Baystate Medical Center Institutional Review Board

Preparatory to Research

Researchers who are members of the BH covered workforce, may gain access to Protected Health Information (PHI) in order to prepare a research application or protocol and/or identify subjects who are eligible for a study. Researchers may not remove PHI from the BH facility at which the information is located or from the BH database.  Researchers who are not members of the BH covered workforce may not use the Preparatory to Research provision to access protected health information.
To access protected health information for these purposes, the researcher must attest that:

· The use of the health information will be limited to the preparation of a research protocol or similar purpose(s) preparatory to research, 

· No protected health information will be removed from the covered entity by the researcher in the course of the review.

· The requested information constitutes the minimum necessary data to accomplish the goals of the research.
By submission of this form, the researcher is making the necessary attestations.
I.  Briefly describe the intended Preparatory to Research Activity (development of a research protocol, assessment of feasibility of a research protocol, identification of potential research subjects, etc.):
     
II.  Describe the Data and/or Records Needed for the Preparatory to Research Activity:

1. Describe the selection criteria for determining which records/data will be accessed (for example, patients presenting to the ED with chest pain):

     
2. Date range of the data/records:

     
3. Data fields required:

     
4. Source of Data:

     


III.  Request for Waiver of Consent for the Purpose of Identifying Potential Subjects
When the intended Preparatory to Research Activity is to identify or screen potential subjects for a research protocol, this activity represents a research activity; therefore, a waiver of the requirement to obtain consent or parental permission/assent must be obtained.  

Federal guidance establishes that it is expected that IRBs will routinely waive the requirement for informed consent in order to permit investigators to obtain and record identifiable private information for the purposes of identifying potential subjects.  In assessing the level of risk to determine whether a waiver of informed consent or parental permission/assent is permissible for the identification of potential subjects, the IRB need only consider the risk of investigators accessing the subjects’ identifiable private information, not the risks of the research in toto.
To obtain a waiver, all of the following criteria must be met.

1.  FORMCHECKBOX 
 The research involves no more than minimal risk. Please explain:

     
2.  FORMCHECKBOX 
 The waiver or alteration will not adversely affect the rights and welfare of the subjects. Please explain:
     
3.  FORMCHECKBOX 
 The research could not be carried out without the waiver or alteration. Please explain:  

     
4.  FORMCHECKBOX 
 Whenever appropriate, the subjects will be provided with additional pertinent information after participation.  


Minimal Risk: Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
Protected Health Information: Health information which is combined or recorded with any of the identifiers listed below is considered Protected Health Information (PHI) and, as such, use and disclosure is subject to the HIPAA Privacy Rule.  Only that data which is necessary to achieve the purposes of the research activity should be accessed and/or disclosed (Minimum Necessary).
· Name

· All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death, and all ages over 89 (such ages and elements may be aggregated into a single category of age 90 or older) 

· Social security numbers

· Fax numbers 

· Email addresses

· Medical record numbers

· Health plan beneficiary numbers

· Account numbers

· Certificate/license numbers

· Vehicle identifiers, including license plate numbers

· Telephone numbers

· Medical device identifiers/serial numbers

· Web URLs

· IP address numbers

· Biometric identifiers, including finger and voice prints

· Full face photographic images and any comparable images

· Identifiers other than state or the initial three digits of the zip code

· Any other unique identifying number, characteristic or code
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