St. John Hospital and Medical Center
Institutional Review Board

Submission Date:      
Application for

INITIAL REVIEW

Of a Project Involving Human Subjects

This form must accompany submission to the  FORMCHECKBOX 
 IRB and/or  FORMCHECKBOX 
 GME Research Committee

The St. John Hospital and Medical Center (SJH&MC) Institutional Review Board (IRB) reviews research in accordance with the Food and Drug Administration (FDA) regulations published at 21 CFR 50 and 56 and the Health and Human Services (HHS) regulations, the “Common Rule,” published at 45 CFR 46, Subparts A, B, C, and D.

IRB Contact Information

Phone:  313-343-8314   or   313-343-3863

Fax:  313-343-7840



Office Hours:  7:00 AM – 3:30 PM

Address:  19251 Mack Avenue, Suite 340, Mailbox #33, Grosse Pointe Woods, MI  48236










This form must be typed and appropriately signed.  
To complete this form, place cursor within the designated gray box or area and begin typing.  For check boxes, place cursor in the box and click.  
	1.
STUDY INFORMATION

	Date:
	     
	IRB Number  (Office Use Only)
	


Study Title:
	     



Company Protocol #, Version and Version Date (if applicable):
	     



Responsible Project Investigator:  (Principal Investigator or Program Director)
	     


Department: 
	     


Mailing Address:

	     



	Phone:       
	Fax:       
	Pager/Cell:       

	Email:       


Contact Person (if applicable):
	     

	Contact Person’s Phone:
	     
	Email:
	     

	Fax:
	     
	Pager:
	     


	2.
ASSURANCES


Principal Investigator Assurance Statement:
· I certify that the information provided in this application is complete and accurate.
· I understand that as Principal Investigator (PI), I have the ultimate responsibility for the protection of the rights and welfare of human subjects, and the strict adherence to any study-specific requirements imposed by the SJH&MC IRB.
· I agree to comply with all IRB and Institutional policies and procedures, as well as with all applicable Federal, State, and local laws and regulations regarding the protection of human subjects in research and the ethical conduct of clinical research.
· I also agree to the following:

1. to accept responsibility for the scientific conduct of this research study;

2. to obtain prior approval from the IRB before amending or altering the research protocol or implementing changes in the approved consent form, study sites or study personnel, and recruitment procedures;

3. to immediately report to the IRB any serious adverse reactions and/or unanticipated reportable problems involving subjects which may occur as a result of this study;

4. to train study personnel in the proper conduct of human subjects research;

5. to complete the Continuing Review, Revisions/Amendment, and Final Report forms required by the SJH&MC IRB; and
6. to adhere to the standards of Good Clinical Practice (GCP), developed by the International Conference on Harmonisation (ICH).  For information regarding GCP guidelines, visit http://www.fda.gov/oc/gcp/guidance.html
________________________________________



Signature of Principal Investigator






Date
Printed Name of Principal Investigator


Department Chair/Chief Assurance Statement:
My signature below certifies that:
· I have read this application and believe that the benefits of the proposed research outweigh the risks to the study subjects.
· I am satisfied that the Departmental review adequately addressed the six points defined above.
· The Principal Investigator has appropriate training, experience, and expertise as well as adequate staff and facilities to conduct this project.
· If I become aware of any factors that may have the potential to adversely affect the risk/benefit ratio for study subjects, or any issues that may reflect noncompliance with SJH&MC policies, or FDA and HHS/Office of Human Research Protection (OHRP) regulations regarding research with human subjects, I will immediately report these to the SJH&MC IRB.

______________________________________


Signature of Department Chair/Chief*




Date

Printed Name of Chair/Chief
*Note:  if the Principal Investigator is the Dept. Chair/Chief, the Vice President of Medical Affairs (VPMA) must give the IRB his/her assurance by signing above.
IRB APPLICATIONS WITHOUT APPROPRIATE SIGNATURES WILL BE RETURNED.

	3.
STUDY FUNDING




 FORMCHECKBOX 
  Medical Records/Database Review


Funding:  Attach budget and schedule for study events.  Indicate on schedule whether event is standard of care (SOC) or Research Grant (RG).

