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I. What Human Subject Research Activities Fall under the Jurisdiction of the Children’s Hospital Committee on Clinical Investigation


During the last several months the Committee on Clinical Investigation has worked with the Medical staff Executive Committee to revise and clarify the jurisdiction of the Children’s Committee on Clinical Investigation when staff conduct research at locations other than Children’s Hospital. A newly revised policy was recently adopted by the Medical Staff Executive Committee. 


The policy states that the Committee on Clinical Investigation is responsible for the oversight of all human subject research (as defined by HHS and FDA regulations) that is conducted by members of the Children’s Hospital medical or research staff, regardless of the location of the research or its source of financial support. This includes research conducted at other organizations, hospitals, community settings and schools and through grants that may be administered through other organizations. Investigators must inform their Department/Division Chiefs about such activities. It is the responsibility of the Chair/Chief to assure that research is conducted with adequate protection of human subjects and this may include oversight by the CCI or the establishment of a written reliance agreement with an IRB of another institution. All such activities should come to the attention of the administrative office of the Committee on Clinical Investigation


The following questions and answers should assist investigators in following this newly revised policy.  


1. If I have appointments at multiple institutions can I choose which IRB I submit my protocol to? 


No, although staff members may have appointments at multiple institutions, staff is usually considered “an employee”, “an agent” or a “workforce member” of one institution. This means staff members get a paycheck from one institution, regardless of where they hold appointments. Staff who are paid by Children’s hospital foundations are considered part of the Children’s Hospital workforce.  
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Human subject research conducted by an “employee” or “CH work force member” falls under the jurisdiction of the Children’s Hospital IRB. This includes research conducted at schools, institutions, community groups, other hospitals or any other area regardless of whether it is or is not owned or controlled by Children’s Hospital. 


2. Does this now mean that I will always need to obtain IRB approval from multiple institutions?


Not necessarily. In situations where all research activities are being conducted at another site, although the activity falls under the purview of the Children’s Hospital Committee on Clinical Investigation, the Committee may choose to rely on another IRB for review through the use of a written reliance agreement.  Here are some examples to demonstrate this concept;


Example: Dr.  Smith has joint appointments at the Harvard School of Public Health and Children’s. He submits a grant through HSPH with a portion of his salary on the grant paid to Children’s as a subcontract. He receives his paycheck through Children’s. All work is conducted internationally in Africa. 


Response: In this situation the investigator is a “workforce member” of Children’s Hospital. A portion of his salary may be given as a subcontract from the grant to Children’s to cover a portion of his salary. Children’s Hospital CCI is responsible for the oversight of his research activities The CCI may determine that the HSPH has better expertise to review international research, therefore a reliance agreement is signed between the two institutions. This eliminates the need to have the CH IRB review the protocol.


Example: Dr. Gold has appointments at BWH and Children’s. Dr. Gold is listed as a co-PI on a protocol that is reviewed and approved at the BWH.  Dr. Gold receives a paycheck from the CH Orthopedic Foundation. Dr. Gold helps perform the research assessments at BWH and recruits some of her CH patients for the trial. Does she need Children’s Hospital IRB review?


Response: Dr. Gold is a “workforce member” of Children’s, therefore any research activity she participates in becomes the responsibility of Children’s IRB. However since the activities at Children’s are limited to recruitment of subjects only and all research assessments and interventions will be performed at the BWH under a protocol approved by the BWH IRB, a reliance agreement may be signed between CH and BWH to eliminate duplicative IRB review.


Example: Dr. Wright, is paid as a member of a CH foundation. He holds appointments at MGH and Children’s. He submits a protocol that is disapproved at Children’s. Can he now submit the same protocol at MGH?


Response: No, Dr. Wright is a workforce member of Children’s Hospital, therefore the Children’s Hospital is responsible for review of his research regardless of where it is conducted. If the protocol has been disapproved, the work may not be performed at any location.





3. Can reliance agreements always be used to eliminate duplicative IRB review?


No, the use of reliance agreements is limited to specific situations where it is clear that the research interventions and assessments will be primarily occurring at one site. There are still a large number of protocols where research activities occur at both locations. The decision to rely on another IRB may depend on the patient population, expertise on the IRB, specifics of a research subject population, location of activities and oversight of the research. At the current time many of the Harvard affiliated 




















and other Boston hospitals (NEMC and BUMC) and schools have collectively committed to trying to reduce multiple IRB review requirements when it is reasonable and feasible. Both institutions must agree before a reliance agreement can be signed. As IRBs and institutions become more comfortable with reliance agreements, it is hoped that additional categories of research can fall under the purview of agreements. However, at the current time this is handled on a case by cases basis.


