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I.
Purpose:
To establish policies and procedures for employees and affiliated individuals of University of Massachusetts Medical School (UMMS) who seek to access, receive or use UMass Memorial Medical Center (UMMMC) Patient Information for research purposes.

II.
Application

All employees, volunteers, consultants or other individuals performing research activities for or under the direction of UMMS.  
III.
DEFINITIONS

UMMS Personnel:  employees, faculty members, volunteers, consultants and any other individuals performing work for or under the direction of UMMS 
UMMMC: UMass Memorial Medical Center

UMMMC Patient Information: any personally-identifiable information held or created by UMMMC in the course of providing treatment to a patient, whether such information is electronic, paper or in any other form.   UMMMC Patient Information does not include de-identified Information as defined below. 

De-identified Information: Information from which all the following identifiers have been removed:  names; geographic subdivisions smaller than a state (except for 3-digit zip codes where the population is greater than 20,000); dates other than year (except birth years that reveal an age of 90 or older, which must be aggregated so as to reveal only that the individual is age 90 or over); names of relatives and employers; telephone and fax numbers; e-mail addresses; social security numbers; medical record numbers; health plan beneficiary numbers; account numbers; certificate/license numbers; vehicle or other device serial numbers; web URLs; internet protocol (IP) addresses; finger or voice prints; photographic images; and any other unique identifying number, characteristic, or code.  

Research:   a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. 

IRB: Institutional Review Board – a committee formally designated by an institution, and duly authorized under a Federal-wide Assurance,  to review research involving human subjects, and to protect the welfare of human subjects recruited to participate in biomedical or behavioral research. The IRB approves the initiation of new research, conducts reviews of ongoing research, and approves an alteration or a waiver of the individual authorization.   

IV.
POLICY 

UMMS Personnel may not use, receive or access UMMMC Patient Information for research purposes except in accordance with one of the three procedures listed below.    Contacting a patient to discuss a research project is a “use” within the meaning of this policy, whether that contact occurs by phone, by mail, in person, or by any other means. 

V.
PROCEDURE

UMMS Personnel may use, access or receive UMMMC Patient Information for research purposes only in accordance with one of the following three procedures: 

A. Reviews Preparatory to Research
B. Patient Authorization Procedure

C. IRB Waiver Procedure

A. Reviews Preparatory to Research  Procedure

UMMS personnel may use, access or receive UMMMC Patient Information to prepare a research protocol, to determine the feasibility of proposed research, or for other preliminary activities preparatory to research, in accordance with the following procedure: 

1.    Complete a “Review Preparatory to Research” form (available at the Office of Research) and obtain the signature of the Director of the Office of Clinical Research or designee on this form. 
2.    Complete an “Accounting for Disclosures” form (available at the Office of Research) for each record used, accessed or received, unless: 
i. the information accessed is part of a Limited Data Set which has been released to UMMS pursuant to a legal agreement signed on behalf of UMMS by the Director, Office of Research (or designee); 
ii. the information accessed is de-identified; or

iii. the Office of Research and the UMMMC Health Information Management Department  have given written authorization for the completion of a “study summary”  in lieu of individual “Accounting for Disclosure” forms. 

3.    Submit the completed “Accounting for Disclosures” forms to the UMMMC Health Information Management Department.
4.    Comply with the representations made in the Review Preparatory to Research Form and/or with the provisions of any applicable Limited Data Set Agreement. 

5.    Notwithstanding the above, UMMS personnel who are also clinicians at UMMMC may access or use their own patient records for research preparation at any time.  
B. Patient Authorization Procedure 

UMMS personnel may use, access or receive UMMMC Patient Information when they have obtained patient authorization permitting the access, receipt or use, in accordance with this procedure.  

1.    Obtain IRB approval of the research. 
2.    Obtain IRB approval of the UMMMC-approved Authorization form as it will be completed for use in the proposed study. 
3.    Ensure that study subjects sign the Authorization form before accessing, using or receiving UMMMC patient information pertaining to that study subject.  UMMS personnel may not approach the patient directly to obtain this signature unless they are the study subject’s clinical care provider or have received an appropriate waiver of authorization from the IRB. 
4.    Provide the original signed UMMMC-approved Authorization form to UMMMC’s Health Information Management Department.
5.    Retain a copy of the signed UMMMC-approved Authorization form in the research file and provide study subject with a copy.
6.    Comply with all provisions of the signed UMMMC-approved Authorization forms.

C. IRB Waiver Procedure 

UMMS personnel may use, access or receive UMMMC Patient Information when they have applied for and received a full or partial waiver of HIPAA authorization, in accordance with the following procedure.  

1.    Obtain IRB approval for the research.
2.    Apply for and receive a full or partial waiver of HIPAA authorization, whichever is appropriate for the study. 
3.    Ensure that the IRB approval of the request for waiver includes identification of the IRB; the date the waiver was approved; a statement that the waiver satisfies required criteria; a description of information needed; a statement indicating whether the waiver was approved under normal or expedited review; and the signature of the IRB chair or designee. 
4.    Complete an “Accounting for Disclosures” form for each record accessed unless: 
i. the patient information accessed is part of a Limited Data Set which has been released to UMMS pursuant to a legal agreement signed on behalf of UMMS by the Director of the Office of Research (or designee);
ii. the patient information accessed is de-identified;

iii. the Office of Research and the UMMMC Health Information Management Department have given written authorization for the completion of a “study summary” in lieu of individual “Accounting for Disclosure“ forms. 

5.    Submit the completed “Accounting for Disclosures” forms to the UMMMC Health Information Management Department.
6.    Comply with the requirements of the IRB approval of the waiver of authorization and/or with the provisions of any applicable Limited Data Set Agreement. 

IV. Other RELATED policies

Approvals: 
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