firms, co-investigators, study coordinators, etc.)
     
4.  
Consider the lifecycle of the record; indicate the process employed to collect, store, and report the data once abstracted. 
a) Does the PI and study team have permissions from the database owner to have access to the records? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No, please explain:       
b) Who will abstract the data?      
             Is this person blinded? If not explain, why not:   FORMCHECKBOX 
 Retrospective study. 

                  
c) State the “rules” that will be used to complete the data collection. Rules include such things as decisions to be made on how to manage exceptions or unusual findings (e.g., null values). 

     
d) What type of statistical methods will be employed? 
     
e) Provide the measures that will be taken to assure anonymity and confidentiality of the subjects' records and how will such records be secured? Note: Anonymity refers to the situation where no one, not even the researcher, knows what information came from which respondent. Confidentiality refers to the researcher’s promise not to provide others with any individual responses, which might be identifiable.
 FORMCHECKBOX 
  Data that has any identifiable information and the link will be stored separately from the coded de-identified information. 

 FORMCHECKBOX 
  Participant binders/folders will use a code, rather than contain any identifiable information.
 FORMCHECKBOX 
  Only the research team members will have access to the code and to the identifiable information.
 FORMCHECKBOX 
  Other:      
f.)
Discuss how your procedure helps to preserve anonymity and confidentiality. What steps will be taken to limit access to identifiable data? (At minimum, which may mean keeping such information in a secure location and limiting access to it.)

     
g.)
For data collected where the researcher knows who supplied the data (or has complete access to the record), what steps will be taken to limit linking data with identification of a particular participant? 
     
h.)  Provide the plan for destroying the identifiers after completion of the project, if applicable? 
     
5.   If waiver of authorization is being sought via submitting the form; will data containing protected health information (PHI) be shared in collaboration with another external entity (ex. Blue Cross Blue Shield, or Michigan Hospital Association)? If yes, then a Data Use Agreement may be needed and requested by contacting the HIPAA Privacy Officer by calling 734-712-4542. Please provide the following information when requesting the DUA:

 FORMCHECKBOX 
  N/A, this does not apply.
 FORMCHECKBOX 
  Yes -- if yes, answer below:
a.  Name of company or individual:      
b.  Mailing address:      
c. E-mail address:      
d. Briefly describe the work that will be done and the specify (list) the protected health information being used and disclosed:      
	DRUGS, BIOLOGICS, AND/OR DEVICES TO BE STUDIES


 FORMCHECKBOX 
  No drugs, biologics or devices will be studied as part of this research project. Skip to next section.
1. Will investigational drugs (this includes approved drugs that are used for investigational purposes), biological materials or substances (including placebo) be administered to the participants for the purposes of this research? If yes, for each investigational material append the "investigator's brochure" prepared by the drug manufacturer. The investigational material should include the following information:  Name or code number; type or chemical nature; source (supplier); mechanism of action; dosage and frequency of use; route of administration or application; total duration of use; relevant Investigational New Drug (IND) exemption numbers; and status of approval or exemption by the US Food and Drug Administration (FDA)


 FORMCHECKBOX 
 No

      
2. Will commercially available drugs, biological materials or substances be administered or applied to the participants for the purposes of this research? If yes, for each test item please indicate the following:  Generic and trade names; source (supplier); dosage and frequency of use; route of administration or application; total duration of use; and whether it is to be used for a purpose which is not authorized by the FDA. Append the package insert. 
 FORMCHECKBOX 
 No
     
3. Will the study involve the use of any investigational devices (this includes approved devices used for investigational purposes) for the purposes of this research? If yes, for each device append the "Instructions for Use" prepared by the manufacturer, and provide the following information:  Name or code number; type of device; source (supplier); presumed function or action; dosage and frequency of use; route of application; total duration of use; relevant Investigational Device Exemption (IDE) numbers; and status of approval or exemption by the FDA (letter), as indicated above for investigational drugs.  Append the letter from the FDA and sponsor that indicates the risk of the device as non-significant risk or significant risk. 
 FORMCHECKBOX 
 No
     
4.
Will commercially available devices be used for the purposes of this research? If yes, for each device please indicate the following:  Trade names; source (supplier); function or action, frequency of use; route of administration or application; total duration of use; and whether it is to be used for a purpose which is not authorized by the FDA. Append PMA letter from the FDA. Append the package insert.