4. This seems very complicated, where do I go for help? What if I am not sure whether the Children’s IRB needs to review my work?


The CCI office is available to assist investigators and department Chair/Chief on considering issues such as:


whether review by CH IRB may be necessary in accordance with the federal regulations, 


whether review by multiple institutions is required, 


whether an activity constitutes engagement in human subject research 


whether a reliance agreement between institutions may be considered and 


whether a collaborating institution requires an assurance of compliance when  they are engaged in research and receive federal funding





Staff of the CCI office will work with the investigators and make contact with other organizations to help make these determinations. Please call 57052 for questions and advice. interview


II. Documenting Scientific Review: Is it Complete?  �





Since first requested in June 2005 each Department/Division has documented their scientific review for each protocol by implementing reviewer worksheets, and providing this documentation to the IRB as part of the protocol application   This practice has greatly facilitated the IRB review by proactively providing members with an outline of what was reviewed during the scientific review, and a list of what issues/concerns were already raised. However, in many instances, the materials submitted to the IRB do not make it clear whether the issues raised by the scientific reviewer(s) 





Are recommendations or requirements 


Require reconsideration and resolution with the scientific reviewer





It many cases it is unclear whether the process of scientific review is complete and whether all issues have been addressed and incorporated into the protocol. When investigators choose to dispute or not incorporate a suggestion made during scientific review, the rationale as to why this decision was made is not always communicated to the IRB.





In a continued effort to facilitate the review process, the Committee has asked all Department Chairs, Division Chiefs and all authorized scientific review signors to ensure that all issues raised during scientific review are clearly designated as a recommendation or as requiring follow-up action/PI response.  In addition, if follow-up action or responses are required, the resolution needs to be is clearly documented in the materials submitted to the IRB.  If an investigator disputes a question or recommendation, the documentation provided to the IRB must provide the rationale why and it needs to be apparent that the scientific reviewers have accepted this.  We ask that all investigators work with their departmental scientific reviewers to make sure the scientific review process is complete and documented as mentioned above prior to submitting a protocol application. Questions of unresolved scientific issues result in a longer IRB review as the final determination may be delayed until members are assured these issues and concerns were adequately addressed.   If you have any questions, please contact Susan Kornetsky or Eunice Newbert (5-7052). 








III. AAHRPP Site Visit Scheduled for January 23-25  �








The Association for the Accreditation of Human Research Protection Programs (AAHRPP) will site visit Children’s Hospital on  January 23-25 for reaccreditation. Children’s Hospital was the first free standing Children’s Hospital to receive accreditation in 2005. A reapplication and site visit is performed every 3 years.  In September a comprehensive self assessment describing how we meet 70 different standards was submitted to the agency.  A site visitor team of 5 members will visit us to review our files and interview, investigators, IRB members, key institutional officials, general counsel, the pharmacy, sponsored programs, departmental representatives assigned responsibility for scientific review and any other individual they determine is necessary to evaluate our institutional human research protection program. Any investigator or their research coordinator may be randomly selected to be interviewed.  We will not know who they will select until 6-8 weeks before the site visit. They have received a list of all protocols. If you are selected we will contact you and meet with you prior to the site visit. We ask for everyone’s cooperation as we move forward with this important process and will continue to keep you informed. If there are any questions, please contact Susan Kornetsky at 57052.  








IV.	 Organize Your Study Documents! 						


	 STUDY REGULATORY BINDERS now available			





While there are many different methods of organizing study documents, the EQuIP (Education and Quality Improvement Program) staff have observed that studies utilizing one central study binder are generally managed more efficiently, thus resulting in fewer procedural and documentation errors.





In response, EQuIP has developed a pre-assembled, template Study Regulatory Binder which is available free to CHB research teams. 





The Study Regulatory Binder template contains 18 customized, pre-labeled sections to help investigators and research teams identify which study documents and correspondence to maintain, as well as provide guidance and suggestions of how to organize these documents in a manner to fit each protocol.  





Contact the EQuIP Office (5-5308 or 5-7052) if you’d like to receive a Study Regulatory Binder for your study.
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