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REVISED AND IMPROVED:

Guidelines for Human Subject Training
We are pleased to announce that Children’s Hospital in coordination with the Collaborative IRB Training Initiative (CITI) has improved the web based training available to the clinical research community There are several significant changes to the web–based modules and the institutional training requirements. These changes are a result of the web course being restructured to offer each investigator and their research staff a program more tailored to address the issues associated with their area of research. The changes are as follows:

· The course has been revised to allow investigators to choose between modules that emphasize biomedical or social/behavioral research. 

· Effective immediately, the one-hour lecture for individuals who only use records/databases and human specimens has been replaced with a modified and reduced version of the CITI training module. The monthly one-hour lectures have been eliminated, so that individuals may choose to complete their training at their convenience.

· Requirements for completion of the VA training module have been eliminated.

· Quizzes for each of the modules have been changed to open book and questions and answers to the quizzes have been reviewed and revised by educational consultants to improve their clarity

· A continuing education option has been introduced and is available.  Investigators and research personnel will be informed when Children’s has established specific continuing education requirements.

When individuals log on to the CITI website they will be instructed to view the Children’s Hospital instructions which provides the following information:

For Staff /Personnel that intervene/ interact with research subjects

Definition: Any individual listed as a principal investigator in which the research protocol involves any intervention or interaction with research subjects or any other individuals (co-investigator, research nurse/coordinator) listed on the protocol that intervenes or interacts with research subjects. This includes obtaining informed consent, scheduling subjects, interviews, etc.

Instructions: Please determine whether the research you are involved in may be categorized as biomedical or social/behavioral. Once you have made this determination you will need to complete the following modules in either the biomedical or social/behavioral track. If you perform both types of research you may choose either category. You only need to complete one track. 


	Mod
	BIOMEDICAL RESEARCH
	SOCIAL / BEHAVIORAL RESEARCH

	1
	History and Ethics

	2
	Defining Research and Regulatory Overview
	Defining Research

	3
	Informed Consent
	Regulatory Overview

	4 
	Social Behavioral Research
	Assessing Risks

	5 
	Records Based Research
	Group Harms

	6
	Genetics Research
	Informed Consent

	7
	Vulnerable Subjects – Overview
	Privacy and Confidentiality

	8 
	Vulnerable Subjects –Prisoners
	Research with Prisoners

	9
	Vulnerable Subjects –Minors
	Research with Children

	10
	Vulnerable Subjects -Women and Fetus
	Research in Public Schools

	11
	Vulnerable Subjects -Group Harms
	International Research

	12
	FDA Regulated Research
	Research Using the Internet 

	13
	                                      Do not complete

	14
	HIPAA & Human Subjects Research

	15
	                                         Do not complete

	17
	Not Currently Available (Conflict of Interest in Human Subjects Research) 


Staff / Personnel with no intervention/interaction with research subjects 

Definition: Individuals whose only work on research protocols is limited to the following

· Chart/ medical record reviews 


· Database inquires  

· Discarded biological specimens 

· Data analysis or statistical support 

should complete the modules listed below. If at any time your research role changes to include intervention or interaction with subjects you will need to complete the modules listed above.


	Mod
	BIOMEDICAL RESEARCH

	1
	History and Ethics

	2
	Defining Research and Regulatory Overview

	5
	Records Based Research

	6 
	Genetics Research

	14 
	HIPAA & Human Subjects Research


PLEASE BE SURE TO COMPLETE ALL THE REQUIRED MODULES THAT ARE SPECIFIED FOR YOUR ROLE OTHERWISE YOU WILL NOT BE ABLE TO RECEIVE CREDIT FOR HUMAN SUBJECT TRAINING. IRB staff will be able to verify that you have completed the required modules. 

If there are any questions you may contact Joshua Fiedler at 617 355-7052 or e-mail Joshua.Fiedler@tch.harvard.edu

Human Subjects Protection Update





Children’s Hospital has received a  one year grant as part of the NIH Human Subjects Enhancement Program. The principal investigator of the grant is Dr. James Mandell. Dr. Arlene Katz, an Instructor at Harvard Medical Schools Dept. of Social Medicine  is co- investigator on this grant. Funds from the grant will be used  to  determine how we can refine and strengthen the informed consent/assent  process for clinical research conducted at Children’s Hospital.  Dr. Katz  will use qualitative methods to gather information from the Children’s Hospital community. This will include interviews and focus groups with principal investigators, clinical research staff  (research nurses and assistants), IRB members, patients and their families, as well as other hospital officials. Her work will be performed under an approved CCI research protocol.  The information obtained will be used  to help understand the current practice and culture for obtaining research informed consent.  Based  on the  information gathered,  a set of recommendations for improving the informed consent process will be developed. Our purpose is to learn from child/subjects and their parents about their experience during the informed consent  process and to draw our attention to what is most useful and relevant to them.  We hope the guidelines will be instructive for both the IRB and the clinical research community.





