Centerstone Institutional Review Board

Version Date: 

Assigned Protocol #:

Protocol Title:

Funding Source:

Application for Human Subjects’ Research

Part A: Cover and Signature Forms

1. Protocol Title:
	


2. Principal Investigator Information:
	Name:
	

	Degree(s):
	 FORMCHECKBOX 
 M.D.  FORMCHECKBOX 
 Ph.D.  FORMCHECKBOX 
 M.S.  FORMCHECKBOX 
 B.S.  FORMCHECKBOX 
 Other, specify:     

	Job Title:
	

	Affiliation:
	

	Human Subjects Training Completed:
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	Mailing Address:
	

	Phone:
	

	Fax:
	

	E-mail:
	


3. Co-Investigator or Faculty Advisor:     FORMCHECKBOX 
 Not applicable

	Name:
	

	Degree(s):
	 FORMCHECKBOX 
 M.D.  FORMCHECKBOX 
 Ph.D.  FORMCHECKBOX 
 M.S.  FORMCHECKBOX 
 B.S.  FORMCHECKBOX 
 Other, specify:     

	Job Title:
	

	Affiliation:
	

	Human Subjects Training Completed:
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



	Mailing Address:
	

	Phone:
	

	Fax:
	

	E-mail:
	


4. Study Contact Information (if different from P.I.):      FORMCHECKBOX 
 Not applicable

	Name:
	

	Degree(s):
	 FORMCHECKBOX 
 M.D.  FORMCHECKBOX 
 Ph.D.  FORMCHECKBOX 
 M.S.  FORMCHECKBOX 
 B.S.  FORMCHECKBOX 
 Other, specify:     

	Job Title:
	

	Affiliation:
	

	Human Subjects Training Completed:
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



	Mailing Address:
	

	Phone:
	

	Fax:
	

	E-mail:
	


5. Has this study been submitted to another institutional review board?  

     FORMCHECKBOX 
 Yes  (Please submit a copy of the approval letter from institution(s).) 
          Name of institution(s):         Approved:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Pending

     FORMCHECKBOX 
 No

6. Is the research protocol intended to support requirements for an educational degree?

     FORMCHECKBOX 
 Yes     Please describe degree:
     FORMCHECKBOX 
 No

7. Research Staff/Personnel: (Please list ALL individuals associated with this protocol.)
	Research Staff/Personnel
	Title/Role
	Intervening or interacting with subjects?
	Obtaining consent?
	Review of data analysis, medical records/databases, or handles biological specimens?
	Completed human subjects training?

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


8a. Is this a multi-center trial? (A multi-center trial is one where different principal investigators at different institutions are conducting the same study. Centerstone IRB will not act as a coordinating center.)
   FORMCHECKBOX 
 Yes

        Name of the IRB that will act as the coordinating center:      
   FORMCHECKBOX 
 No

8b. Does this study require registration with www.clinicaltrials.gov?

   FORMCHECKBOX 
 Yes

        Registration #:     
   FORMCHECKBOX 
 No

9. List all sites engaged in research. (An institution or performance site engaged in research is one when its employees or agents intervene or interact with living individuals for research purposes, obtain individually identifiable information for research purposes, or if the institution receives a direct federal award to support such research. This may apply when an investigator collaborates with an investigator or institution other than their home institution. Each will require a letter of IRB approval.)
	Name of Performance Site
	IRB of Record
	IRB Approval

	
	 FORMCHECKBOX 
 Centerstone

 FORMCHECKBOX 
 Other      
	 FORMCHECKBOX 
 Yes   

 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Pending

	
	 FORMCHECKBOX 
 Centerstone

 FORMCHECKBOX 
 Other      
	 FORMCHECKBOX 
 Yes   

 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Pending

	
	 FORMCHECKBOX 
 Centerstone

 FORMCHECKBOX 
 Other      
	 FORMCHECKBOX 
 Yes   

 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Pending


10. List all performance sites not engaged in research.  FORMCHECKBOX 
 Not applicable 
(If the performance site has an IRB, a copy of the IRB approval letter is required. If the performance site does not have an IRB, a letter of cooperation is required.)     