Funding Status:



 FORMCHECKBOX 
 Pending

 FORMCHECKBOX 
  Funded

Amount:  $     




 FORMCHECKBOX 
  Per Subject
 FORMCHECKBOX 
 Total

 FORMCHECKBOX 
  Sponsored
Name of Sponsor:      

 FORMCHECKBOX 
  GME


 FORMCHECKBOX 
  Other

Name:     
Indicate below if this study is FDA-regulated or Health and Human Services (HHS) supported.  

 FORMCHECKBOX 
  FDA


 FORMCHECKBOX 
 HHS



 FORMCHECKBOX 
 Not Applicable

	4.
RESEARCH TEAM

	Name
	Status in Research

(Complete as applicable)
	Role in Research
	H.S. Training*

Completed?

	     
	Principal Investigator
	     
	 FORMCHECKBOX 


	     
	Co- or Sub-Investigator
	     
	 FORMCHECKBOX 


	     
	Study Coordinator
	     
	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 


	*H.S. (Human Subject) Training verification is required for all members of the research team – see IRB website for directions to complete training – http://www.stjohn/irb/   “Educational Requirements”


	5.
METHODS AND PROCEDURES (Please read carefully)


This section must be written in layman terms so that it can be understood by the non-scientific members of the IRB.  Descriptions that are too technical cannot be reviewed effectively.  Do not just “cut and paste” from the protocol and do not write only “see attached.”
1.
PROJECT DESCRIPTION (abstract).  Include the purpose, hypotheses and general design.  
Please limit your response to approximately 200 words if possible.
	     



2.
OJBECTIVES.  Describe the objective(s) of the study.

	     



3.
PROCEDURES.  Please describe all procedures, measures and analyses you will use in 
collecting data from human subjects.  Indicate if any procedures are being done for non-research 
purposes (e.g., already done as part of diagnostic purposes, curriculum).  Also indicate which 
research-related procedures and/or interventions, etc., will be covered (paid for) by the study 
sponsor.
	     




4.
LITERATURE SEARCH.  List the dates of the most recent literature search conducted:
	Years searched:
	From: 
	To:       


5.
TIMELINE.

a.
When is your project scheduled to begin?  mm/dd/yyyy
     


Please remember you may not begin data collection without SJH&MC IRB approval.

b.
Estimated duration of project:       
NOTE:  PLEASE SUBMIT A COMPLETE PROTOCOL OR GRANT PROPOSAL (if applicable) ALONG WITH THIS APPLICATION.   Complete the Protocol Checklist at the end of this form to ensure that all required elements of the application have been included.
	6.
RESEARCH SITES


Check all locations where the research will take place.
 FORMCHECKBOX 
  St. John Hospital & Medical Center


 FORMCHECKBOX 
  St. John River District

 FORMCHECKBOX 
  St. John Macomb-Oakland




 FORMCHECKBOX 
  St. John Surgery Center

 FORMCHECKBOX 
  St. John North Shores





 FORMCHECKBOX 
  Family Medical Center/Masonic Medical Center 
 FORMCHECKBOX 
  Providence Hospital





 FORMCHECKBOX 
  Van Elslander Cancer Center
 FORMCHECKBOX 
  Other (specify):

	7.
RESEARCH CATEGORY 


Check all categories that apply.
 FORMCHECKBOX 
  Education Research



 FORMCHECKBOX 
  Gene Transfer Research

 FORMCHECKBOX 
  Clinical Trial – Drug

 FORMCHECKBOX 
  Survey/Questionnaire/Interview
 FORMCHECKBOX 
  Fetal Research



 FORMCHECKBOX 
  Surgical

 FORMCHECKBOX 
  Audio/Video Recording


 FORMCHECKBOX 
  Stem Cell Research


 FORMCHECKBOX 
  Device 

 FORMCHECKBOX 
  Internet-Based Research


 FORMCHECKBOX 
  Medical Imaging



 FORMCHECKBOX 
  Biological Specimens

 FORMCHECKBOX 
  Analysis of Existing Data


 FORMCHECKBOX 
  Radiation Use



 FORMCHECKBOX 
  Tissue Banking

 FORMCHECKBOX 
  Medical Records Review


 FORMCHECKBOX 
  Prevention




 FORMCHECKBOX 
  Registry

 FORMCHECKBOX 
  Therapeutic





 FORMCHECKBOX 
  Other, briefly explain:











