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        Office of Clinical Research: 



Request for Access to Data


Instructions

Tampa General Hospital (TGH) has an established policy for the use of data (PHI) for research purposes.  This policy defines everything as research except: 

· quality assurance projects conducted by hospital recognized Quality Assurance entities, 

· corrective actions, 

· medical record reviews of a physician's own patients, and 

· reviews to serve governmentally mandated registries (e.g. Trauma, Tumor).  

Because of the hospital’s need to protect use and disclosure of patient information under approved research purposes and to account for research disclosures, the request form can be used for several types of requests:

· to request data and records preparatory to research, 

· to request access to data from departments within the hospital, 

· for research on decedents’ PHI, or 

· for limited data sets

If you need additional assistance in completing your request, please contact research@tgh.org. Additional information about the USF IRB is available at: http://www.research.usf.edu/cs/
The following steps should be followed:

1. The Principal Investigator (PI) completes USF IRB Application or USF Exemption Certification Request describing the project.  

2. The PI completes the USF Application for Waiver/Alteration of Authorization stating how the PHI will be obtained.  

3. PI completes the Request for Access to TGH Data form and submits it along with all associated materials (e.g. protocol, applications, data abstraction form) to the Project Coordinator in the Office of Clinical Research

4. The designated OCR staff person will review these materials and determine whether the project is in accordance with institutional goals and policies.

5. Within two-three working days of receipt by the OCR offices, a letter will be given to the PI approving access to the data for a period of one year from Privacy Board approval.  

6. Once the IRB and Privacy Board approvals have been obtained, these letters should be photocopied and sent to the OCR offices.

7. In addition, the PI should take a copy of the IRB approval letter, Privacy Board approval letter, TGH OCR approval letter and the completed TGH Data Request Form to the department where the data will be obtained.

8. After submitting your request, please allow five (5) business days for data/record retrieval by HIM (if you are requesting medical records).

If the data collection cannot be completed within the approved time period (one year from date of final approval), the PI must submit a written request for continued access to data to the Office of Clinical Research at TGH.

· CONFIDENTIALITY:  The patient has a right to expect that records or information concerning his/her care is confidential.  The hospital has an obligation to safeguard the patient's records against unauthorized disclosure.  Hospital information systems and patient databases on computer systems are also confidential records.  Under the minimum necessary rule, research must be done without patient identifiers or as identified in the HIPAA Privacy Rule, under a waiver of authorization unless specific patient authorization is obtained.

Please complete the following information accurately and to the best of your ability.  If you need clarification on the forms, feel free to contact research@tgh.org.  Submissions will not be scheduled for review until they are deemed complete by OCR staff.
STUDY INFORMATION: 
	Study Title:
	     

	Principal Investigator (PI)
	     

	PI Affiliation
	     

	PI Address
	     

	City, State, Zip
	     

	PI Telephone
	     

	PI Email
	     

	PI Pager
	     


	Study Coordinator (SC)
	     

	SC Telephone
	     

	SC Email
	     

	SC Pager
	     

	Other Investigators
	     


STUDY DETAILS: 
	Category of Request
	 FORMCHECKBOX 
 Review Preparatory to Research   

 FORMCHECKBOX 
 Decedent Research   

 FORMCHECKBOX 
 Review of Specimens/Findings/Results 

 FORMCHECKBOX 
 Limited Data Set

 FORMCHECKBOX 
 Establishment of a Registry

 FORMCHECKBOX 
 Retrospective Chart Review/Medical Records

 FORMCHECKBOX 
 Prospective Chart Review/Medical Records

 FORMCHECKBOX 
 Other _____________________________

	Objectives of your research
	     

	Are you requesting the following?
	 FORMCHECKBOX 
 IRB Exemption Certification

 FORMCHECKBOX 
 HIPAA Waiver

 FORMCHECKBOX 
 Waiver/Alteration of Informed Consent

	Number of records anticipated for review?
	     

	What is the anticipated start date of the project?
	     

	What is the anticipated completion date of the project?
	     


REQUESTED DATA:

	What data are you requesting? (be specific and attach an abstraction form) 
	     

	List the time period of the charts you are requesting:
	From   /  /       to   /  /     

	Does this project require a search/query of hospital databases? 
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No



	If yes, please indicate which databases:
	     

	Does this project involve patient contact?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


CONFIDENTIALITY CERTIFICATION 

As the individual requesting protected health information (PHI), I:

I. Will cooperate with the TGH personnel in the execution of this project,

II. Will adhere to all State and Federal laws and hospital policies and procedures related to using and disclosing PHI,

III. Understand that the access to clinical data/PHI of patients is afforded to members of the Medical Staff in good standing for bona fide study and research consistent with preserving confidentiality of patient information and in compliance with State and Federal laws, and will accept full responsibility for assuring that all patient information is maintained as privileged and highly confidential and will use and/or disclose only as stipulated and approved,

IV. Agree that the results of this study may directly, or indirectly, improve the care of other patients, and

V. Agree to willingly provide the results of this research project, if requested.

VI. Agree when the request is preparatory for research that: 

a. Use or disclosure is sought solely to review PHI essential to prepare a research protocol or for a similar purpose associated with preparatory activities for research;  

b. No PHI will be removed during the course of review;  

c. The particular PHI is necessary for the purpose of preparing for the research;  

d. No PHI will be further used or disclosed unless done so as part of a data use agreement;

e. Appropriate safeguards have been established to prevent the use and disclosure of the PHI; and 

f. There will be no public identification of any information reviewed and no contact will be made to individuals whose PHI has been disclosed to me.

VII. Agree when the request is for decedent PHI that:


a. Use or disclosure is sought solely for research on the PHI of deceased persons;  

b. Documentation of subject’s expiration will be provided upon request;  

c. No PHI will be further used or disclosed unless done so as part of a data use agreement; 

d. Appropriate safeguards have been established to prevent the use and disclosure of the PHI; and 

e. There will be no public identification of any information reviewed and no contact be made to individuals whose PHI has been disclosed to me.

Please have all members of the research team listed on the application list their name, as well as sign and date below indicating their confidentiality certification. 

	Research Team Member
	Signature
	Date

	     
	
	

	     
	
	

	     
	
	

	     
	
	


	Required Materials (to be completed by OCR)

	 FORMCHECKBOX 
 TGH Research Approval letter

 FORMCHECKBOX 
 TGH Data Request Form


	Approval Signatures

	______________________________________________________________________

Supervisor/Director, OCR





           Date

______________________________________________________________________

Manager/Director of Affected Department




Date
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