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II. Protocol Numbers Will No Longer Change 











Committee on Clinical Investigation                     


Children's Hospital, Boston








As part of the accreditation review process, Children’s Hospital was asked to revise some of our policies, procedures, guidelines, and forms. The following is a summary of some of the more significant revisions that impact investigators and their research staff.  If there are any questions about these policies or changes please feel free to call the CCI office at X57052.


1) 	When can a subject under the age of 18 provide consent on their own behalf?


There are two categories of circumstances when a subject under the age of 18 can consent on their own behalf? They are as follows:


Protocol Specific


The regulations allow for a waiver of parental permission when it is unreasonable to obtain the permission of the parent (i.e. some studies on high risk behaviors, child abuse/neglect). In this case, a parental permission waiver is driven by the nature and topic of the research. To obtain permission for this type of waiver, investigators are asked to justify their requests in accordance with the requirements of the federal regulations and the committee considers the waiver request during review of the protocol application process .If approved, investigators will be notified as part of approval process. (Please note this waiver is not permitted for protocols under the jurisdiction of FDA except in cases of emergency treatment)


Subject Specific 


Under the Massachusetts state laws there are situations when individuals under the age of 18 may be considered an emancipated or mature minor and consent for themselves. Since the state law is only written to address clinical care situations (not research), investigators must seek assistance from the legal counsel office when this situation presents during the conduct of a research study. In these situations there is a specific patient for whom the investigator wants to consider the possibility of considering the patient as emancipated or mature. Please call the Legal Counsel office at 56800 and ask to speak with Pat Taylor if this situation arises. If Pat is not available any other staff attorney may be contacted.


You may view the corresponding policy and procedure which contains more detailed information at 


� HYPERLINK "http://chbelibrary/C15/C14/cipp/Clinical%20Investigation%20Policy/cipp_071_001_4_From_Whom_IC_Should_Be_Obtained.doc" ��http://chbelibrary/C15/C14/cipp/Clinical%20Investigation%20Policy/cipp_071_001_4_From_Whom_IC_Should_Be_Obtained.doc�


Obtaining Parental Permission from Parents/Guardians if they are Not Present.  


Unless the committee specifically approves a procedure for obtaining consent through a method other than a written document, a written consent form must be signed by the parent/guardian before a child may begin a research protocol. Federal regulatory agencies do not accept verbal telephone consent as constituting the documentation of informed consent, if the committee requires a written document.  Although verbal telephone consent is accepted and frequently obtained for clinical care, this practice does not automatically apply to consent for research protocols. If a parent is present at the hospital or will be present within the time frame for recruitment, the CCI-  approved informed consent must be signed prior to enrollment. If a parent is not with a child/adolescent, the investigator may fax or send the parent the approved informed consent document 	and conduct the informed consent process over the phone. This includes explaining the study, answering questions etc. 























    


  



































Once the consent form is received by the parent/guardian it may be signed and sent/faxed back to 	the investigator.  If it is not feasible to return the signed consent or fax within the required period of 	time, the investigator must be advised, by telephone, by an individual who witnessed the consent 	being 	signed, that it had, in fact, been signed by the parent or guardian.  In this situation the 	witness must also sign the consent document. The signed consent must then be returned as soon 	as possible to the investigator by fax or mail.  Once the investigator either receives the signed/faxed 	consent or is notified by the witness that the consent was signed, the subject may be enrolled.  


You may view the corresponding  policy and procedure which contains more detailed information at 


� HYPERLINK "http://chbelibrary/C15/C14/cipp/Clinical%20Investigation%20Policy/cipp_071_001_21_Obtaining_IC_When_Parent_Not_Present.doc" ��http://chbelibrary/C15/C14/cipp/Clinical%20Investigation%20Policy/cipp_071_001_21_Obtaining_IC_When_Parent_Not_Present.doc�





Copy of FDA letter granting an IND or IDE Required with Protocol Submission: 


The Committee on Clinical Investigation protocol file must contain a copy of the FDA letter that provides a sponsor with IND and IDE information. This is a letter generated by the FDA and sent to the sponsor or investigator (if the investigator is considered the sponsor by holding the IND and IDE).  Protocols cannot receive final approval until a copy of this correspondence is received. Please be sure to obtain this letter from the sponsor and include it with your protocol submission to avoid any delay.


