University of Michigan

Department of Family Medicine

Clinical Research Application


Process for Approval to Conduct Research at Clinical Sites

One of the missions of the Department of Family Medicine is the creation of new knowledge that contributes to the health and well being of patients.  However, the conduct of original research in the clinical sites (listed below) may not be done if that research conflicts with or compromises the teaching and patient care missions of the department.  Of note, the clinical sites are the primary “laboratory” of the department faculty; therefore, a priority is given to research led by or involving faculty from the Department of Family Medicine.

All research activity conducted at clinical sites must have IRB approval as well as approval from the Research Faculty of the Department.  Excluded from the review process are Department of Family Medicine CQI or QA projects.  All resident and student projects must be reviewed and approved.  All teaching or educational studies must be pre-approved.

Clinical Sites:


Briarwood Family Medicine and Walk-in Clinic
      Chelsea Family Medicine                        
Dexter Family Medicine

                            Family Medicine at Domino’s Farms
Livonia Family Medicine

                           Ypsilanti Family Medicine
Application Checklist:

Your application will not be reviewed unless all of the required documents are received.  Because all research is different, some of the items requested in this application may not be relevant.  If you have questions about the necessity of including some items or need help with answering some of the questions, please contact Mary Rapai for further guidance.
1.) Cover page with required signatures

2.) Scientific rational for Study (four-page maximum, single-spaced)

3.) Study Protocol

4.) List of resources needed at clinical site(s) (two-page maximum)

5.) IRB documents including consent (if applicable)

6.) Study Status.  If the study is already ongoing, please submit a summary of the research to date (two-page maximum)  Also, please include a start and end date.  These dates can be estimated, if not known.
Research Approval Process:

1.) Discuss the project with a Medical Director at one of the Clinical sites or any department research faculty.

2.) Submit completed application to:
Mary Rapai
Department of Family Medicine 

1018 Fuller, Box 1213, Ann Arbor, MI 48104
Phone:  998-7120, ext. 343  FAX:  998-7335  e-mail: mrapai@umich.edu
3.) The research faculty will review all documents to determine the scientific merit and impact of the study on the clinical and teaching operations of each site.  The research faculty will review and either approve, disapprove or ask for more details.  Research may not be conducted at any site until approved by both the IRB and the research faculty of the Department of Family Medicine.  The review process takes approximately two (2) to four (4) weeks depending upon the number of applications currently under review/complexity of applications.

SECTION I: COVER/SIGNATURE PAGE
Protocol Title:      
Principal Investigator:      

Study Staff (if applicable):      
Contact Information:  Address: 
     

Address:
     


  Phone:    
     

Phone:
     


  FAX:     
     

FAX:

     
  e-mail:    
     

e-mail:
     
Signature of Principal Investigator:        
Department of Family Medicine Co-Investigator(s):      
Non Family Medicine Co-Investigator(s)/Department(s):      
Is the study already active at other clinical sites?


 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes  (If yes, then please list each clinical site and contact person's information below):

Site/Contact Person:      
Site/Contact Person:      
Has the study protocol been peer reviewed by a standing local, regional or national committee?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
If yes, then please list by whom:      
Is this study externally funded?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
If yes, then please list by whom:      
Have you submitted or obtained IRB approval?

 FORMCHECKBOX 
 N/A.  If checked, please explain why IRB approval is not needed:      
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

Department of Family Medicine Clinic Sites you wish to use:


 FORMCHECKBOX 
 Briarwood

 FORMCHECKBOX 
 Dexter


 FORMCHECKBOX 
 Livonia         FORMCHECKBOX 
 Briarwood Walk-in Clinic


 FORMCHECKBOX 
 Chelsea

 FORMCHECKBOX 
 Domino’s Farms

 FORMCHECKBOX 
 Ypsilanti

Classify the Study Proposal (check all that apply):

 FORMCHECKBOX 

Requires no direct contact of patients.

For example, confidential record reviews without identifying individuals.

 FORMCHECKBOX 

Requires direct contact of patients, but only to collect data directly from the patient.  No biological specimens taken.

 FORMCHECKBOX 

Requires direct contact of patients to collect data directly from the patient, including biological specimens taken.

 FORMCHECKBOX 

Aims to alter practice of individual or groups of clinicians or office staff.*

*Please note: you may be required to have a Dept. of Family Medicine faculty member collaborate with you if you check this.

 FORMCHECKBOX 

Plan to place flyers or advertisement about a study in clinics.  All research activities take place at another location.

 FORMCHECKBOX 

Permission to contact patients referred to specific outside services.
 FORMCHECKBOX 
      Provider Surveys
Other Required Signatures

1)
At least one Medical Director of a clinical site that has expressed an interest in your study.

Site:      

Signature:      


Date:      
2)
At least one Dept. Family Medicine faculty member's signature that is a Co-Investigator.
Signature:      
SECTION II: STUDY PROTOCOL
Protocol for Proposed Study

Protocol Title:      
Principal Investigator:      
Please append a copy of your study protocol.  The study protocol should define all the logistical aspects of the study.  Think of it as a “cookbook” which any skilled investigator could follow to perform your study.  For examples of human subjects protocol format, please see:
http://www.med.upenn.edu/ohr/protocol/sample/sample.html
Required information:

1.) Background/overview of the rationale that supports the study you propose

2.) Detailed study plan that outlines exactly what the study and/or study participation entails.  This should include a study calendar. 

3.) Forms:  Please include all data forms or questionnaires that will be used. 

