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I. Staffing Changes





The Clinical Investigation office is pleased to announce the addition of Matthew Stafford as Manager of the Committee on Clinical Investigation.  Matthew replaces Christina DiTomasso who left Children’s at the end of 2005.  Matt comes to Children’s after having spent  2 years as the  IRB administrator for the New York Blood Center and 2.5 years as an Assistant IRB Administrator at Columbia University. He brings in depth IRB experience to the office. 





The following information will assist investigators in determining which Administrator to contact with human subject related questions. All administrators may be reached by calling 57052 
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May  2006





Effective April 1, 2006, the process for continuing renewal of research limited to the review of medical record/databases and the use of discarded human biological specimen was revised. Instead of resubmitting new forms each year, investigators are now asked to complete a continuing review progress report. Investigators will continue to receive e-mail notification as to when a progress report is required. This notice will be sent only once and instructs investigators to complete continuing renewal progress forms, located on our website.  There are separate forms for the medical record and specimen review.  If the Committee on Clinical Investigation does not receive a continuing renewal progress report by the date of expiration, the research will be terminated. Any additional work will require submission of a new form.  The continuing renewal forms also provide investigators an opportunity to request any revisions and amendments as part of the review.  An additional change is the elimination of assigning new protocol numbers each year. Once a protocol number is assigned it will remain the same for the life of the protocol. Both of these procedural changes are consistent with procedures already utilized for the continuing review oversight of research protocols that undergo full committee and expedited review. If there are any questions, please contact 57052.   























    


  








II. New Procedure for Continuing Review of Medical Record and Discarded Specimen Requests








III. Visit Our New Website














We are pleased to announce the redesign of our website.  Many enhancements were made to make it easier to locate and use documents. This website is also now available externally, however applications that involve connections to our internal databases are not available externally and must be accessed from an internal location. This is necessary because of security provisions. Thank you to Anne Dyson, Kristin Bowling and Irine Breytburg for making this happen 





























												





IV. Clarification in Serious Adverse Event Reporting Policy














The Committee on Clinical Investigation would like to clarify a reporting requirement.





Hospitalizations and prolonged hospitalizations that are determined to be unrelated to a research protocol  do not need to be reported to the IRB.  If there is any question whether the hospitalization or prolonged hospitalization is possibly related to the research, or its relationship is unknown, it should be reported. 





For example a child on a research protocol who is admitted for an elective tonsillectomy does not need to be reported to the IRB.


























												





Updated Forms





Highlights of Protocol Changes:





NEW! Research Staff/Personnel Form is a separate form that must be submitted with each new protocol submission, but rather than re-entering staff  information for each following continuing review and 3-Year rewrite, this form can be saved, updated and re-submitted.


NEW! Completion Form is now a separate form, and no longer part of the Continuing Review Form.


NEW!  Study Staff Amendment Form is an 


      abbreviated amendment form if requesting 


      staff  changes only.  


REVISED! Part A: General Info & Required Signatures has new questions regarding research type and sponsor info.


REVISED! Part B: Experimental Design & Protocol Form has new questions regarding recruitment methods.





REVISED PROTOCOL APPLICATION & FORMS: Version 3/2006


Committee of Clinical Investigations (CCI) Office | Institutional Review Board (IRB)





In the past year, there have been many new and updated policies introduced to the research community.  In response, the CCI office has revised the protocol application and forms to ensure all information required for CCI/IRB review is obtained.  In addition, based on feedback from the research community, the protocol application has been re-formatted in hopes to facilitate the application process.  


The following forms have been re-formatted and 


revised, or are new; these forms are labeled 


'Version: 3/2006':





New Protocol & 3-Year Rewrite Application 


Part A: General Info & Required Signatures 


Part B: Experimental Design & Protocol


Part C: Consent, Assent & HIPAA Info Form


Part D: Financial Disclosure Form


Addendum A: Research Staff/Personnel 


Form





3-Year Progress Report Form


Continuing Review Form


Completion Form


Amendment Form


Study Staff Amendment Form








As of Tuesday, March 28, 2006, all new and revised


forms are available on both the internal and external CCI website.  For the revised forms as listed above, please discard any old template versions that you may have saved; for all future CCI/IRB submissions, please start using the new protocol application and forms labeled 'Version: 3/2006' as listed above. Because the revised application and forms request new information required for CCI/IRB review, old forms will no longer be accepted as of June 1, 2006








If you have any comments or feedback, please don't hesitate to contact a CCI/IRB administrator via email or phone (ext. 5-7052).








