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. This following question and answer document provides further information on this requirement.
1. Who needs to complete continuing education for human subject protection?

All investigators and associated research staff that are listed on a human subjects research 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 and continuing reviews 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 member listed on the protocol has not completed the continuing education requirement, their name will be removed from the protocol until such time as their continued education is complete. 
4. How do I fulfill the continuing education requirement? What options exist? 

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. Continuing education may be accomplished in a variety of ways. The methods for completing continuing education are the same for those who both intervene and interact with human subjects and those who do not. The following are ways to obtain credit for continuing education
CITI Refresher Course

The web based training application used by Children’s Hospital (CITI, University of Miami) has developed refresher modules for continuing education.  A collection of modules has been predetermined by CCI staff to constitute a refresher course for continuing education credit.  CITI Refresher courses from other institutions will be considered on a case-by-case basis.
CITI Good Clinical Practice Course

A web-based course on GCP is also offered through the CITI training application
Attendance at lectures and seminars

Many individuals attend local institutional presentations on topics related to human subject protection. Attendance at these presentations or lectures can also satisfy the continuing education requirement. The Clinical Investigation and EQuIP offices often provide lectures, seminars, and round table discussions.  The seminar /lecture/presentation must be recognized by the Clinical Investigation office in order to satisfy continuing education requirements. Please contact the CCI if you have questions about whether a certain event will count for continuing education credit.

The following list represents the currently recognized activities. A further description of these activities is included below

a. Introduction to Clinical Research Course for Junior Faculty, Fellows, Nurse Investigators (sponsored by Clinical Research Center/CRC)

b. New Study Coordinator Orientation

c. Research Coordinators Rounds at which human subject protection issues are discussed.  Please note that not all coordinator rounds can serve as continuing education.

d. Human subject related presentations at department/division faculty meetings organized by CCI. Department Chairs and Division Chiefs may request a specialized educational activity for their faculty at any time. 

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

f. Completion of continuing education requirements at another Harvard affiliated institution.  

If an event requests “sign in attendance,” your registration will be entered into our training database.
Education and Quality Improvement Program (EQuIP) Reviews: 

Any investigator who undergoes an EQuIP review (either an audit of an existing study, New PI training) will receive automatic continuing education credit.  In addition, any research staff listed on the protocol who attends the initial and exit interviews of EQuIP study reviews will also receive continuing education credit.

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

A. CITI refresher

The Committee on Clinical Investigation Administrative office receives automatic electronic notification when the refresher course is complete. This information is automatically fed into CHeRP.
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.  Further information about these courses can be found in the CCI policy document: [add link]
C. EQuIP Reviews. 

At the completion of an EQuIP review, EQuIP staff 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?

Access to the Training Database and ability to print certificates is only available through CHeRP, which can only be access via the Children's Hospital intranet site.  For specific instructions about how to access the training information, please click here: How Do I View Training Information for Myself or Research Team Members.

7.  What should I do if I have questions?

The administrative staff of the Office of Clinical Investigation is available to assist you.  For any questions or concerns, please call x5-7052. 

Five Easy Steps to Using the CITI Human Subject Refresher Training Course





To access the refresher course offered  through the CITI Miami web-based course, go to the Clinical Investigation website and click CITI training :


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





or access the CITI website directly at 





� HYPERLINK "https://www.citiprogram.org" ��https://www.citiprogram.org�





Depending on when you first registered for the initial course you may need to take one of two actions:





If you originally registered after May 1, 2004 you should be able to re-enter the course site and use your username and password. 





If you completed a previous version of the CITI Course prior to May 1, 2004 and your username, password and e-mail address is not found in the � HYPERLINK "https://www.citiprogram.org/citidocuments/www.citiprogram.org" �www.citiprogram.org� site, you must re-register by following the "Register for the CITI Course" link





Please note: if your forgot your password and  you registered for the course after May 1, 2004 you may utilize the automated username/password retrieval system by clicking on the "� HYPERLINK "https://www.citiprogram.org/emaillogin.asp" �Forgot Username and Password�" link located on the left.   If you made an error in providing your email address or there are firewalls to prevent HTML attachments, your request will not be filled and you will need to contact � HYPERLINK "mailto:citisupport@med.miami.edu" �CITI Support� at (305) 243-7970.  





3. Once in the website, select the “refresher course option”. Here you will be instructed to complete 10 modules, only 7 of which include a quiz. The modules should not take longer than 5-7 minutes to complete. The entire refresher course should take no longer than 30-45 minutes. 





4. The CITI Website has a very good frequently asked question and answer document that may be helpful and may be found at � HYPERLINK "https://www.citiprogram.org/citidocuments/faq.htm" ��https://www.citiprogram.org/citidocuments/faq.htm�





5.  For questions regarding continuing training requirements and the web training contact the Office of Clinical Investigation at x5-7052. For technical issues regarding CHeRP, please contact CHeRP Support at x4-3267.
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