To:
Clinical Research Community

From:
Susan Kornetsky,
Director, Clinical Research Compliance
Date:
May 31, 2005

Re: 
IMPORTANT Required Clinical Trials Registration
In September 2004, the International Committee of Medical Journal Editors (ICMJE) published a statement saying that they would only publish clinical trials that were registered on a publicly accessible registry. The ICMJE statement in concert with numerous registry initiatives from the World Health Organization, state and federal legislatures and industry has led to some confusion. A reminder of this initiative was also recently published in the June 9, 2005 issue of the NEJM. Based on this information it is now clear that Investigators who wish to publish clinical trials in the ICNJE journals will need to have their trials registered in accordance with the guidance below. It is possible that other journals will have similar requirements in the future. Please review the following information carefully.

At this time, www.clinicaltrials.gov operated by the National Library of Medicine (NLM) is the only registry that meets the required elements of registration.  Because of the increase in the number of trials that are being registered, NLM has developed a new process for registration.  

Who are the *ICMJE signatories and what are their new requirements

The ICMJE signatories are the New England Journal of Medicine, Journal of the American Medical Association, Annals of Internal Medicine, The Lancet, The Medical Journal of Australia, The New Zealand Medical Journal, Norwegian Medical Journal, Canadian Medical Association Journal, Croation Medical Journal, Dutch Journal of Medicine, and Journal of the Danish Medical Association. 
Editors from these journals will require that as of July 1, 2005 clinical trials must be registered in accordance with the following guidelines in order to be accepted for publication. 

o Any clinical trial that is starting enrollment after July 1, 2005 must be

  registered before or at the onset of enrollment.  

o Any clinical trial that began enrollment before July 1, 2005, must be 

 

          registered by September 13, 2005
The ICMJE  statements may be found as follows

Clinical Trial registration (September 2004) http://www.icmje.org/clin_trial.pdf
Update on Clinical trials (October 2004) http://www.icmje.org/icmje_response.pdf
Is this Clinical trial fully Registered (May 2005) http://www.icmje.org/clin_trialup.htm
What type of clinical trial needs to be registered?

The ICMJE defines a clinical trial as:  “any research project that prospectively assigns human subjects to intervention or comparison groups to study the cause-and-effect relationship between a medical intervention and a health outcome.  Studies designed for other purposes, such as to study pharmacokinetics or major toxicity (e.g., phase 1 trials), would be exempt.”  The May 2005 statement indicates that “a trial must have at least one prospectively assigned concurrent control or comparison group in order to trigger the requirement for intervention”. For further information refer to the May 2005 statement or the NEJM editorial June 9, 2005
Who is responsible for registering the clinical trial and how do you register with ClinicalTrials.gov

· For FDA regulated trials, the IND holder is responsible and should contact ClinicalTrials.gov to register the trial directly. The IND/IDE holder is usually the sponsor. However, if an investigator also serves as a sponsor on an IND or IDE, the investigator must register.
· For NIH sponsored research,  the grantee should contact ClinicalTrials.gov and register the trial directly.
· For Non-FDA regulated, Non-NIH funded studies:

a. The PI must register the trial through the “home institution.”  Children’s Hospital has designated an administrator in the Office of Clinical Investigator to set up accounts for investigators to register. 

b. Investigators should email  the registration administrator irine.breytburg@childrens.harvard.edu  and provide the Administrator with the following information:

i. Children’s username: 

ii. Full Name, ( first, last)
iii. CH badge ID number
iv. Email Address

c. The Administrator will enter this information into the ClinicalTrials.gov website and thus create a “profile” for the Investigator. The ClinicalTrials.gov website sends confirmation to the investigator regarding his/her ability to sign onto the website and begin the registration process. 

d. The investigator can then enter the study registration information. An email will be automatically sent to the Administrator, who will “release” the registration to the website. 

e. If ClinicalTrials.gov has any questions related to the study or information about the study – their query will be sent to the Administrator who will contact and work with the local PI. 

Please review this information carefully and feel free to pass it on to others who may need to register. If there are nay questions I may be reached at 57052. 
