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Human Subjects Protection Update 

In the process of getting ready for accreditation you may have noted that many forms and policies were updated and expanded.  In some cases, new forms and policies were developed.  Investigators and their staff are responsible for becoming familiar with these changes and for ensuring their implementation.  While it would be impossible to outline all the changes, we want to call to your attention the most relevant changes.  We urge you to review our revised policies & procedures and forms sections on the web. All of the forms have been revised to incorporate accreditiation standards, some more extensively than others. Please make sure that you obtain new copies of all  forms from our website and discard old copies. Office staff are available to answer any questions you may have. 


Submission Checklist 

This checklist is intended as a tool to assist Investigators prepare 





and submit complete protocols. This checklist DOES NOT 





NEED TO BE SUBMITTED to the Committee on Clinical 





Investigation.

http://web2.tch.harvard.edu/clinresearch/cci/SubmissionChecklist.cfm .  

Emergency Exemption Form:
To be used when when an individual patient requires an emergency 




investigational treatment for a life threatening or serious indication

                                     http://web2.tch.harvard.edu/clinresearch/cci/forms/emergencyrequests.doc
Exception  Form: 

To be used when  an investigator needs to request permission to 





obtain 
prospective approval for a one time, significant* intentional 




action or process that will depart from an IRB approved 






protocol.


           http://web2.tch.harvard.edu/clinresearch/cci/forms/SignificantExceptionRequestForm.doc
Deviation Form:

To be used when an investigator retrospectively identifies a 





significant * one-time, unintentional action or process that 






departed from an IRB approved protocol. 

             http://web2.tch.harvard.edu/clinresearch/cci/forms/SignificantDeviationReportForm.doc
(* significant  may be defined  as the action or process has or may directly or potentially disrupt the study progress, such that the study design and results would be compromised, or the action has already or may compromise the safety and welfare of study participant., Further information about use of these forms may be found in the revised policy and procedure manual ****l)
Human Subjects Protection Update 
It has been some time since the policies, procedures and guidance documents of the Committee on Clinical Investigation were updated.  These documents were recently revised to take into consideration accreditiation standards and to provide updated, useful information for the clinical research community. The following are the some of the most pertinent new and revised policies for investigators to be familiar with; however, you are urged to  review all of the polices and procedures. 

	Principal Investigator Responsabilities 
	Provides an overview of all responsibilities 
	http://web2.tch.harvard.edu/clinresearch/
cci/guidelines3H.cfm


	Storage of Research Data and Informed Consent Documents
	Explains how to determine where research data and consents should be recorded and stored
	http://web2.tch.harvard.edu/clinresearch/
cci/guidelines3J.cfm

	Modifications: Exceptions and Deviations
	A new policy that explains how one time individual research subject exceptions  and deviations should be handled
	http://web2.tch.harvard.edu/clinresearch/
cci/guidelines5F.cfm

	Adverse and Unexpected Events and Unanticipated Problems Involving Risks to Research Subjects and Others
	Clarifes the types of events that require reporting to the CCI. There are differences between Children’s Hospital and external subjects. Subject compliants and concerns require reporting. Many investigators continue to over report on incidents  that do not require reporting 
	http://web2.tch.harvard.edu/clinresearch/
cci/VIPartB.cfm

	Research Related Injury
	Explains the process by which investigators need to consider who will pay for costs in the event of a research related injury. There are new questions in the protocol application and requirements for Chair/Chief signatures to address this issue
	http://web2.tch.harvard.edu/clinresearch/
cci/VIPartE.cfm

	Informed Consent, Assent, Parental Permission 


	This is a very important expanded policy. It addresses issues such as whether one or both parents need to provide permission, what to do if an adult subject is incompetent or unable to consent, consent from judically appointed gaurdians and other surrogates, consent procedures for when a minor becomes an adult, illiterate subjects etc.  
	http://web2.tch.harvard.edu/clinresearch/
cci/VIIPartA.cfm

	Scientific Review
	Provides  overview of scientific review requirements
	http://web2.tch.harvard.edu/clinresearch/
cci/VPartB.cfm


	Prisoners
	Special regulations for involving prisoners in research become effective when any child that is enrolled in research becomes incarcerated. The definition of prisoners is not limited to individuals behind bars. The IRB needs to notified if a research subject becomes incarcerated
	http://web2.tch.harvard.edu/clinresearch/
cci/guidelines8B.cfm