 FORMCHECKBOX 
 No
      


5.
Will radioisotopes be administered to the subjects for the purposes of this research? If yes, for each radioactive compound please indicate the following: Chemical nature; amount of radioactivity and frequency to be administered; route of administration; and total duration of administration. Describe any special precautions which should be taken by health care personnel, patient, and/or others with whom the patient may come in contact. 
 FORMCHECKBOX 
 No
     
6.
Will the subjects be exposed to radiation from internal or external sources for the purposes of this research? If yes, please indicate the type of exposure and the total dosage to be delivered. Describe any special precautions which should be taken by health care personnel, patient, and/or others with whom the patient may come in contact.  




 FORMCHECKBOX 
 No
      
7.
Will the subjects receive any organs, tissues, or cells from other humans for the purposes of this research? If yes, please specify the measures planned to prevent the transfer of undesirable elements. Specifically confirm that each human donor or the materials themselves will be tested for human immunodeficiency virus (HIV) and that no material from positive donors will be used. (Please note that federal and many state laws Michigan law require a subject's prior written consent to non-anonymous HIV testing.) 







 FORMCHECKBOX 
 No
     
	RISKS AND BENEFITS OF THE RESEARCH


1.
Does any aspect of this research impose upon the participants or the public any physical, psychological, social, legal, economic, or other potential risks or inconveniences? Is loss of confidentiality a potential risk? If yes, please itemize and describe each risk or inconvenience; assess the likelihood or seriousness of the risks; and assess the risks in comparison to any alternative treatments or interventions. The risks may include injury, discomfort, death, extension of hospital stay, deprivation of a treatment of established efficacy, confidentiality, attracting attention of the public or news media, etc.
     
2.
What measures will be taken to minimize the potential risks or inconveniences? For each risk or inconvenience indicated under G-1 (above), please specify measures to be taken to protect the subjects or to minimize its impact or occurrence; assessment of the likely effectiveness of the protective measures; provisions for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects; and provisions for monitoring the data to be collected to ensure the safety of subjects.  If women of child-bearing age are among the subjects, specific measures must be taken to avoid harm to fertility potential, undetected fetuses, or breast-fed children.
     
3.
Describe the potential benefits in relations to the risks and inconveniences mentioned above. Please justify the risks in relation to the anticipated benefits to the subjects, and in relation to the importance of the knowledge that may reasonably be expected to result from the research.
     
	PROCEDURES FOR OBTAINTIN INFORMED CONSENT


1. 
 Will informed consent be sought from each participant? 
         FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No 


      If no, complete the THAA IRB Waiver of Informed Consent form, found on the St. Joseph Mercy Ann Arbor Internet, and submit with this application. Go to the next section, I.

      If yes, answer below:
Include a final copy of the consent using the THAA template and/or any scripts used to inform a participant. The THAA template can be found on the internet. 
a. Where (physical location(s)) will consent be performed? 
     
b. When will (timing) consent be executed? Explain how much time will be provided for participants to consider enrollment and how much time will be provided before study procedures commence. 
     
c. Will an emergent scenario for consenting be employed in this study? (I.E., consent and intervention happen on the same day) 
      FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No
If yes, please explain in detail the reason for the emergent consent process, risks, and mitigation process to reduce risk(s):
      
d. Who will be performing the process of consent? List all individuals executing consent.      
e. Indicate the process and location to record that consent took place. The protocol or departmental procedures should indicate how and where to document the consent discussion. (ex: progress note, study file note/log research record etc.)      
2.         If the participant(s) belongs to a group vulnerable to coercion or undue influence; or there may be legal concern, what measures will be taken to make certain that the informed consent process will be ethically and legally adequate? E.g.: involvement of parents, legal guardians, or Legally Authorized Representative in the consent process; consenting of non-English speaking participants; obtaining assent from children capable of assenting; obtaining consent from prisoners; diminished capacity; etc.
 FORMCHECKBOX 
  This does not apply, including the use of children (Note: expedited and fullboard review studies must address waiving assent and the justification for their use)
 FORMCHECKBOX 
  Yes. If yes, answer below, as applicable:
a.    If participants are minors:

· Describe procedures for obtaining consent (parental permission) from one or both parent(s) or guardian(s) or other consent option (see SharePoint site for consent and assent options). State whether both signatures will be obtained or only one signature. 
     
