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Human Subjects Protection Update





Templates for the HIPPA authorization to be used for research purposes are now available on the Committee on Clinical Investigation website. The 








Many of the CCI forms are newly formatted to allow on-line completion of the forms. The new forms were specifically developed in MS Word to allow on-line completion. The new format automatically expands space as needed for each response.  After the form is completed  it should be saved by the investigator for future use and the form should be printed, signed and submitted to the CCI office. Electronic signatures and complete electronic submission is not possible at this time.  We hope to achieve this capability in the future. Please visit the CCI website for access to the new forms.


 The notation “NEW FORMAT” indicates the form should be completed on line. We hope this new format is easier for investigators and their staff. We are currently working to convert all forms to the new format. Your comments on the new format are welcome. 
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HIPAA Research Consent Forms Now Available








    following forms may be found under informed consent templates.





1. Informed Consent with HIPAA Authorization


This template should be used for all new submissions and three year rewrites that involve accessing or creating protected health information.





2. Separate HIPPA Authorization


For protocols which are currently approved and will continue to recruit subjects after April 14, 2003, this form should be signed IN ADDITION to the approved informed consent, if protected health information is obtained or created. When you receive notification for your next continuing renewal, investigators  should add the authorization language to the consent as part of the renewal cycle.





3. Medical Records Release


Use this form if you are requesting medical records from health care providers outside of Children's for research purposes. It contains necessary HIPAA authorization language.











Committee on Clinical Investigation


Children's Hospital, Boston 


 





Complete CCI Forms On-Line, With Easier Format








Appropriate precautions need to be taken in research studies involving females of child bearing potential to guard against inadvertent exposure of fetuses to potentially toxic agents during the course of clinical research. Research that involves anesthesia, surgery, chemotherapy, pharmaceutical agents, high dose ionizing radiation, multiple diagnostic x-rays and radioactive isotopes of iodine all have the potential to be harmful to a fetus. For this reason pregnancy testing may be used to detect unsuspected pregnancy prior to initiation and during the course of research. In addition subjects may need to be informed about the need to avoid pregnancy during the course of the research. In some situations males need to be informed that they should avoid inseminating a female while on a research protocol.





As a pediatric institution, there are some additional and sensitive issues that arise regarding the requirement for pregnancy testing. The CCI has implemented the following guidelines when pregnancy testing is required   as part of the research protocol.





1) The investigator’s plan for pregnancy testing should be consistent with the clinical guidelines specified in the department unless there is justification approved by the CCI.





2) The Committee will accept the age criteria of 10 or the onset of menses as a requirement for pregnancy testing in protocols which have the potential for affecting a fetus. If an investigator proposes to perform testing for children under age 10 (which is sometimes required by the sponsor, the investigator must justify why it is appropriate for the particular protocol to perform pregnancy testing under age ten. The Committee will take into consideration the benefit the protocol offers within the context of research to determine whether testing below the age of 10 is acceptable.





3) Any plan for pregnancy testing must be disclosed in the consent and include the type of testing performed, the frequency of testing, what will occur if results are positive,  and who will be informed of the results.





4) The CCI strongly recommends that even when assent is not required by the adolescent, investigators consider the use of a separate document for adolescents age 12 and older to describe the pregnancy testing requirements.  For subjects age 10-12, the investigator should use his/her discretion regarding the subject’s knowledge about and exposure to sexual activities to determine whether a separate document is reasonable.





Suggestions for 


template language and/or a separate form  may be found on the CCI website under forms. 











. As a 











 








New Guidelines for Pregnancy Testing as Part of a Research Protocol  
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Web Address � HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/consenttempl.html" ��http://web2.tch.harvard.edu/clinresearch/cci/consenttempl.html�








We are just about 2 weeks away from the implementation date of HIPPA. We would like to remind all investigators that any investigator or individual listed on a research protocol must be trained in HIPPA. There are two options available; either on-line training or attendance at a lecture.





In addition for any  individual who will require completion of the  CITI web based human subject training,  the link to the Children’s Hospital HIPPA training is now included as part of the Children’s Hospital specific module. In addition as of April 14th the 1 hour medical record and specimen lecture will contain HIPPA training. 





























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





HIPPA Training website � HYPERLINK "http://www.childrenshospital.org/cfapps/hipaa_train/" ��http://www.childrenshospital.org/cfapps/hipaa_train/�








Please visit the Committee on Clinical Investigation web site which now contains a reference section with links to government sites, guidance documents, pediatric ethic research resources and much more!  � HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/references.html" ��http://web2.tch.harvard.edu/clinresearch/cci/references.html�
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Contacts for HIPAA Questions: 





HIPAA Research Training Update 
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Dates of HIPPA lectures








Mar 27          9-10:30


Apr    3          1-2:30


Enders Auditorium





HIPPA Training Website





www:childrenshospital.org/cfapps/hipaa_training/
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