[image: image1.jpg]UNIVERSITY MEDICAL CENTER

INSTITUTIONAL REVIEW BOARD



UNIVERSITY MEDICAL CENTER OF SOUTHERN NEVADA

INSTITUTIONAL REVIEW BOARD (IRB)

1800 W. CHARLESTON BLVD.

LAS VEGAS, NV 89102

Main Phone#:
(702) 383-7332

Emergency#:
(702) 383-2603

Fax:
(702) 383-2479

Website:
https://www.umcsn.com/IRB/ 


REQUEST FOR ACCESS & USE OF PROTECTED HEALTH INFORMATION (PHI) 
COLLECTION OR STUDY OF EXISTING DATA
Requestor:
     
Date: 

     
Phone#:
     
Email: 

     
Protocol Title:
     
Department
     
1.  This request to access, extract and record protected health information from medical records and UMC databases - paper or electronic is made for the purpose of:  [45 CFR 164.512(ii)]

(Please check all that apply)

 FORMCHECKBOX 
 Preparation of a research protocol

 FORMCHECKBOX 
 Identification of opportunities to improve organizational performance

 FORMCHECKBOX 
 Education

 FORMCHECKBOX 
 Other, describe:      
2.  Is the information needed to be obtained only on deceased individuals? [45 CFR 164.512(iii)]
 No Yes  
3.  Brief Description of Project:

     
4.  List the individuals, including any extra-institutional collaborators/s who will be involved in the acquisition, analysis or review of the data or research results. For each individual, provide details concerning: 1) the degree of direct access to the protected health information; 2) the role in the conduct of the research; 3) affiliation / department.

Individual
Access Level
Individual’s Role
Affiliation/Dept

1.      
     
     
     


2.      
     
     
     

3.      
     
     
     


4.      
     
     
     

5.      
     
     
     
Specify the anticipated date of completion for this project:      

5. The information needed will be collected through:
 FORMCHECKBOX 
 Concurrent Review
 FORMCHECKBOX 
 Retrospective Review

6. Timeframe of data collection: From:      
Through:      
a. Specify if date range to be used is based on:
 FORMCHECKBOX 
 Admit
 FORMCHECKBOX 
 Discharge
 FORMCHECKBOX 
 Procedure


b. The information was collected from:
 FORMCHECKBOX 
 Inpatients
 FORMCHECKBOX 
 Emergency Department
 FORMCHECKBOX 
 Day Surgery
 FORMCHECKBOX 
 Outpatients


 FORMCHECKBOX 
 Other, describe:      
6.  Identify data sources to be utilized:

 FORMCHECKBOX 
 Medical Records
 FORMCHECKBOX 
 Electronic Databases (i.e. Lab, PACS, Pharmacy)

List the databases to be accessed:      
7.   Identify the data elements to be extracted:  [45 CFR 164.514(b)(2)(i)]
Check all identifiable protected health information to be accessed/used: (Identifiers pertain to the individual, or relatives, employers, or household members of the individual.)


 FORMCHECKBOX 
 Name

 FORMCHECKBOX 
 Zip Codes

 FORMCHECKBOX 
 Month/Day Date Elements (Date of Birth, Admit, Death)

 FORMCHECKBOX 
 Telephone numbers
 FORMCHECKBOX 
 Fax Numbers

 FORMCHECKBOX 
 Electronic Mail (E-mail) Addresses

 FORMCHECKBOX 
 Social Security Numbers (SSN)

 FORMCHECKBOX 
 Health Plan Beneficiary Numbers

 FORMCHECKBOX 
 Medical Record Number

 FORMCHECKBOX 
 Account Number

 FORMCHECKBOX 
 Certificate/License Numbers

 FORMCHECKBOX 
 Vehicle Identifiers, Serial Numbers, License Plate Numbers

 FORMCHECKBOX 
 Device Identifiers and/or Serial Numbers

 FORMCHECKBOX 
 Web Universal Resource Locators (URL’s)

 FORMCHECKBOX 
 Internet Protocol Address Numbers (IP Addresses)