Dr.  Katz  will be contacting selected research investigators and staff for interviews. She may also ask if investigators could assist in identifing  potential subjects and families for interviews. Subjects and their families will  only be contacted with the permission, assistance and coordination of the principal investigator.   More information about the progress of this grant and how you can assist will be provided in ucoming newsletters and other separate communications. Your ideas are critical to the success of the project. You can help by contacting  Dr. Katz at extension 58948 or  57052.
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In accordance with new regulatory initiatives, Children’s Hospital is responsible for developing and maintaining a quality improvement program for its human subject protection program. This program will include ongoing assessments of the Committee on Clinical Investigation review process, the investigator’s conduct of the research in accordance with federal regulations and a review of the other systems established in the institution to assure an excellent program of human subject protection. The overall goal of the program is to provide an ongoing mechanism to evaluate and improve practices pertaining to human subject protection.





As with any new initiative, it will take time to establish a comprehensive program. However, Children’s Hospital has recently committed resources to develop a program. We would like to welcome Eunice Yim Newbert, MPH who has been recently hired to establish a quality improvement program for human subject protections. Ms. Newbert will report to Susan Kornetsky, Director of Clinical Research Compliance. Together they will work to develop a comprehensive, educational, facilitative quality improvement program. 





Some of the initiatives that will be underway shortly are an educational evaluation program through which protocols may be randomly selected to undergo assessments for review of consent forms, case reports, and research records to determine if a protocol is conducted in accordance with the manner in which it was approved. Evaluations will include interviews with the investigator and research staff. Investigators will always be provided with feedback and suggestions for improvement, if necessary.  This program is intended to be an ongoing educational tool to help the hospital the clinical research is performed. We will do our best to accomplish these initiatives in an educational, non-punitive manner. However, it is important to remember there is a compliance component to human subject regulations and an obligation, on our behalf, to take further actions if serious or continuing non-compliance is noted. We will work closely with investigators to correct any deficiencies and non-compliant situations.  Eunice will work independently from the Committee on Clinical Investigation; however, final summary reports of her activities will be reported to the Committee on Clinical Investigation.  





As we develop the quality improvement program, we welcome input from the investigator and clinical research community as to methods we can use to establish a facilitative program. Ms. Newbert may be reached at extension  57052. Her office is at 333 Longwood Ave, 4th floor. 
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Children’s Hospital has recently committed to applying for accreditation by the Association for the Accreditation of Human Research Protection Programs  (AAHRPP) Accreditation during 2004.   AAHRPP is a non–profit, non federal organization which has broad support from major stakeholders in research such as the Association of American Medical Colleges, the Association of American Universities, the Federation of American Societies for Experimental Biology, the National Health Council and Public Responsibility in Medicine and Research. The accreditation program is voluntary.





The accreditation process rigorously assesses and affirms an organizations’ compliance with federal regulations and has established standards that go above and beyond regulatory requirements to reflect best practices.  





The accreditation process begins by the institution performing a detailed self-assessment of its human subjects program. This written, comprehensive document is submitted to AAHRPP before a site visit. The self-assessment is broken down into 5 domains (the organization, the IRB, investigators, sponsors, and participants). The domains refer to different areas of responsibility that the organization must address as part of a human research protection program. After the self-assessment is reviewed, a team of experienced site visitors will come to visit Children’s. The site visitors use standards to evaluate the institution. These standards are flexible and responsive to the different research settings and go beyond simple documentation requirements to evaluate systems, processes, and management.





The process of becoming accredited will involve a team effort by many within the institution. Investigators will play an important role in this process. Any part of the organization that is involved with clinical research activities will become part of the process. During the late fall the process of self assessment will begin. Preliminary meetings will be held with key individuals at the institution to review the standards, identify areas of deficiencies and develop immediate plans for improvement. 





We look forward to the opportunity to continue to demonstrate Children’s Hospital’s   commitment to human subject protection. Additional information about AAHRPP, the accreditation process and the standards may be found at � HYPERLINK "http://aahrpp.org/" ��http://aahrpp.org/�.  Investigators and research staff will be kept advised of the accreditation activities in future newsletters. If you have any questions you may contact Susan Kornetsky at extension 57052.    
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Commitment Made to Apply for Accreditation of Children’s Hospital Human Subject Program
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