	

	

	


11. Please check the type(s) of sponsor(s):

      FORMCHECKBOX 
 Federal

          Specify:      
      FORMCHECKBOX 
 State

      FORMCHECKBOX 
 Industry (If industry-supported, it is expected that the sponsor will pay the IRB initial  review fee of $1500.)
      FORMCHECKBOX 
 External Foundation

      FORMCHECKBOX 
 Other 

           Specify:      
      FORMCHECKBOX 
 No sponsor

12. How many subjects does the principle investigator plan to consent at Centerstone sites?      
13. How many subjects does the principle investigator plan to complete participation at Centerstone sites?      
14. If this is a multi-center study, what is the total number of subjects for all sites?      
      FORMCHECKBOX 
 Not applicable

15. Please list all Centerstone facilities where research activities (e.g., recruitment, testing, etc.) will take place.

	

	

	


16. Types of subjects: (Check all that apply. *If applicable, complete and attach the appropriate additional form.)
      FORMCHECKBOX 
 Children/minors*

      FORMCHECKBOX 
 Cognitively impaired*

      FORMCHECKBOX 
 Comatose/Traumatized

      FORMCHECKBOX 
 Elderly (targeted)

      FORMCHECKBOX 
 Females of childbearing potential

      FORMCHECKBOX 
 Healthy volunteers

      FORMCHECKBOX 
 Pregnant women/fetal tissue/placenta*

      FORMCHECKBOX 
 Prisoners*

      FORMCHECKBOX 
 Students

      FORMCHECKBOX 
 Subordinates/employees

      FORMCHECKBOX 
 Terminally ill

      FORMCHECKBOX 
 Veterans

      FORMCHECKBOX 
 Medical students/trainees

17. Will minorities be included?      FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

      If no, justify:      
18. Will females be included?         FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

      If no, justify:       
19. Will non-English speaking participants be consented?

 FORMCHECKBOX 
 Yes, explain how:      
       FORMCHECKBOX 
 Using a translated written informed consent in a language understandable to the participant
       FORMCHECKBOX 
 Using oral informed consent with a qualified translator and a translated short form in a language understandable to the participant

 FORMCHECKBOX 
 No, explain why not:         

20. What is the total time commitment for each subject?      
21. What amount and form of compensation or reimbursement will be provided (i.e., cash, check)?      
22. Who will receive the compensation or reimbursement (i.e., subject, family)?      
23. When will they receive compensation or reimbursement?      
24. Which of the following procedures will be used?

      FORMCHECKBOX 
 Behavioral observation 

            Describe the focus, duration, and number of observations, and specify how the observations will be recorded.      
      FORMCHECKBOX 
 Surveys, interviews, and/or questionnaires

            Indicate who will conduct the survey, interview or questionnaire and their qualifications.  In addition, describe the setting and mode of administering the instrument (e.g., by telephone, one-on-one, group, etc.) and attach a copy of the instrument.       
      FORMCHECKBOX 
 Deception, withholding or postponing medications/treatments, or imposing other                     restrictions

Describe the methods of deception to be used, the medications being withheld or postponed, the length of time medications will be withheld or postponed, any other restrictions to be imposed on participants (i.e., diet, exercise), and the precautions taken to decrease or eliminate risks to participants.      
25. Where will research data, documents, or subject reports be stored?

      FORMCHECKBOX 
 Centerstone medical records
      FORMCHECKBOX 
 Other medical record      
      FORMCHECKBOX 
 Research registry

           Will data include patient identifiers (name, medical record, social security #)?                     

            FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

      FORMCHECKBOX 
 Other      
26. How long will private health information (PHI) be maintained?      
 FORMCHECKBOX 
 NA

27. How long will de-identified data be maintained?      
 FORMCHECKBOX 
 NA

28. How long will data be maintained in a research registry?      
 FORMCHECKBOX 
 NA   
29. Which of the three categories below best represents the degree of risk and benefit to which the subjects in this study will be exposed? (Note: More than one category may be indicated such as when a protocol involves both a study group and a control group. In these cases, please specify.)
      FORMCHECKBOX 
 No more than minimal risk. (“Minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.)
       FORMCHECKBOX 
 Greater than minimal risk with the potential of direct benefit to subjects.

             How is the risk justified by the benefit?       
       FORMCHECKBOX 
 Greater than minimal risk with no potential of direct benefits to individuals, but likely to yield generalizable knowledge about the subjects’ condition.