 FORMCHECKBOX 
 Biometric Identifiers (includes fingerprints and voiceprints)

 FORMCHECKBOX 
 Full-face photographic images and comparable images

 FORMCHECKBOX 
 Any other unique identifying number, characteristic or code.  List the indirect identifiers accessed/used (e.g., unique study identifier; encoded/encrypted identifier)
     


If any of the above are checked, provide justification as to why the recording of identifiable protected health information is needed: [45 CFR 164.512.A.2 (iii)]
     
8.  Describe the method of data extraction to be used.  Attach a copy of the datasheet you are going to use to record the extracted data.  (e.g. abstract data to paper or computer files)

     

9.  Describe how the recorded data used for analysis / evaluation is going to be kept and enumerate the measures to secure it from unauthorized access:  (e.g. locked files, password-protected computer files, encrypted electronic files, firewall for networked computers) [45 CFR 164.512.B.2(ii)(H)]
     
10.  Describe what you are going to do with the extracted data after completion of the study:  (e.g. deletion of dataset, removal of identifiers)[45 CFR 164.512.B.2(ii)(G)]
     

11.  Describe how the link between the indirect identifier and patient is going to be maintained securely and separately from the extracted data:  (e.g. locked files, password-protected computer files) [45 CFR 164.514(C)]
     
12.  If you are going to transmit extracted data electronically, describe the need for including any identifiers and security measures, such as encryption of data to be used:
     
13.  If you will be linking the extracted information to other databases, provide details concerning these databases and the mechanism of linkage:
     
I attest that this request for access & use of protected health information (PHI) for Research Purposes is necessary for the purposes indicated above, that it involves no more than minimal risk to the individuals, that the waiver or alteration will not adversely affect the privacy rights and welfare of the individuals, that the privacy risks to individuals whose protected health information is to be accessed/used are reasonable in relation to the anticipated benefits, if any, to the individuals, and that the importance of the knowledge that may reasonably be expected to result from the research and that the research could not practicably be carried out without the waiver or alteration.

I understand that no protected health information may be removed from UMC, and that any identifiers are destroyed at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers, or such retention is otherwise required by law.

I attest that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use of disclosure of protected health information would be permitted by Subpart E, 45 CFR 164 (Privacy of Individually Identifiable Health Information).

I understand a continuing review report will be due within one (1) year following the date the activity was deemed exempted.

_____________________________________________________

__________________________

Signature and Title







Date


Document Checklist

All forms can be downloaded from the IRB website:

https://www.umcsn.com/IRB/
	
	Yes
	No
	N/A
	Comments

	Request for PHI/ Exemption Application


	
	
	
	

	Waiver of ICF


	
	
	
	

	Data Collection Element Tool

(list on a sheet all data that will be extracted)
	
	
	
	

	Questionnaire / Survey


	
	
	
	

	Protocol


	
	
	
	

	Conflict of Interest


	
	
	
	

	CV for all individuals listed on Protocol


	
	
	
	

	CITI for all individuals listed on Protocol


	
	
	
	

	CTRC Forms


	
	
	
	


FOR IRB USE ONLY:

	 FORMCHECKBOX 
   This request for access & use of protected health information for research purposes has been reviewed and approved per:

	 FORMCHECKBOX 
 45 CFR 164.512(i)(1)(ii)
	Purposes preparatory to research (i.e. aid study recruitment, contact prospective research subjects, identify prospective research participants for purposes of seeking their authorization to use or disclose protected health information for a research study).

	 FORMCHECKBOX 
 45 CFR 164.512(i)(1)(iii)
	Research on Protected Health Information of Decedents. The PHI being sought is necessary for the research, and, at the request of the covered entity, documentation of the death of the individuals about whom information is being sought.

	 FORMCHECKBOX 
 45 CFR & 46.101 (b) Category 4
	Research involving the collection or study of existing data, documents, records, pathological or diagnostic specimens.

	 FORMCHECKBOX 
  This request for access & use of protected health information for research purposes has been reviewed and determined as not satisfying 45 CFR 164.512.

Reason:




______________________________________________________

__________________________

Signature of IRB or Privacy Board





Date
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