     
	8.
INTERVENTION INFORMATION

	A.
Drug Information (complete a. through g.)


 FORMCHECKBOX 
  NOT APPLICABLE


a.
Drug generic and trade name:     
b.
FDA status of the drug:   FORMCHECKBOX 
  Not Approved
 FORMCHECKBOX 
  Approved   FORMCHECKBOX 
  Approved, but not for this use

c.
IND or INDBB Number:       
d.
IND or INDBB Holder:     
e.
Drug trial phase status, as assigned by the FDA (e.g., Phase II, Phase III, etc.):      
f.
Mechanism of action for the drug:

	     



g.
Explain how this drug is part of the proposed research:

	     



	B.
Device / Procedure Information (complete a. through i.)

 FORMCHECKBOX 
  NOT APPLICABLE


a.
Device Type:     
b.
FDA status of device:   FORMCHECKBOX 
  Not Approved    FORMCHECKBOX 
  Approved    FORMCHECKBOX 
  Approved, but not for this use

c.
Indicate whether this is a significant risk device or a non-significant risk device:



 FORMCHECKBOX 
  Significant Risk

 FORMCHECKBOX 
  Non-Significant Risk

d.
IDE Number:     
e.
IDE Holder:     
f.
Is the device approvable for payment by Medicare?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Not Yet

g.
Explain the device or procedure that is part of the proposed research:

	     



h.
Describe the device or procedure:

	     



i.
If the device or procedure is used in ways other than approved, please explain:

	     



	C.
Surveys and Questionnaires (completed a. through c.)

 FORMCHECKBOX 
  NOT APPLICABLE

[Attach a copy of the instrument with this application.]


a.
Describe where and how the instrument will be given (e.g., by phone, one-on-one, group, 


etc.):

	     



b.
Describe how privacy and confidentiality will be maintained (e.g., anonymous):

	     



c.
Describe the subject’s expected overall length of participation (e.g., time to complete the survey or 
questionnaire):

	     



	10.
SUBJECT POPULATION






 FORMCHECKBOX 
  Not Applicable


a.
Describe your target subject population (e.g., women over 50 with breast cancer, children with 
Diabetes Mellitus, etc.):
	     



b.
The subject population may include (check all that apply):


 FORMCHECKBOX 
  Minors







 FORMCHECKBOX 
  Minorities

 FORMCHECKBOX 
  Pregnant Women





 FORMCHECKBOX 
  HIV / AIDS Individuals


 FORMCHECKBOX 
  Women of Childbearing Age


 FORMCHECKBOX 
  Psychiatric Patients


 FORMCHECKBOX 
  Institutionalized Persons



 FORMCHECKBOX 
  Incompetent Persons


 FORMCHECKBOX 
  Low Income Persons




 FORMCHECKBOX 
  Prisoners*


 FORMCHECKBOX 
  Terminally Ill Persons




 FORMCHECKBOX 
  Elderly Patients

 FORMCHECKBOX 
  Resident, Students, Staff



 FORMCHECKBOX 
  Non-English Speaking Persons
*Note:  The IRB does not allow for the inclusion of prisoners in any research conducted at St. John Hospital & Medical Center facilities (see SOP’s “Vulnerable Populations”).

b.(1)
Describe any additional safeguards included in the protocol to protect the subjects’ rights 


and welfare:
	     



c.
Age range of subjects (indicate minimum and maximum years):      
d.
Gender:

 FORMCHECKBOX 
  Male

 FORMCHECKBOX 
  Female

e.
Expected number of subjects:     


a.
Anticipated number of subjects to be enrolled locally (including controls):      


b.
For multi-site projects, total number of anticipated subjects for entire project:      
f.
Justify your sample size (e.g., acceptable parameters for your research design, power 

analysis:

	     



g.
Describe the criteria for the inclusion of subjects:

	     



h.
Describe the criteria for the exclusion of subjects:

	     



i.
How will the subjects be identified, recruited and enrolled?  Include who will make the 

initial contact with subjects, who will recruit subjects, and who will enroll subjects.

	     



j.
Will an advertisement be used (e.g., letter, flyers, newspaper ads)?  

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes



If yes, check all that apply and attach copies of this material with this application.