            How is the knowledge to be gained of vital importance for the understanding or amelioration of a condition?      
30. Will this protocol involve the use of protected health information (PHI)? (PHI is information, including demographic information, which could reasonably identify an individual and relate to the past, present, or future physical or mental health, condition or treatment of an individual, or describes the past, present, or future payment for the provision of healthcare to the individual.)       
       FORMCHECKBOX 
 Yes

       FORMCHECKBOX 
 No

31. The following information is considered identifiable under the Privacy Rule regulations. Please check all that will be obtained. (If any of the items considered identifiable are collected, HIPAA will not permit the information to be treated as “de-identified”, except in circumstances in which a statistician has independently verified that the information is insufficient to identify any subject. In some circumstances, the use of links may also be used to de-identify the date, provided the linkage code is not derived from or related to subject’s information, the code is not used or disclosed for any other purpose, and the mechanism for re-identification is not disclosed. Otherwise, under Privacy Rule provisions, data cannot be considered de-identified and authorization from the subject or a waiver of authorization granted by the IRB is required. *These items may be included and considered a “limited data set”. The use of data under this provision requires the signing of a data use agreement by the recipient (including researchers).
      FORMCHECKBOX 
 Subject name, or the names of relatives, employers, or household members
      FORMCHECKBOX 
 Address street location
      FORMCHECKBOX 
 Address town or city*
      FORMCHECKBOX 
 Address state*
      FORMCHECKBOX 
 Address zip code*
      FORMCHECKBOX 
 Elements of dates (except year) related to an individual (for example, date of birth, admission or discharge dates, date of death*)
      FORMCHECKBOX 
 Telephone number
      FORMCHECKBOX 
 Fax number
      FORMCHECKBOX 
 E-mail address
      FORMCHECKBOX 
 Social security number
      FORMCHECKBOX 
 Medical record number
      FORMCHECKBOX 
 Health plan beneficiary numbers
      FORMCHECKBOX 
 Account numbers
      FORMCHECKBOX 
 Certificate license numbers
      FORMCHECKBOX 
 Vehicle identification numbers and serial numbers including license plates
      FORMCHECKBOX 
 Medical device identifiers and serial numbers
      FORMCHECKBOX 
 Web URLs
      FORMCHECKBOX 
 Internet protocol (IP) address
      FORMCHECKBOX 
 Biometric identifiers

      FORMCHECKBOX 
 Full face photographic images
      FORMCHECKBOX 
 Any unique identifying number, characteristic, or code 
      FORMCHECKBOX 
 None of the above items will be recorded
      FORMCHECKBOX 
 Links/codes to identifiers
           Please indicate which of the elements listed above with have links/codes, and describe how the linkage codes will be derived, protected, and maintained.             

32. To whom may PHI about a research subject be disclosed?      FORMCHECKBOX 
 Not applicable (“Disclosure” refers to the release, transfer, provision of access, or otherwise divulging PHI outside the entity initially acquiring the information as specified in the protocol. If any of these are checked, this must be addressed in the confidentiality section of the informed consent. If the access to PHI data is maintained by Centerstone, please ensure all relevant staff have read and signed the Centerstone Ethical Standards, Confidentiality Statement, and HIPAA Compliance form.)Please also note that Centerstone IRB reserves the right to access this information in the case of an audit. 
      FORMCHECKBOX 
 Sponsor of trial      
      FORMCHECKBOX 
 Contract research organizations or other organizations contracted to perform portions of the study      
      FORMCHECKBOX 
Data safety monitoring board (DSMB)      
      FORMCHECKBOX 
Collaborator      
      FORMCHECKBOX 
Other      
PRINCIPAL INVESTIGATOR’S ASSURANCE STATEMENT

I certify that the information provided in this application is complete and accurate.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human participants, and strict adherence to the study protocol and any stipulations imposed by the Centerstone Institutional Review Board.

I understand that, should I use the project described in the applications as a basis for a proposal for funding (either intramural or extramural), it is my responsibility to ensure that the human participants' involvement as described in the funding proposal(s), is consistent in principle, to that contained in this application. I will submit modifications and/or changes to the IRB as necessary, in the form of an amendment, to ensure these are consistent.   

I agree to comply with all Centerstone policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human participants in research, including, but not limited to:

· Ensuring all investigators and key study personnel have completed a human subjects training program;
· Ensuring the project is conducted by qualified personnel following the approved IRB application and study protocol;
· Implementing no changes in the approved IRB application, study protocol, or informed consent document without prior IRB approval in accordance with Centerstone IRB policy (except in an emergency, if necessary to safeguard the well-being of a human participant, and will report to the IRB within 5 days of such change);
· Obtaining the legally effective informed consent from human participants or their legally responsible representative, using only the currently approved date-stamped informed consent documents, and providing a copy to the participant, if applicable.

