Centerstone Institutional Review Board

Version Date:

Assigned Protocol #:


Application for Human Subjects’ Research
Research Limited to the Use of Medical Records/Charts and/or Computer Data
This form may be used for studies that are limited to the review of health information on patients. This form may not be used if the study involves interaction with patients. Upon submission, the type of review required will be determined. If it is determined that informed consent is required, a full protocol application will be required. If the research includes any form of patient contact, a full protocol application must be submitted.
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. 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:
	


4. What type(s) of record/chart/database will be reviewed for research?

     FORMCHECKBOX 
 Medical record/chart review

     FORMCHECKBOX 
 Computer/database

     FORMCHECKBOX 
 Quality improvement records

     FORMCHECKBOX 
 Hospital administrative/billing records

     FORMCHECKBOX 
 Other     Specify:      
5. Are you receiving funding to perform this research?

     FORMCHECKBOX 
 Yes     Source:      
     FORMCHECKBOX 
 No

6. Individual(s) who will be responsible for querying medical records/charts and/or database. They must be a Centerstone staff member or employee.
	Name
	Specific Project Role

	
	

	
	

	
	


7. List all individuals who will be given access to the data.

	Name
	Centerstone staff/employee?
	Specific Project Role

	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	

	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	

	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	


8. Please briefly describe the purpose of the study.

9. Please describe the study population (e.g., diagnosis, age, etc.).

10. How many subject or database records will be reviewed?

11. What is the time period for the records that will be reviewed (i.e., intake records from June 2006 through December 2006)?

12. This data is to be used for:

       FORMCHECKBOX 
 Publication

       FORMCHECKBOX 
 Oral presentation

       FORMCHECKBOX 
 Other     Explain:      
13. Please check all categories of data that will be obtained during the record/database review.

     FORMCHECKBOX 
 Name

     FORMCHECKBOX 
 Demographics (age, sex, address)

     FORMCHECKBOX 
 Diagnosis

     FORMCHECKBOX 
 Lab values

     FORMCHECKBOX 
 Procedures/treatment

     FORMCHECKBOX 
 Billing/charges

     FORMCHECKBOX 
 Drug/device utilized

     FORMCHECKBOX 
 Length of stay

     FORMCHECKBOX 
 Location of service

     FORMCHECKBOX 
 Clinic office notes

     FORMCHECKBOX 
 Provider of record

     FORMCHECKBOX 
 Other     Explain:     
14. What is the risk to subjects whose information is used in this research? Specifically address risk to privacy. Explain why these risks are no more than minimal. If there are any benefits to the subject, please explain.

15. The following information is considered identifiable under federal regulations. Please check off whether any of the items will be obtained. If any of the items are checked, 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     → Skip to the signature section
      FORMCHECKBOX 
 Links/codes to identifiers
           Please indicate which of the elements listed above with have links/codes:     
           How will the linkage codes will be derived, protected and maintained?      
16. Please describe the steps taken to ensure privacy and confidentiality of subject data.

17. Will data be sent outside of Centerstone?

       FORMCHECKBOX 
 Yes

            Will identifiable information as defined in #15 be sent?  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

            Where will data be sent?      
How will data be sent? Describe actual methods and include plans for coding and/or encryption.      
Why is it necessary to send data outside of Centerstone?      
       FORMCHECKBOX 
 No

Prospectively collected data: Informed consent and written authorization must be obtained for all prospective data collections with identifiers or links to identifiers that will be used for research purposes. This includes future collection of data. If this is the case, a full protocol application is required and this form should not be completed.
Retrospectively collected data: A waiver of informed consent/authorization may be considered for research which involves the collection of data when the data already exists at the time the research proposal is submitted.

18. If you are collecting retrospective data and you are requesting a waiver of informed consent/authorization:

      The proposed use of this data/document/record presents no more than minimal risk to the privacy of individuals because:      
      The research could not practicably be conducted without the waiver of informed consent and authorization because:      
The research could not practicably be conducted without access to and use of protected health information because:      
      Waiving informed consent will not adversely affect the subject’s rights and welfare because:      
I assure that the information I obtain as part of this research (including protected health 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 or for authorized oversight of the research project. I certify that the anonymity and confidentiality of patients where records are reviewed for this research will be maintained under all circumstances. If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entity I will seek approval by the Centerstone IRB.

__________________________________                                        ______________

Signature of Principal Investigator




  Date

______________________________________

Principle 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
Centerstone IRB Office Use Only

 FORMCHECKBOX 
 Does not meet regulatory definition for human subject research

 FORMCHECKBOX 
 Exempt human subject research

 FORMCHECKBOX 
 Expedited approval

 FORMCHECKBOX 
 The IRB had determined that in accordance with the regulations of the HIPAA privacy rule 45 CFR Parts 160 and 164, criteria for waiver of authorization and consent cannot be met and authorization/consent is required.

 FORMCHECKBOX 
 The IRB has determined that in accordance with the regulations of the HIPAA privacy rule 45 Parts 160 and 164, the criteria for waiver of authorization have been met.

 FORMCHECKBOX 
 De-identified

 FORMCHECKBOX 
 Limited data set

 FORMCHECKBOX 
 Identified

      FORMCHECKBOX 
 Authorization obtained

      FORMCHECKBOX 
 Waiver of authorization granted
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