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01 June 2005: 

7 new data fields added to ISRCTN records, in line with ICMJE requirements

In several recent statements, the latest of which dates back to 23 May 2005 (see http://www.icmje.org/clin_trialup.htm), the International Committee of Medical Journal Editors (ICMJE) called for all clinical trials to be registered on a publicly available register and to be identified with a unique trial ID prior to publication. Registration involves depositing a small number of data items for each trial.

Current Controlled Trials (CCT) is pleased to announce that 7 of the data fields listed in the ICMJE statements that were previously not available have now been added to the ISRCTN online application form (http://www.controlled-trials.com/isrctn/submission/) and to each trial record (see for example http://www.controlled-trials.com/isrctn/trial/|/0/01425573.html):

· Study hypothesis 

· Trial participant exclusion criteria 

· Approximate number of participants expected to be enrolled

· Approximate trial start date

· Approximate trial end date

· Primary outcome measures 

· Secondary outcome measures 

In order to fulfil its trial sign-posting objectives and to track trial results more efficiently, CCT has also added 3 non-compulsory fields:

· Trial website

· Publications arising from the trial  (when applicable)

· Where did the trial applicant hear about the ISRCTN scheme?
CCT is now in the process of completing (when possible) all these new fields for trials that were assigned an ISRCTN prior to June 2005. 

CCT also includes the ISRCTN Register within the metaRegister of Controlled Trials (mRCT). This makes the metaRegister of Controlled Trials a "one-stop shop" that enables users to check whether trials are registered according to international recommendations and which organisations list them in their own research register.
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