4.) Data collection/data analysis:  Explain how information will be collected, stored, and maintained.  There must be a detailed analysis plan including a power analysis.

5.) DSMP, if applicable

6.) Safety and Adverse event information, if applicable.

SECTION III: REQUESTED RESOURCES

List of Resources to be Used in Conduct of this Study

Resources include medical records, office space, exam rooms, staff, clinicians, computers, telephone, faxes, paper, etc.

Protocol Title:      
Principal Investigator:      
Space:


(If no access requirements, please indicate by checking the N/A option).           FORMCHECKBOX 
 N/A

Office space

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
  Time required per week:      
Exam Room space
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
  Time required per week:      
Clinic Lab needs

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
  Time required per week:      
Storage space needs
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
  Estimate amount of space:      
Other  (Please provided details of space requirements):      
Please explain process for reserving space:        
Building Access Requirements: 

(If no access requirements, please indicate by checking the N/A option).  
 FORMCHECKBOX 
 N/A

Off-Hour Access?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
   Time of day/freq. week:      
Check-in:

(If no check-in requirements, please indicate by checking the N/A option).  
 FORMCHECKBOX 
 N/A

Use existing check-in staff?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
Provide details as needed:      
Medical Record and Documentation:

Is access to MiChart needed?    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
How are items securely stored?      
Who keeps copies of completed paperwork and/or other clinical findings?      
Separate dictations if insurance co. & research visits occur?  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

If Form completed, is MiChart diction required?

      FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Billing:

(If no billing requirements, please indicate by checking the N/A option)
 
 FORMCHECKBOX 
 N/A

Fee Schedule:      

Responsible Party:      
Procedure Input Code:      
Amount:      wRVUs assigned

Procedure Input Code:      
Amount:      wRVUs assigned

Procedure Input Code:      
Amount:      wRVUs assigned

Patient Rep Informed?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
    Responsible Party:      
Has list of study participants?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
    Responsible Party:      
Check-Out:


(If no check-out requirements, please indicate by checking the N/A option).  
 FORMCHECKBOX 
 N/A

Use Existing check out staff?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

If no, provide details:      
Does Check-out staff have billing 

information?



 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Clinical Support Requirements:

(If no clinical support requirements, please indicate by checking the N/A option).  
 FORMCHECKBOX 
 N/A

Require MA support?


 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

If yes, describe involvement:      
Require RN support?


 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

If yes, describe involvement:      
Ancillary Testing:

(If no ancillary testing requirements, please indicate by checking the N/A option).  
 FORMCHECKBOX 
 N/A

Order sheets created to reflect research account and communication vehicle?     FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

Research account number:
      
Lab Result Contact:

      
Method of contact:

      
Scheduling Patients:

      
Responsible Party:

      
Registration:    


Responsible Party:       
Fsc code:      
Scheduled in MiChart?




 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

If yes, separate resource unit?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Times/days providers need to be scheduled: 
     
Waiver Required





 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Who creates waiver and how is it explained to patient?      
MiChart
(If no MiChart requirements, please indicate by checking the N/A option).  
 FORMCHECKBOX 
 N/A

Other Resources:

Other resources not detailed above:      
SECTION IV:  IRB INFORMATION

IRB Documents

Protocol Title:      
Principal Investigator:      
Please attach your original and current IRB application and IRB letter of approval along with your current informed consent document.  If no informed consent is required, then please indicate so.

SECTION V: STUDY STATUS
Study Status

Protocol Title:      
Principal Investigator:      
Study Status.  If the study is ongoing, please submit a summary of the experience to date (Two pages single spaced maximum).  The critical information necessary would be number of patients approached to get number participating, resources used, time required, barriers to recruitment, etc.  Also, please include a start and end date.  These dates can be estimated, if not known.
SECTION VI:  SUPPORT/CLINIC PLAN

Protocol Title:      
Principal Investigator:      
If your research has been approved to be conducted in the Family Medicine clinics, Dr. Richardson will inform the Associate Chair for Clinical Operations (David Serlin) and all of the clinical sites medical directors.  The Investigator must arrange to meet with the Medical Director or designee at each site to discuss an implementation plan.  Each site can only have 1-2 studies actively recruiting participants at one time.  In addition, each site has data collection for quality assurance and patient satisfaction during the year.  These efforts take priority and no other data collection can be done in the office at the same time.
This conversation should include, 1.) feasibility of introducing the project to the specific site (i.e. presenting to all of the providers and staff), 2.) specific plan for conducting research in the clinic (i.e. who, where and how are potential participants identified, approached, consented, and what takes place during the study visit), and 3.) feedback on problems that arise from conducting the study (i.e. patient complaints, patient flow problems, security issues, or resource problems).

Please attach correspondence, a Letter of Support from the Medical Director(s) indicating the above steps have been completed.  The correspondence should clearly state the logistics of carrying out the research and that the site is capable and willing to conduct the research as proposed.  This can either be a formal letter or e-mail correspondence.

THIS IS REQUIRED FOR EACH SITE YOU WISH TO USE.

SECTION VI:  APPLICATION STATUS (To be completed by review staff only)

 FORMCHECKBOX 
  APPROVED

 FORMCHECKBOX 
  APPROVED WITH CHANGES (please specify requested changes in the Comments section below).

 FORMCHECKBOX 
  NOT APPROVED

Reviewer Signature:





Date:

Comments:
�These are required if you plan to use clinical space or the study involves medical procedures or linked to usual patient care.  Check language from billing.


�Don’t need IRB approval to submit for review





Timeline 6-9 months from submission to first participant recruited





July 29, 2016


