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Education and Quality Improvement Program Beginning in  Clinical Research January 2004

Mission: To improve policies and practices in clinical research with the aim to continually maximize the protections of human subjects.
In the past few months, brief presentations about the new Education and Quality Improvement Program (EQuIP) have been actively given to the clinical research community.  Presentations were provided to the research nurses and coordinators, the principal investigators and the IRB members.  During these presentations, program goals and objectives were outlined.

The program goals are to examine current policies and practices to determine what works, what needs improvement and what still needs to be done.  These goals will be achieved through observations (one-on-one meetings and monitoring studies), learning (gaining insight into what practices work and what needs to be done), and educating (sharing with all departments what has been learned).  The ultimate end point is to facilitate a safe, positive and constructive research process for both the research team and human subjects. In January 2004, the monitoring component of EQuIP will start as Eunice Newbert, MPH, Quality Improvement Specialist, will begin to review and randomly monitor selected active protocols.  Areas that may affect the quality of human subject protections will be reviewed.  The review will not only identify areas for improvement, but also identify strengths and best practices that may be shared with other research teams.   

Anyone selected for review will be notified at least one month prior to desired review date and will receive the monitoring forms to give ample time for preparation and to ask questions.  The length of each review will be dependent on the type of study and number of subjects involved (not all subject records will be reviewed).  Any findings will be discussed with the PI at end of review, and a formal report will be sent within 2 weeks.  PI’s will be asked to provide a response letter outlining how any issues of concern will be resolved.  Only serious violations affecting the safety of human subjects will be discussed with the IRB.

If you have any questions, or would like to share your ideas for implementing EQuIP, please contact Eunice Yim Newbert, MPH at 5-7052 eunice.newbert@childrens.harvard.edu 



Human Subject Protection Update





The administrative office for the Committee on Clinical Investigation has recently developed two new web-based applications intended to assist investigators in managing their human subject activities. Two search applications will allow investigators to access information regarding their protocols applications and human subject training activities.  Both search applications may be found on the Committee on Clinical Investigation website, which may be accessed on the Children’s Hospital internal webpage.  Plans are underway to move the website and applications externally.  





Training Certifications





The training certification search application allows an investigator or research staff member to check the human subject training activities they have completed and to print a training certificate at any time.  If investigators /staff complete more than one training activity this will be noted and they may choose to print a certificate for each individual training activity or a certificate that includes all training completed. 





Effective immediately the CCI staff will no longer distribute training certificates via the mail. Staff may search their name and print a certificate. The database is refreshed on a weekly basis.  If you believe you have completed human subject training and it is not reflected in the in the database, you may call 57052 for clarification. Please follow the instructions on the website for accessing and printing a training certificate.  





Protocol Look-Up





A second application provides investigators with the ability to look up the names and protocol numbers for protocol applications they have submitted to determine whether the protocol is approved, completed, pending, withdrawn or administratively terminated.  For confidentiality reasons, investigators will need to log in and enter their Children’s Hospital password. Unless an investigator provides another individual his or her password, no one else will be able to obtain the information.
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New Web-Based Search Applications for Clinical Investigators 





Committee on Clinical Investigation


Children's Hospital, Boston








Children’s Hospital is ready to  begin research on the process of informed consent as part of  a  one year NIH Human Subjects Enhancement Grant.  The Principal investigator of the grant is Dr. James Mandell. Dr. Arlene Katz, an Instructor at Harvard Medical Schools Dept. of Social Medicine  will serve as co- investigator. The research has been recently approved by the Committee on Clinical Investigation and seeks to  determine how we can refine and strengthen the informed consent/assent process for clinical research conducted at Children’s Hospital. Qualitiative and ethnographic methods will be used to gather information as part of learning from the Children’s Hospital community and include  interviews with principal investigators, clinical research staff  (research nurses and coordinators)  patients and their families.   Involvment in the  research is open to all clinical investigators, their research staff and research subjects. Subjects and their families will  only be contacted with the permission, assistance and coordination of the principal investigator.  If you are interested in particpating in this research project you may contact Dr. Katz at 58948 or email her at 





� HYPERLINK "mailto:Arlene_Katz@hms.harvard.edu" ��Arlene_Katz@hms.harvard.edu�
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Website for Investigator Search Applications





� HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/index.html" ��http://web2.tch.harvard.edu/clinresearch/cci/index.html�








Informed Consent Research Underway
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Important CITI Human Subject Training Notice
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EQuIP Helpful Hint of the Month





To minimize the number of visits outside the study window, sit down with the subject at the screening visit with a calendar for the entire study and schedule all visits then.  Give the subject a copy of the calendar.



































Due to the large numbers of institutions using the CITI training website, the coordinating center is experiencing slowdowns in  processing information. We were recently informed that students that have not completed the training modules within a 30-day time frame will be automatically deleted. If not complete, scores from any module that you have completed will be deleted from the system. Students will be required to re-register if they intend to complete the training.  Please make sure you complete the modules within 30 days of registration to avoid this occurrence. 
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