 FORMCHECKBOX 
  Advertisements

 FORMCHECKBOX 
  Newsletters

 FORMCHECKBOX 
  Contact letters to patients or physicians



 FORMCHECKBOX 
  Brochures


 FORMCHECKBOX 
  Radio


 FORMCHECKBOX 
  Other (describe):      


 FORMCHECKBOX 
  Flyers



 FORMCHECKBOX 
  Posters

k.
Will someone receive payment for recruiting subjects?




 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes


If yes, explain the amount of payment, who pays it and who receives it:


	     



l.
Will the research subjects be compensated?






 FORMCHECKBOX 
   No
 FORMCHECKBOX 
  Yes


If yes, provide details concerning the payment, including the amount and schedule of 


payments including any conditions (e.g., partial payment for partial completion, etc.).  In 


addition, this information must also be explained in the consent form.
	     



m.
Will the subjects incur additional financial costs as a result of their 

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

participation in this study?


If yes, provide an explanation below and in the consent form.

	     



	
10.
SUBJECT RISK / BENEFITS






  


a.
Assess and describe any potential risks (physical, psychological, social, legal, economic, etc.) 
and assess the likelihood and seriousness of such risks:

	     



b.
Describe the procedures for protecting against or minimizing potential risks.
	     



c.
Assess and describe the potential benefits (if any) to be gained by the subjects in this study:
	     



d.
Is there a Data Safety Monitoring Committee or Data Safety 


 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes


Monitoring Board?  If yes, complete i.



i.
Describe the composition, meeting schedule and frequency of meetings.

	     



	11.
CONSENT






  


A.
Select appropriate consent option:


 FORMCHECKBOX 
  Approval of a consent form and process.  Complete B. below.

 FORMCHECKBOX 
  Waiver of consent.  Complete C. below.
B.
1.
Describe your consent process, including who will obtain consent and inform / educate the 

subjects.  Explain where the informed consent will be obtained (e.g., in the clinic, PI’s private 

office, subject’s home, etc.).   If your project involves children, be sure to describe the parental 

permission process and the age appropriate assent process and form as well.

	     





1.a.
List all study personnel who will be obtaining consent.     



	     




2.
Will the subject or legally authorized representative sign a consent 


 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

document?  If no, complete 2.a. 


2.a.
Explain why subjects will not be signing a consent document:

	     



C.
1.
Based on your research project, select the option below (i. or ii.) that applies to why you will 

not be obtaining a signed consent document.



i.
 FORMCHECKBOX 

The research presents no more than minimal risk of harm to subjects, and 





involves no procedures for which written consent is normally required outside of 




the research context.





Complete 1-2 below:





1)
Please explain why the research presents no more than minimal risk to subjects.

	     







2)
Please explain if there are any procedures for which written consent is normally 




required outside of the research context.

	     






ii.
 FORMCHECKBOX 

The only record linking the subject and the research would be the consent 





document and the principal risk would be potential harm resulting from breach 




of confidentiality.






Complete 1-2 below:




1)
Explain why the only record linking the subject and the research would be the 




consent document and the principal risk would be potential harm resulting from 




a breach of confidentiality.
	     







2)
Explain how you will ensure that each subject will be asked whether the subject 




wants documentation linking the subject with the research, and that the subject’s 




wishes will govern?

	     




2.
Each of the following conditions must be true in order for a WAIVER to be granted.  

Please discuss and provide rationale for each condition below. 



Complete 1-4 below.


1)
the research involves no more than minimal risk to subjects
	     





2.
the waiver or alteration will not adversely affect the rights and welfare of the subjects

	     





3.
the research could not practicably be carried out without the waiver or alteration

	     





4.
whenever possible, the subjects will be provided with additional pertinent information 


after participation

	     



	12.
CONFIDENTIALITY (Data includes not only paper documents, but also blood and tissue samples, etc.)






  


a.
How will the subject’s privacy be protected?  Include a description of who will be interacting with 
the subjects or accessing and abstracting data from the subjects’ records (e.g., medical, academic, 
etc.) and where the study will take place.  For example, will individuals not associated with the 
research 
study be present during the consent process and the conduct of the study?
	     



b.
Where will the data be stored and for how long?

	     



c.
Who will have access to the research data?

