
CALIFORNIA PACIFIC MEDICAL CENTER

INSTITUTIONAL REVIEW BOARD

Submit to: IRB Office

2200 Webster Street, 5th Floor, P-Campus,

San Francisco, CA 94115

Tel. # (415) 600-3688 or (415) 600-3709

Fax #: 415.600.1753

MEDICAL RECORD, CHART REVIEW, or COMPUTER DATABASE 

RESEARCH STUDY

(Please type)
Title of Project:      
Principal Investigator:      


Sutter Affiliation:      
Mailing Address:      



Dept.:      


Phone Number:      



Fax No:      
E-mail address:      


** If you wish to designate a contact other than the PI to receive correspondence regarding this IRB submission, please include their information below.

Name of Contact:       



Contact’s e-mail:       
(1) What type of record/chart/database will be reviewed for research?  Please check as appropriate:

 FORMCHECKBOX 
 Medical Record/Chart Review 

 FORMCHECKBOX 
 Films/X-rays/Other Images
 FORMCHECKBOX 
 Computer/Database 

 FORMCHECKBOX 
 CPMC administrative /billing records

 FORMCHECKBOX 
 Quality Improvement Records 

 FORMCHECKBOX 
 Other types of record (please specify):      
(2) Are you receiving funding from any source to perform this research?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, who is providing the funds?      
(3) List all names of individual(s) who will be responsible for querying medical records/ charts and/ or database:

	Name
	Indicate whether CPMC medical staff of employee
	Role with the study or project

	     
	     
	     


	     
	     
	     


	     
	     
	     


	     
	     
	     


	     

	     
	     


(4) List all names of Individual(s) who will be given access to the data: 

	Name
	Indicate whether CPMC medical staff of employee
	Role with the study or project

	     

	     
	     

	     

	     
	     

	     

	     
	     

	     

	     
	     

	     

	     
	     


(5) Purpose of the study (describe briefly).      
(6) How many records will be reviewed?      
(7) Will data be sent outside of CPMC?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If no, please note that subsequent release of data outside of CPMC requires approval by the IRB.  Investigators will need to update their request.
a.    If yes, where will data be sent?       
b. Why is it necessary to send data outside of CPMC?       
c. How will data be sent? Please describe actual methods and include plans for coding and/ or encryption).      
(8) Data to be obtained for the time period of:      
(9) If database(s) are to be queried, please specify.

 FORMCHECKBOX 
 Not using database(s) 

 FORMCHECKBOX 
 Departmental databases/registries, specify:      
 FORMCHECKBOX 
 Financial/billing database

 FORMCHECKBOX 
 Other:      
(10) If record(s)/chart(s) to be queried, please specify.

 FORMCHECKBOX 
 Not using record(s)/ chart(s) 
 FORMCHECKBOX 
 Hospital medical records 
 FORMCHECKBOX 
 Other:      
(11) Data to be used for:

 FORMCHECKBOX 
 Publication
 FORMCHECKBOX 
 Oral presentation
 FORMCHECKBOX 
 Other:      
(12) Please check all categories of data that will be obtained during the record/ database review?

 FORMCHECKBOX 
 Demographics (age, sex, address) 

 FORMCHECKBOX 
 Drug/Device utilized

 FORMCHECKBOX 
 Diagnosis

 FORMCHECKBOX 
 Length of Stay

 FORMCHECKBOX 
 Lab values 

 FORMCHECKBOX 
 Location of service (OR, ED, inpatient, outpatient) 

 FORMCHECKBOX 
 Radiology testing 

 FORMCHECKBOX 
 Clinic Notes
 FORMCHECKBOX 
 Procedures/Treatment 
 FORMCHECKBOX 
 Provider of record (who saw pt, signed d/ c note) 
 FORMCHECKBOX 
 Billing/ Charges 
 FORMCHECKBOX 
 Other, please specify:      
(13) The following information is considered identifiable under the Privacy Rule regulations.  Please check off whether any of the following will be obtained. If any of these elements are checked off, under Privacy rule provisions it cannot be considered de-identified and authorization from the subject or a waiver of authorization granted by the IRB is required.

 FORMCHECKBOX 
 Patient/Subject Name

 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 
 Electronic mail (email) address

 FORMCHECKBOX 
 Social security number

 FORMCHECKBOX 
 Medical record numbers

 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 (finger and voice prints)

 FORMCHECKBOX 
 Full face photographic images

 FORMCHECKBOX 
 Any unique identifying number, characteristic or code, that may identify individual
*These items may be included and considered a "limited data set.”  Use of data under the provisions of a "limited data set" require the signing of a data use agreement by the recipient (this includes researchers) or a request for a waiver of authorization or authorization is required.

(14) If links to identifiers are used, please describe the coding mechanism.

     
(15) Investigators are required to only obtain the minimum necessary data in order to achieve the goals of the research.  Please explain why the data you are obtaining is the minimum necessary to achieve the goals of the research.

     
(16) Please describe the steps taken to assure privacy and confidentiality of subject data and to protect the identifiers/links to identifiers from improper use or disclosure:

     
(17) You are required to destroy identifiers (or links) at the earliest possible time.  Please describe your plans and specify when this will occur.  If there is a justification for retaining the identifiers, please provide this information:

     
ADMINISTRATIVE ACKNOWLEDGEMENT OF THE PROTOCOL:

My signature acknowledges that I have reviewed the attached protocol and support its implementation.
______________________________________________________________________________ Department Chair’s Signature
Date

INVESTIGATOR STATEMENT:

I assure that the information I obtain as part of this research (including protected health information) will not be reuse 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.  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 CPMC IRB.

______________________________________________________________________________
Signature of Investigator
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