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The following information summarizes requirements for use of HIPAA, Privacy Rule authorizations for all research subjects as of April 14, 2003. No subject may be enrolled in a study on or after April 14, 2003, unless the subject has previously signed a consent/authorization form that complies with the new Privacy Rule requirements.












Human Subjects Protection Update








All principal investigators and staff listed on research protocols are required to participate in HIPAA training prior to April 14, 2003.  There are two methods of training available: A web based tutorial or attendance at a lecture.

















Lecture Dates: 


Feb   25        12-1:30


Mar  27          9-10:30


Apr    3          1-2:30





Please note the March 12 lecture has been cancelled 


All lectures will be in the Enders Auditorium





Investigators can take some initial steps to help prepare for HIPAA implementation. A first step is to identify protocols that access or create protected health information (PHI). For each identified protocol, investigators need to consider who obtains and uses the PHI, where PHI may be sent, especially if outside of Children's and the relationship with the individual receiving the PHI. This will help investigators determine whether a business associate agreement is required. Any questions regarding business associate agreements should be directed to Nancy Sahagian at  X57044. 


A second step is for investigators to inventory their own database and specimen repositories to determine what PHI is maintained and how the information may be used in research. Investigators should begin to develop internal policies to determine when PHI is disclosed outside of Children's in order to identify those cases for which disclosure tracking will be required. A hospital database for tracking disclosures is currently being developed. More information about this is forthcoming. Investigators will need to designate an individual to understand when disclosures need to be tracked and assume responsibility for entering the disclosure in the tracking system. 
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HIPAA Training





Committee on Clinical Investigation


Children's Hospital, Boston 


The implementation of the HIPAA Privacy Rule is an institutional 


responsibility. However, since HIPAA has implications for the research community, the Committee on Clinical Investigation administrative office has been 


asked to participate in educating the research community about its 


responsibilities for HIPAA implementation. This edition of Human Subjects Protection Update focuses on HIPAA, Privacy rule education. 





How Can Investigators Prepare for HIPAA








.  





For Subjects enrolled in a study before April 14, 2003 there is no need for the subject to sign any additional documentation, even if the subject has follow-up visits after that date.  





For subjects enrolled after April 14, 2003, under a previously approved protocol, the Privacy Rule requirements will need to be implemented. Investigators will be required to have research subjects sign the approved informed consent and a supplemental HIPAA authorization addendum. A copy of the HIPAA authorization addendum may be found on the Committee on Clinical Investigation web site as of April 1, 2003. The approved informed consent with the HIPAA addendum will be required until the next continuing renewal for the protocol. At that time, the HIPAA addendum will be merged into the consent document.





Since there are protocols that have just been approved, it will take a full year before all Children’s protocols have been modified as part of continuing review.





In the interim (between April 2003 and the next continuing renewal),  it is the investigator’s responsibility to be certain that the HIPAA addendum is signed by each research subject enrolled after April 14, 2003.This is  in addition to the informed consent.  Investigators must be certain this requirement is fulfilled. Otherwise, you will not be able to use or disclose subjects’ protected information or any related research data, and you will have violated subject rights under HIPAA.





Please call 57052 for questions regarding use of the HIPAA authorization addendum. 








As of April 14, 2003 for any new protocol submission requiring an informed consent document, the HIPAA authorization will be combined with the informed consent. As investigators prepare their protocol applications and consent documents, they must include the HIPAA authorization language at the end of the consent document but before the signature. A new consent template which includes the standard HIPAA language and the required format may be found on the Committee on Clinical Investigation web site as of April 1, 2003.


Questions regarding requirements the combined informed consent and HIPAA authorization may be directed to X57052. 





Existing Approved Protocols:


How to Use HIPAA Authorization Addendums
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New Protocols:


Combining Informed Consent and Authorization





The review process to obtain approval for record and database access for research purposes will not change. All requests to review records and databases for research purposes must be submitted to the IRB for review. In general, the IRB has been able to allow waivers of informed consent for most medical record/database reviews. Although the new Privacy Rule criteria for allowing waivers are slightly different, we anticipate that even under the Privacy Rule a waiver of authorization will be permitted along roughly the same lines as before because Children’s has always evaluated privacy impact in reviewing waiver applications.  The medical record/ database request form has been extensively revised to ask for information to satisfy Privacy Rule requirements. The IRB will determine whether all of the criteria have been satisfied. It is important to complete all of the requested information on the form so the IRB has the information it requires. Incomplete information will have an impact on the ability to waive authorization requirements and add additional time. 





Susan Kornetsky, Director of Clinical Research Compliance:	57052


For questions concerning authorizations, waiver of authorizations, de-identified data, limited data sets, multi-center studies, recruitment practices, transition procedures





Nancy Sahagian, Director Sponsored Programs			57044


For questions regarding business associates and data use agreements





Shari Bedar, HIPAA Project Manager 				52798


For questions regarding tracking, accounting 





Mary Radley, Privacy Officer					55502


For questions regarding subject requests for disclosure information





Patrick Taylor, Associate General Counsel				56800


For business associate issues and other legal issues








For more detailed guidance regarding HIPAA implementation within the research environment, please visit the Committee on Clinical Investigation web site for a copy of "A Researchers Guide to HIPAA"
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Contacts for HIPAA Questions: 





HIPAA and


Medical Record/Database &Discarded Specimen Requests 
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Web Address for HIPAA Tutorial:


Http://www.childrenshospital.org/cfapps/hipaa_train/
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