· Describe procedures for obtaining assent from the minors or other option that will be used (see SharePoint site for consent and assent options).
     
b.   If participants speak other languages:

· Provide copy of the consent translated into applicable languages. Provide the name, address, contact information of the translator employed and documentation of his/her certified translator status or certification of the translation. 
     
· Describe the consenting procedure for this population, if not already described above.
     
c. If participants will have diminished capacity:
How will the legally authorized representatives be sought to obtain consent, if applicable?

      
· Describe the consenting procedure for this population, if not already described above.
     
	cOST OF THE RESEARCH


Does the Protocol include any billable services? (*Which means any item, service or procedure designated as either "routine care" or research related") that will create a billing charge to either the patient/patient's insurance or research account? Answer the questions below to determine if a Medicare coverage analysis is required.
1. Medicare Coverage/Cost Analyses (MCA) Exempt: 
Does this study involve any billable* services?  FORMCHECKBOX 
Yes             FORMCHECKBOX 
No  
 
If no: completion of the Medicare Coverage Analyses is not required.

If yes, then:
Is the sponsor paying for all protocol-required procedures (including standard of care procedures)? If yes then an MCA is not needed for this study. Go to question 3.
OR
2. Medicare Coverage /Cost Analyses (MCA) Required:

Does this study involve any billable services?  FORMCHECKBOX 
Yes             FORMCHECKBOX 
No
Is the sponsor paying for all protocol-required procedures (including standard of care procedures)?  FORMCHECKBOX 
Yes          FORMCHECKBOX 
No
If the answer above is no, then a Medicare Coverage/Cost Analysis is needed for this study. 

The Medicare Coverage Analyses form can be found on the Research Compliance website: 
https://mytrinityhealth.sharepoint.com/:x:/r/sites/MI-IRB/Research%20Trial%20Billing%20and%20TogetherCare/CA%20Template%20FINAL%20Nov%202022.xlsx?d=w82f88b630365465daeec1e7321ba6f3a&csf=1&web=1&e=zL6nH6   
3. Is there an agreement between the informed consent, clinical trial agreement, Medicare coverage analyses and protocol to assure that the information within the consent for billable services (payments/coverage) is accurate?  FORMCHECKBOX 
Yes,   if no complete this step before submitting the protocol for IRB review. 

4. In the case of injury due to participation in the study, describe who is responsible for the cost/coverage of treatment, if applicable. This should be consistent with information in the consent and the Medicare Cost Analyses. 
      

1.
Describe the process that will be employed for assuring that the study is executed according to protocol (i.e., weekly monitoring meetings, review of computer input, review of adherence to protocol, supervision/oversight methods):  
a.
Provide a detailed description of the process to be used for the assurance of compliance with local and federal regulations, and with the proposed research protocol:
      

b.
How often will the study procedures be reviewed?
      
c. Who will conduct periodic monitoring of this study?
       
d. How will this be documented?
       
2. Will the sponsor be using the Data Safety Monitoring Committee? 
 FORMCHECKBOX 
  No   



 FORMCHECKBOX 
  Yes   If yes, when, and how often will the results of the study be reviewed?      
Protocol Summary (REQUIRED)

Please give a summary/short abstract (two paragraphs or less) of the proposed study. For the benefit of the non-medical members of the IRB, please try to use as few technical and medical terms as possible.

     
__________________________________________________________________________________
THIS MUST BE COMPLETED

Exception of Authorization for the Use of Protected Health Information

(In compliance with DHHS, 45 CFR Parts 160 and 164, Standards for Privacy of Individually Identifiable Health Information)
This form is designed to inform the IRB of an investigator’s desire to review patient charts and/or use patient-identifiable information to expand upon a research idea and create a hypothesis by determining if there is a need for the research and if an adequate patient base exists to justify the research.  It is also used for permission to create and maintain a database of this information or for screening purposes.