	     



d.
How will you ensure the confidentiality and/or anonymity of the research data?  Include a 
description of the procedures and safeguards you will use, including if identifying information will 
be stored with the data.

	     



e.
How will you protect and safeguard the electronic data?  For example, encrypting the data files 
and using a password protected computer.

	     



	13.
HIPAA






  


a.
Does this project involve protected health information (PHI) as defined 
in

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
HIPAA?   If yes, complete 1.


1.
Describe the specific individual health information that is needed (i.e., refer to the 



“identifiers” listed below).  Indicate (i) the source of the desired PHI (i.e., physician/ 



clinic records, lab results, billing records, etc.), and (ii) the PHI to be used or 




disclosed:
	     






Protected Health Information Identifiers:




1.
Names;



2.
All geographic subdivisions smaller than a State, includes street address, city, county, 




precinct, zip code, and their equivalent geocodes;




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 (including year) indicative of such age, 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 (E-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 University 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.
Note:  Language granting Authorization to Use and Disclosure PHI must be included in the informed consent form (the IRB Consent Form Template includes this language).

b.
Are you requesting a waiver of authorization to use or




 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes


disclose protected health information?  If yes, complete 1-4 below.



1.
Describe how the proposed uses and disclosures of protected health information involve 


no more than minimal risk1 to the subjects:
	     






a)
Describe the plan to protect the identifiers from improper use and disclosure.  




Explain who will have access to the PHI, how the PHI will be stored, how the PHI 



will be transmitted, and any additional protections that will be utilized:

	     






b)
Describe the plan to destroy the identifiers at the earliest opportunity consistent with 



conduct of the research (e.g., physical data will be shredded and/or electronic data 



will be deleted).  If there is a health or research justification for retaining the 




identifiers or such retention is otherwise required by law, please indicate so:

	     






c)
Provide written assurance that the 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 PHI would be 





permitted:
	     





2.
Discuss and provide rationale why the research could not practicably be carried out 



without the waiver of authorization:

	     





3.
Describe how the waiver of authorization will not adversely affect the rights and welfare 


of the subjects:

	     





4.
Describe, whenever appropriate, how the subjects will be provided with additional 



pertinent information after participation:

	     



1Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations and tests.
	14.
CONFLICT OF INTEREST






  


a.
Have or will the investigator(s) or research staff or an immediate family 

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
member of the investigator(s) or research staff receive, from the sponsor of 





the research, financial or other forms of compensation?
b.
Do or will the investigator(s) or research staff or an immediate family 


 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
member of the investigator(s) or research staff have a significant financial 





interest in the company/agency/firm that is to sponsor the research? 






(Answer “no” if there is no sponsor for the research.)

c.
Are you submitting FDA form 3454 or 3455 (Conflict of Interest)?



 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
If “Yes” to either 14.a or 14.b, complete 1 and 2 below:


1.
Describe the relationship between you or a member of your immediate family and the sponsor 

of the research.

	     




2.
Include a statement in the consent form addressing potential conflicts of interest or state 


below why you believe such a statement is not necessary for the protection of human subjects.
	



Continue →

Key Elements of a “Research Protocol” Checklist
(Must be completed for application to be considered)

Introduction:


 FORMCHECKBOX 
  Literature review (cite pertinent references), background and rationale


 FORMCHECKBOX 
  Research question (what question will the study address)

 FORMCHECKBOX 
  Hypothesis statement

Materials and Methods:


 FORMCHECKBOX 
  Prospective or retrospective study design


 FORMCHECKBOX 
  Length of study


 FORMCHECKBOX 
  Subject inclusion and exclusion criteria


 FORMCHECKBOX 
  Incidence of condition under study at St. John


 FORMCHECKBOX 
  If prescreen tests are needed, how expense will be covered is explained


 FORMCHECKBOX 
  Informed written consent



 FORMCHECKBOX 
  HIPAA consent or waiver language



 FORMCHECKBOX 
  Understandable by a patient who reads at the 8th grade level

 FORMCHECKBOX 
  Interventions



 FORMCHECKBOX 
  Drug



 FORMCHECKBOX 
  Device



 FORMCHECKBOX 
  Survey or Questionnaire


 FORMCHECKBOX 
  Procedures are described



 FORMCHECKBOX 
  Blinding of subjects and researchers



 FORMCHECKBOX 
  Randomization


 FORMCHECKBOX 
  Likely benefit outweighs the risk to subjects


 FORMCHECKBOX 
  Primary and secondary outcomes clearly stated


 FORMCHECKBOX 
  Data collection



 FORMCHECKBOX 
  Identify information (data) that will be collected



 FORMCHECKBOX 
  Targeted to gain information about primary and secondary outcomes