Investigator Initiated INDs or IDEs: 


Investigators who apply for and obtain their own IND or IDE are also considered the sponsor of the trial. This means that investigators are responsible for complying with the FDA regulations pertaining to both investigator and sponsors responsability. Any investigator who has obtained or wishes to obtain an IND or IDE will be required to meet with the Education and Quality Improvement (EQuIP) Specialist in order to review their responsibilities. Final approval of protocols will not be released until this has occurred. For further information about investigator/sponsor responsibilities please refer to 


Drugs/Biologics � HYPERLINK "http://chbelibrary/C15/C14/cipp/Clinical%20Investigation%20Policy/cipp_081_007_drugs.doc" ��http://chbelibrary/C15/C14/cipp/Clinical%20Investigation%20Policy/cipp_081_007_drugs.doc� ( page 6)


Devices � HYPERLINK "http://chbelibrary/C15/C14/cipp/Clinical%20Investigation%20Policy/cipp_081_008_investigational_devices.doc" ��http://chbelibrary/C15/C14/cipp/Clinical%20Investigation%20Policy/cipp_081_008_investigational_devices.doc�   ( Page 4)





Control of Investigational Devices





Investigators are responsible for control of the investigational devices used in their studies. The control plan will depend upon the type of device, the number of units to be received at any one time, and the proposed use of the device. The protocol application submitted to the CCI must include a description of the following:


Location and manner of the receipt of the device


Location and manner of the secure storage of the device


Those who have access to the device and how access is controlled


How the device will be tracked when utilized in a patient


How extra units will be stored or returned to the manufacturer


How device receipt, use, and return will be logged or otherwise documented












































































































































 III. Policy, Procedure and Form Changes 





Effective October 1, 2006 the Committee on Clinical Investigation will move to a new policy.  Protocol numbers will no longer change at the time of a three year rewrite. 


The protocol number that is initially assigned to any new protocol will remain for the life of the protocol.  For existing protocols, the current number will remain until termination.  We hope this will simplify tracking of protocols. Any question about the change in policy may be referred to X57052.














In accordance with the federal regulations, investigators are required to promptly report to the Committee on Clinical Investigation (CCI) “unanticipated problems involving risks to subjects or others”. Serious and expected adverse events that are related to the research are one category of unanticipated problems involving risks to subjects or others. Children’s Hospital has taken a more inclusive position than the regulation require for adverse event reporting for research subject enrolled under the auspices of the Hospital.  At Children’s Hospital any event that is determined to be either serious or unexpected must be reported. The following is a summary of the reporting requirements at Children's Hospital, Boston. Please note that the reporting requirement includes more than serious or unexpected events.





Investigators are required to report only the following to the Committee on Clinical Investigation (CCI):





Adverse events that meet the following criteria





For Children’s Hospital patients or external patients when Children’s Hospital is the Coordinating Center all serious or unexpected events regardless of relationship, within 72 hours of being known


For Non-Children’s Hospital patients when Children’s Hospital is not the Coordinating Center an adverse event that is both a serious adverse event and an unexpected adverse event and which in the investigator’s opinion is more likely than not to be related to the research procedures within 10 days of being known 





       2. Unanticipated problems that involve risks to subjects or others





Accidental or unintentional change to the IRB-approved protocol that involves risks or 


has the potential to recur;


Deviation from the protocol taken without prior IRB review to eliminate apparent immediate hazard to a research participant;


Publication in the literature, safety monitoring report including a Data and Safety 


Monitoring Report, interim result, or other finding that indicates an unexpected change


to the risk/benefit ratio of the research; 


Breech in confidentiality resulting from a disclosure of confidential information or from 


Lost or stolen confidential information, that may involve risk to that individual or others;


Complaint of a participant or family member that indicates an unanticipated risk.


Laboratory or medication errors that may involve risk to that individual or others


Change in FDA labeling because of adverse consequences or withdrawal from marketing 


               of a drug, device, or biologic used in a research protocol


Disqualification or suspension of investigators 


Other events that are unanticipated, involved risk to participants or others and were 


possibly related to the research procedures





Events that do not meet the criteria as defined in this policy do not require submission to the CCI.  However, investigators must continue to meet their obligations to report events to the sponsor, the Food and Drug Administration (FDA), and the data safety monitor. 



































	Policy, Procedure and Form Changes 














































































































IV. Unanticipated Problems Involving Risks to Research Subjects and Others Including Adverse Events








I. Accreditation Update:           WE DID IT!





As many of you already know, Children’s Hospital received full accreditation from the Association for the Accreditation of Human Research Protection programs (AAHRPP) last spring. AAHRPP’S mission is to protect the rights and welfare of research participants and promote scientifically meritorious and ethically sound research by fostering and advancing the ethical and professional conduct of persons and organizations that engage in research with human subjects. A voluntary, peer-driven educational model is used. Receiving full accreditation means that Children’s meet all the standards. AAHRPP accreditation demonstrates to the public, sponsors and to the regulatory agencies that Children's Hospital makes protection of human subjects a top priority. Accreditation is for a period of three years.