Note: Protected health information (PHI) may be used and disclosed for Treatment, Payment, Operations (TPO) and certain other uses and disclosures without authorization (consent) from the patient. Research is not TPO. All other uses and disclosures of PHI must conform to an exception permitted by HIPAA. The patient must authorize any other use or disclosure of PHI.

Will any patients be contacted?




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Could generalizable knowledge be gained?



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Note:  Generalizable knowledge may be the result of the collection of data where the information gained could apply to a larger population or disease in general rather than one individual participant. 

Is there an intent to publish or present?



              FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Will any results with identifiers be reported to the sponsor?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
 No

Is this review of health information strictly retrospective*?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

*Retrospective means that the study is entirely a review/collection of data that presently already exists.
Note: In general, except for treatment, only the minimum information necessary for a specific research purpose may be accessed. 
A. Review Preparatory to Research – If a request to review of limited number of records that contain protected health information prior to conducting research to formulate a research hypothesis, assess the feasibility of a project, or determine the availability of data, complete the Certification of Review Preparatory to Research Form in addition to this application and submit to the IRB. If you already have an IRB-approved Certification of Review Preparatory to Research Form, attached the IRB approval letter. 

 FORMCHECKBOX 
 Check here if this section does not apply.

Note: Disclosures for research operating under an authorization exception are also subject to HIPAA’s disclosure accounting requirement. You must track such disclosures when the number of records used and disclosed is 50 or less. Additional permission must be sought each time the health information is reused for a different purpose or is to be disclosed to any other person or entity. Disclosure of PHI is permitted to a person subject to the jurisdiction of the FDA for quality, safety, or effectiveness review.
B. Research on Decedent’s Information – If decedent’s protected health information will be obtained, complete the Decedent Certificate Form in addition to this application and submit to the IRB. If you already have an IRB-approved Decedent Certificate Form, attached the IRB approval letter.
 FORMCHECKBOX 
Check here if this section does not apply.
C. Limited Data Set Use – Complete this section when information used will be made “anonymous” but not completely “de-identified.”  Such studies necessitate the use or reporting of dates or localities. Submit this form to the IRB.
 FORMCHECKBOX 
 Check here if this section does not apply.
1. All the following PHI will be removed when creating the limited data set:     

 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No- stop, cannot use a Limited Data Set
	Names
	Health Plan ID Numbers

	Addresses other than city, state, zip
	Account numbers

	Telephone Numbers
	Certificate / License Numbers

	Fax Numbers
	Device and Vehicles Identifiers and Serial Numbers

	E-mail Addresses
	URLs

	Social Security Numbers
	IP Addresses

	Medical Record Numbers
	Biometric Identifiers Including Fingerprints

	Full Face Photos and Other Comparable Images
	


2.   Limited data set will include only one or more of the following:

             FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No- stop, cannot use a Limited Data Set
(  Zip code

(  Date of birth or date of death

(  Date(s) of service.
(  Geographical subdivision (city)

3. To provide a limited data set to a sponsor, other researcher, other covered entity, or any other non-covered entity, a data use agreement between Trinity Health Michigan Region or Trinity Health (for system level research) and the sponsor must be used. The data use agreement must:

(  List the permitted uses and disclosures of it.
(  Establish who is permitted to use or receive it.
(  Provide that the recipient will:

(  Not use or further disclose the information other than as in agreement or as required by law.
(  Use appropriate safeguards.
(  Report to Trinity Health Michigan Region or Trinity Health (for system level research) any inappropriate uses or disclosures.
(  Ensure that anyone to whom he/she provides the data agrees to the same restrictions.
(  Not identify the information or contact the individuals.
4. A data use agreement including the above listed criteria will be used. 
       FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No - Stop- a Limited Data Set cannot be granted.
The signatures on the IRB application also attest that the information listed in the HIPAA exception of authorization for use and disclosure of PHI is accurate and all members of the study team will comply with the HIPAA regulations and the exception criteria.

The signature on the IRB application also attests that the information will not be reused or disclosed to any other person or entity other than those listed on this form, except as required by law. If at any time the principal investigator wants to reuse this information for other purposes, or disclose the information to other individuals or entity, it will require additional and a separate submission and approval by the IRB/Privacy Board.
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