 FORMCHECKBOX 
  Data collection form (attached to proposal)



 FORMCHECKBOX 
  Method of collection



 FORMCHECKBOX 
  Data handling and storage will insure confidentiality (e.g. encrypted files)


 FORMCHECKBOX 
  Power analysis to estimate sample size performed [typical power (1-β) = .8 to .9; α = .05]


 FORMCHECKBOX 
  Proposed statistical analysis given

Predicted Results:

 FORMCHECKBOX 
  Related to primary and secondary outcomes,


 FORMCHECKBOX 
  Significance of problem is outlined, and


 FORMCHECKBOX 
  How this project impacts the problem is addressed

Budget:

 FORMCHECKBOX 
  Each cost itemized


 FORMCHECKBOX 
  Justification of need and cost stated


 FORMCHECKBOX 
  Pursued outside sponsorship/funding

Reference List:

 FORMCHECKBOX 
  All authors listed (et al. used after 6) and citations follow the Uniform Requirements for 

Manuscripts Submitted to Biomedical Journals format (http://www.nlm.nih.gov/)

Continue →
Investigators previously funded by GME and applying for a new project:  1 copy of each resulting publication from prior project with your 2 digit code in upper right corner should be given to Deb LaBuda in the Research Office.
	APPLICATION ENCLOSURES CHECKLIST


Check all items that are included in your submission for initial review.  Four (4) copies of the research protocol and Investigator Brochure or Device Manual, plus one (1) copy of all other directly related protocol materials must be provided.
The following must be included in the submission for initial review:

 FORMCHECKBOX 
  Research Project Application, with all necessary signatures (1 copy)

 FORMCHECKBOX 
  Research Protocol (drafts are not accepted) (4 copies)

 FORMCHECKBOX 
  Verification of Human Subjects Research Training for all members of the research team (1 copy)


Include the following, if applicable:
 FORMCHECKBOX 
  Study Budget and Schedule of Events (1 copy)

 FORMCHECKBOX 
  Consent/Assent forms (1 copy)

 FORMCHECKBOX 
  Investigator Brochure or Device Manual (most recent version) (4 copies)

 FORMCHECKBOX 
  Research Instruments (e.g., surveys, questionnaires, data collection forms) (1 copy)

 FORMCHECKBOX 
  Recruitment Information (e.g., Ads, Web postings, letters, etc.) (1 copy)

 FORMCHECKBOX 
  Additional information the principal investigator considers important for review by the SJH&MC 
IRB (1 copy)

	ANCILLARY DEPARTMENT AUTHORIZATION         FORMCHECKBOX 
 Not needed for this study


For all projects involving participation of other departments, a copy of the complete protocol must be submitted to each contact person prior to the IRB or Research Committee review.  The contact person in each cooperating department must have the authority to provide approval and agreement to assist the investigator as noted in the research proposal.  This department contact person must sign below.  [An email to the IRB Coordinator/IRB Consultant confirming approval from the department contact person will be accepted in lieu of their signature here.  If neither, please explain.]  
	Department
	Authorized Contact Person
	Authorized Signature

(Implies agreement with proposed study role)

	Finance
	Don Kern (586-753-1347)
	

	Laboratory
	Candace McCain (313-417-0569)
	

	Legal Contract Review
(if applicable)
	 Jen Viegas (586-753-0463)
	

	Nursing
	
	

	Pathology
	
	

	Patient Accounting
	Kevin Gombar (586-753-0061)
	

	Pharmacy
	Michelle DeHoorne-Smith 

(313-343-6381) or

Michelle Ganoff (313-343-8835)
	

	Other (Specify)
	
	


 ** In-servicing should be coordinated with EACH participating department. **
*** Deb LaBuda (313-343-3802) will handle special accounts for resident and fellow research. ***

IRB Form –  Version dated 10/2009; updated 11/2009
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