· Promptly report to the IRB, Data Safety and Monitoring Boards, sponsors and appropriate federal agencies any adverse experiences and all unanticipated problems involving risks to human subjects or others that occur in the course of the research in accordance with Centerstone IRB Policies and Procedures.
· If unavailable to conduct this research personally, as when on sabbatical leave or vacation, I will arrange for another investigator to assume direct responsibility for the study.  Either this person is named as another investigator in this application, or I will notify the IRB of such arrangements;
· Promptly providing the IRB with any information requested relative to the project; 
· Promptly and completely complying with an IRB decision to suspend or withdraw approval for the project; 
· Obtaining Continuing Review approval prior to the date the approval for the study expires.  I understand if I fail to apply for continuing review, approval for the study will automatically expire, and all study activity must cease until IRB approval is granted;
· Maintain accurate and complete research records, including, but not limited to, all informed consent documents for 3 years from the date of study completion;
· Maintain any authorization documents to use or disclose PHI for 6 years from the date authorization is obtained; and
· Fully informing the Centerstone IRB of all locations in which human participants will be recruited for this project and being responsible for obtaining and maintaining current IRB approvals/letters of cooperation when applicable.
By my signature, I certify that I have evaluated this research application for soundness of research design and scientific merit in accordance with departmental policy and the adequacy of facilities and resources.

___________________________________                                    ______________

Principal Investigator’s Signature




Date

_______________________________________

Principal Investigator (Print)

Address: _______________________________
                _______________________________
Phone:    _________________________

 FORMCHECKBOX 
 Waiver of IRB fee is requested.

      Reason:      
For Interoffice Use Only:
Submission Type:  FORMCHECKBOX 
Initial Review    FORMCHECKBOX 
 Amendment    FORMCHECKBOX 
 Continuing Review

Review Level:  FORMCHECKBOX 
 Full Board    FORMCHECKBOX 
 Expedited    FORMCHECKBOX 
Exempt
FACULTY ADVISOR ASSURANCE STATEMENT

(if applicable)

*The faculty sponsor must be a faculty member of the student investigator’s home university.  The faculty member is considered the responsible party for the legal and ethical performance of the project. 

By my signature as sponsor on this research application, I certify that the student or guest investigator is knowledgeable about the regulations and policies governing research with human participants and has sufficient training and experience to conduct this particular study in accordance with the approved protocol.  In addition, 

· I agree to meet with the student investigator on a regular basis to monitor study progress;

· Should problems arise during the course of the study, I agree to be available, personally, to supervise the student investigator in solving them;

· I will ensure that all investigators and key study personnel have completed a human subjects training program;
· I will ensure that the project is performed only by qualified personnel according to the approved IRB application;
· I will ensure that the student investigator does not implement any changes to the approved IRB application or informed consent document without prior IRB approval in accordance with Centerstone IRB policy (except in an emergency, if necessary to safeguard the well-being of human participants, and will report to the IRB within 5 days of such change);
· I will ensure that the student investigator only obtains legally effective informed consent from human participants or their legally responsible representative, only the currently approved date stamped informed consent documents for human participants are used; and a copy of the informed consent is provided to the participant.
· I will ensure that the study investigator promptly reports any unanticipated problems involving risks to participants or others, or any serious adverse events (whether anticipated or not) to the IRB in accordance with Centerstone IRB Policies and Procedures;
· I will assume the responsibility for the accurate documentation, investigation and follow‑up of all possible study‑related adverse events and unanticipated problems involving risks to participants. 

· If I will be unavailable to supervise this research personally, as when on sabbatical leave or vacation, I will arrange for an alternate Faculty Advisor to assume direct responsibility in my absence and I will advise the IRB by letter in advance of such arrangements;
· I will ensure that the student investigator promptly provides the IRB with any information requested relative to the project; 
· I will ensure that the student investigator promptly and completely complies with an IRB Decision to suspend or withdraw approval for the project; and
· I will ensure that the student investigator obtains continuing review approval prior to the date approval for the study expires.  Further, I understand that if the student investigator fails to apply for continuing review, approval for the study will 
automatically expire and I must ensure that all study activity ceases until IRB approval is obtained. 

By my signature, I certify that I have evaluated this research application for soundness of research design and scientific merit in accordance with departmental policy and the adequacy of facilities and resources.

_____________________________                                                _______________
Faculty Sponsor’s Signature





Date

_____________________________                                                 _______________

Department Chair’s Signature



             Date
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