	Payments to Subjects
	Provides guidance considerations for payment to subjects and families during the course of research 
	http://web2.tch.harvard.edu/clinresearch/
cci/guidelines8M.cfm

	What Quality Improvement and Educational/Competency Evaluation Activities are Considered Research
	Revised guidelines to help differentiate those activities that require CCI review and those that do not. Intent to publish is no longer the criteria
	http://web2.tch.harvard.edu/clinresearch/
cci/guidelines8N.cfm

	Certificates of Confidentiality Guidance
	How to apply for and use a certificate of confidentiality
	http://web2.tch.harvard.edu/clinresearch/
cci/guidelines8Q.cfm


	Conflicts of Interest: Clinical Research
	The review process and extra protective steps  taken by the CCI when reviewing the investigator research disclosure forms submit
	http://web2.tch.harvard.edu/clinresearch/
cci/XPartA.cfm



These are just a few of the many human research protection polices/procedures and guidance documents now available to the clinical  research community. Please visit the website to review the polices and procedures as they apply to your specific protocols. Being familiar with the expectations of the Committee and Clinical Investigation will help you prepare better applications and facilitate the review process. A complete list of the documents may be found at  http://web2.tch.harvard.edu/clinresearch/cci/guidelines.cfm
For  questions regarding the documents, please call the Clinical Investigation Office at X57052.








Human Subjects Protection Update





During the past months several very important initiatives have been underway. This includes submission for accreditation of the Children’s Hospital human research protection program, completion of an NIH grant which provided funding for two projects aimed at improving the informed consent process at Children’s, development of an EQuIP program and website, and a complete revision of the Committee on Clinical Investigation policy and procedures and website.  As a result of these projects, there have been many improvements in our policies, forms, and websites. This edition of the newsletter will provide an overview of the most significant changes and improvements. Please share this information with anyone who is involved with clinical research at Children’s Hospital.  





.





Children's Hospital has submitted an application to pursue voluntary accreditation of its human research protection program. Accreditation will be sought from the Association for the Accreditation of Human Research Protection Programs (AAHRPP� INCLUDEPICTURE "http://mimi.tch.harvard.edu/cfapps/cci/cciweb/images/registered.gif" \* MERGEFORMATINET ���). Incorporated in April of 2001, AAHRPP� INCLUDEPICTURE "http://mimi.tch.harvard.edu/cfapps/cci/cciweb/images/registered.gif" \* MERGEFORMATINET ��� is a nonprofit organization that accredits organizations engaged in research involving human subjects. AAHRPP� INCLUDEPICTURE "http://mimi.tch.harvard.edu/cfapps/cci/cciweb/images/registered.gif" \* MERGEFORMATINET ��� utilizes a voluntary peer driven educational model. More information may be found at � HYPERLINK "http://www.AAHRPP.org/" �http://www.AAHRPP.org/� AAHRPP� INCLUDEPICTURE "http://mimi.tch.harvard.edu/cfapps/cci/cciweb/images/registered.gif" \* MERGEFORMATINET ��� is in the process of reviewing the application and a site visit is  scheduled for the week of  March 21, 2005 . The AAHRPP� INCLUDEPICTURE "http://mimi.tch.harvard.edu/cfapps/cci/cciweb/images/registered.gif" \* MERGEFORMATINET ��� accreditation program uses a team of experts to review documents and conduct interviews with institutional officials, IRB members, administrative staff, investigators and other key representatives from the clinical research community. They have received a list of all active protocols and will select investigators/ research staff who they will want to interview.  We will inform you if you are selected to be interviewed. Often this does not happen until closer to the site visit.
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Update on Accreditation








Two projects that focused on improving the informed consent process for clinical research were recently completed as a result of a grant from the National Institutes of Health. The first project is a report entitled, “The Process of Informed Consent: What’s at Stake?”  Dr. Arlene Katz prepared this ethnographic report after she spent a year at Children’s interviewing and observing investigators, subjects, family members research staff, and Committee on Clinical Investigation members during informed consent discussions. The report summarizes her observations and provides recommendations for improving the informed consent process. The report includes many direct quotes from those interviewed and is powerful and provocative. We recommend all staff review the report





The second project is an interactive website aimed at helping parents make an educated decision about whether or not to enroll their child in a clinical trial. The website, “ A Parents Guide to Medical Research”, is intended for use by anyone considering clinical trials for their child and was designed to help parents answer questions about medical research. Parents who visit the site will be able to find out what medical research is, who participates in medical research, and why children participate in medical research.  The website also contains a glossary of terms that are commonly used with medical research and clinical trials. 