    


  








Highlights of Protocol Changes:





NEW! Research Staff/Personnel Form is a separate form that must be submitted with each new protocol submission, but rather than re-entering staff  information for each following continuing review and 3-Year rewrite, this form can be saved, updated and 


      re-submitted.





NEW! Completion Form is now a separate form, and no longer part of the Continuing Review Form.





NEW!  Study Staff Amendment Form is an 


       abbreviated amendment form if requesting 


      staff  changes only.  





REVISED! Part A: General Info & Required 


       Signatures has new questions regarding 


      research type and sponsor info.





REVISED! Part B: Experimental Design & Protocol Form has new questions regarding recruitment methods.





V. New Continuing Education Training Requirements














Effective September 1, 2006, Children's Hospital, Boston will implement a new human subject protection continuing education requirement.  As of September 1, 2006, all principal investigators and research staff listed


on all human subject protocols will be required to complete continuing education in human subject protection, 


every three years. This new requirement is consistent with requirements at other local institutions. Dana Faber 


has recently instituted such a policy and Partners is in the process of instituting a continuing education 


requirement as well.  This following question and answer document provides further information on this new requirement.





1. Who needs to complete continuing education for human subject protection?





All investigators and associated research staff that are listed on a human subject protocol application will be 


required to complete continuing education every three years. This includes principal investigators, research 


nurses, coordinators, co-investigators,  research staff and individuals listed as authorized to administer 


investigational drugs. 





2. How often is continuing education required?





Continuing education is required every three years.





3. As of September 1, 2006 how will this policy be enforced? What will happen if an investigator or


   associated research staff member does not complete continuing education? �


As of September 1, 2006, the Committee on Clinical Investigation administrative staff will check all new 


protocols, continuing reviews, and three-year rewrite submissions to ensure that all research staff listed on the protocol have completed the required continuing education within the past three years.  If a principal investigator 


has not completed the continuing education requirement, the protocol will not be approved.  If any of the staff members listed on the protocol have not completed the continuing education requirement, their name will be 


removed from the protocol until their continuing education is complete. 





4. How do I fulfill the continuing education requirement? What options exist? 





The continuing education requirement may be fulfilled by selecting one of the following options.





CITI Refresher 





The web based training application used by Children’s Hospital (CITI, University of Miami) has developed refresher modules for just this purpose.  These modules are short primers in topics related to human subject protections.  The attached document provides specific instructions on how to access and utilize the CITI refresher training. If previous training was a non-CITI course, then completion of the Basic CITI course will satisfy the continuing education requirement for three years. Instructions to access the CITI training site and


how to complete the refresher are attached to this document. 





The CITI site is � HYPERLINK "https://www.citiprogram.org/default.asp" ��https://www.citiprogram.org/default.asp�








  


    B.    Attendance at lectures and seminars





Many individuals attend local institutional presentations on topics related to human subject protection.


 This will also satisfy the continuing education requirement. The Clinical Investigation and EQuIP offices often provide lectures, seminars, and round table discussions.  If an event requests “sign in attendance”, 


your registration will be entered into our training database. Some examples of these seminars include. 


The seminar /lecture/presentation must be recognized by the Clinical Investigation office in order to 


satisfy continuing education requirements. The following list represents the currently recognized activities


Introduction to Clinical Research Course for Junior Faculty, Fellows, Nurse Investigators 


     (sponsored by Clinical Research Program/CRP)


Research Coordinators Rounds at which human subject protection issues are discussed 


      (sponsored by the CRP the 2nd Wednesday each month)


Human subject related presentations at department/division faculty meetings organized by CCI.  


      Please note, Department Chairs and Division Chiefs may request a specialized educational activity


      for their faculty at any time by calling 5-7052.  


Human subject case presentations organized by CCI to faculty/staff groups.


Completion of continuing education requirements at another Harvard affiliated institution.  








     C. Education and Quality Improvement Program (EQuIP) Reviews: 





Any investigator who undergoes an EQuIP review will receive automatic continuing education credit.  


In addition, any research staff listed on the protocol who attends the initial and exit interviews will also receive 


credit. This includes investigators selected for random review as well as voluntary reviews.  For more information


or to request a review, contact Eunice Newbert @ ext. 5-7052.





5. How will the Committee on Clinical Investigation know that I have completed the continuing education requirement?





The protocol application and other associated forms (continuing review forms) have been revised to request information as to whether continuing education requirements have been met, what method of continuing 


education was utilized and the date the continuing education was completed.  In addition the following should be noted:





A. CITI refresher





The CCI  administrative office receives automatic electronic notification 


when the refresher course is complete. This information is automatically fed into the training database





B. Attendance at lectures and seminars





Individuals who attend seminars, lectures and faculty meetings that count as credit for human subject protection continuing education will be asked to sign an attendance sheet. This information is entered in 


the Training Database maintained by the staff of the CCI office.