The Children’s Hospital Research internet now includes a section that lists clinical research protocols actively recruiting subjects. The recruitment website has been developed to allow families, patients, and health care providers the ability to search for active clinical research trials being conducted at Children's Hospital, Boston.  Recruitment information may only be posted if there is a current IRB approved protocol. The recruitment site is linked to the CCI database. The website also allows automated electronic submission and posting of the recruitment notices. After information is entered in the website it will automatically be submitted to the departmental CCI administrator for review and approval. Investigators will receive an email when it is posted. The website is also developed to remain current, therefore every 6 months investigators will be automatically sent an email to ask that they remove, refresh or reactivate the posting.


.
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Post Recruitment Notices on the Children’s Hospital Website 





It is an institutional requirement that all clinical research protocols undergo scientific review prior to submission to the Committee on Clinical Investigation. Each Department Chair and Division Chief has established a review process that is geared towards that discipline. In addition each Chair and Chief has designated specific members of their department or division that are authorized to sign protocols for scientific review. Protocols may not be accepted without the authorized signatures.  We have recently placed on our web site a summary of each department’s scientific review process, and authorized signors. Please review this site to make sure you are familiar with the scientific review process in your department/or division to avoid a delay in CCI review. The CCI finds it helpful to see any additional documents pertaining to the review, such as the reviewer’s notes and relevant correspondence.  Many times CCI members raise issues similar to those that were raised during the scientific review process, and such documents often provide reasoning and explanation, thereby preventing duplicate questions and possible delays in the review.
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The Office of Clinical Investigation wishes you  Happy Holidays and Happy New Year! 
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CCI          � HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/index.cfm" �http://web2.tch.harvard.edu/clinresearch/cci/index.cfm�





EQuIP     � HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/EQUIP/index.cfm" �http://web2.tch.harvard.edu/clinresearch/cci/EQUIP/index.cfm�











the past year. This site includes many useful links such as tools and templates for organizing a study, essential regulations & polices for human subject research, helpful hints for coordinating a study, and a glossary of common research abbreviations and terms.





Please take the time to navigate the website and share your comments as well as suggestions for other references and tools you feel would be helpful online.


We hope that both new websites will become useful resources for the clinical research community. 





The Education and Quality Improvement Program, (EQuIP) has now been working with the CH research community for over a year, conducting study reviews, speaking to groups, and meeting one-on-one with PIs and research staff.  In our continued effort to help the research community both understand and implement regulations on human subject protections in clinical research, a new EQuIP website is now available.





The EQuIP website offers educational resources and study tools that are based on the observations and feedback of the research community during 





The Committee on Clinical Investigation website has been revised to improve usability and to provide useful information and updates in a more systematic fashion.  The website has a complete set of updated policies and procedures. It also has a mechanism for investigators  to provide anonymous feedback (both positive and negative) on the services provided by the Clinical Investigation administrative staff  and the Committee review process. We also welcome your suggestions and ideas on  ways Children’s Hospital can improve our human subject protection program.
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� HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/investtools.cfm" ��http://web2.tch.harvard.edu/clinresearch/cci/investtools.cfm�














A Parents Guide to Medical Research             � HYPERLINK "http://www.bostonchild.vitalconsent.com/" ��www.bostonchild.vitalconsent.com/�





Final Report “The Process of Informed Consent, What’s at Stake?” � HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/forms/KatzFoxReport2004.pdf" ��http://web2.tch.harvard.edu/clinresearch/cci/forms/KatzFoxReport2004.pdf�











Welcome Anne Dyson to Clinical Investigation Staff 





We welcome Anne Dyson as a Clinical Investigation Administrator. Anne has previously worked in Neurology at Children’s and most recently at the Sloan Epidemiology Center at Boston University. She also has a Masters of Public Health. To view her assigned departmental assignments, please go to � HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/staff.html" �� � HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/staff.cfm" �http://web2.tch.harvard.edu/clinresearch/cci/staff.cfm� �
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