  


    C. EQuIP Reviews. 





   At the completion of an EQuIP review, Eunice Newbert will enter the name of the PI and any individual


   who attended the initial and exit interviews in the training database.





6. How can an investigator determine when continuing education is required and whether the three-year period has expired?





All investigators and any associated staff may query the human subject protection-training database at any time. 


No special password is required. The link to the training database may be found on the Clinical Investigation 


website under CITI Training. You may also directly access the database by going to  





� HYPERLINK "http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/mainpageS2206P15.html" ��http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/mainpageS2206P15.html�





Once in the database, you will need to enter your name or hospital ID number and a list of your completed human


subject training activities and the date they were completed will be provided. In addition, the Clinical 


Investigation office will send investigators an email with the list of human subject training activities they have completed and the associated date. We hope to send these notices out within a month.





7. What do I need to do now? 





All investigators and research staff listed on any approved human subject protocol should query the database to determine their latest human subject protection training activity.  As of September 1, 2006, if the latest completed


training activity is greater than 3 years old, you must complete one of the above listed continuing education 


activities in order to be included on new protocols, three year rewrites, and continuing reviews.  If the date is due 


to expire after September 1, 2006 please be sure to make note of that date and complete the continuing education requirement before anything is submitted to the Committee on Clinical Investigation.  It is the investigator’s responsibility to make sure all continuing education requirements are met for him/her, as well as all individuals 


listed on the protocol.  Failure to comply with this new requirement will delay the approval of new and ongoing protocols, and require that individuals be removed from the protocol.





8.  What should I do if I have questions?





The CCI  staff are available to assist you with any questions. In addition, there is an information technology 


specialist available to assist you if you have any problems entering the database.  For any questions or concerns, please call ext. 5-7052. 








VI. Did you Know & Reminders











  


Did You Know That…





Investigators are able to look up information about their protocols directly from the Committee on Clinical Investigation database. 





Investigators may review information about protocols for which they are listed as Principal Investigator. To ensure confidentiality the application requires that investigators log in with their Children's Hospital password. The following are some examples of information that may be useful





Staff currently listed on the protocols


Amendments and adverse events that have been submitted and approved


The number of subjects for which the protocol has been approved 





This application is available on the CH internal website only. 





To access your protocol's information, go to :





� HYPERLINK "http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/mainpageS2206P0.html" ��http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/mainpageS2206P0.html�





On the left tool bar click “protocol tools” , followed by “your protocols”  and “view your protocols”  You will see a list of the PIs protocols.  If you click on the actual protocol, information about that protocol will be displayed. 





      Reminder…





Copies of  the Children’s Hospital  brochure and bookmark “ A Family’s Guide to Clinical Research” are available for distribution.





The brochure and  bookmark contain information about a website that is designed to help educate families about clinical research. It provides information that will help families know what questions to ask and issues to consider before deciding to participate in research. We highly recommend that you distribute these brochures and bookmarks as part of the recruitment and informed consent process. We have just replenished our supply and brochures have been placed in many hospital waiting areas. 





To view the website you may go to � HYPERLINK "http://www.researchchildren.org" ��www.researchchildren.org�





To request copies of the brochures /bookmarks or to request that they be placed in a specific waiting area please email � HYPERLINK "mailto:lauren.steingold@childrens.harvard.edu" ��lauren.steingold@childrens.harvard.edu� or call 57052









































  


Did You Know That…





Several months ago, the standard HIPPA language for the consent form was shortened and the templates for the signature section were revised.





The new templates and signature section may be found on our website at  





� HYPERLINK "http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/mainpageS2206P19sublevel14.html" ��http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/mainpageS2206P19sublevel14.html�





 	If you have not already done so, we urge you to revise your consent documents at the time of     	continuing review. In addition investigators may also revise consent documents  by submitting an 	amendment request.





      Reminder…





The additional contact listed on the protocol application, should be an individual who assists the investigator in the administrative recordkeeping for the protocol. 





This individual will also receive all of the continuing review notifications, reports of action and any other administrative correspondence that is sent to the PI   We have noted that some investigators list other co-investigators who are not responsible for these activities. As a result administrative staff do not receive the information they need to assist the PIs.  Although the protocol form requests only one administrative contact, investigators may request up to three administrative contacts per protocol. To do this you may either provide the additional names on the protocol application or email � HYPERLINK "mailto:irine.breytburg@childrens.harvard.edu" ��irine.breytburg@childrens.harvard.edu�. 





It is also important to notify the CCI office when there is a change in the administrative contact. 
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