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Royal Children's Hospital, Melbourne

Ethics and Research office


Registration of Clinical Trials conducted at RCH
What do I need to do?

· Any NEW clinical trial that will be recruiting participants on or after 1 July 2005, MUST register the trial on a Public Trials Registry. 
· Any EXISTING clinical trials that commenced patient enrolment before 1 July 2005, MUST register the trial on a Public Trials Registry by 13 September 2005. 

Why should I do it?

· From 1 July 2005, the International Committee of Medical Journal Editors (ICMJE – which includes MJA, Lancet, New Engl J, and many others) will not publish results if the trial is not included on an authorised registry.
· There is a growing recognition internationally of the need to record the existence of clinical trials so that they can be publicly accessed.
Where can I find a Public Trials Register?

· The Australian Clinical Trials Registry (ACTR) (http://www.actr.org.au/).  The ACTR has been funded by the NHMRC and has met the requirements of the ICMJE's trials registration policy and is now an ICMJE acceptable registry (http://www.icmje.org/faq.pdf ).
· The US National Library of Medicine (www.clinicaltrials.gov ) 

· The International Standard Randomised Controlled Trial Number registry (www.controlled-trials.com ) 

· The Cochrane Renal Group registry (www.cochrane-renal.org/trialsubmissionform.php ) 

· The National (UK) Research Register (www.update-software.com/national/ ) 

· European Clinical Trials Database (http://eudract.emea.eu.int/ ) 

Which Register should I use?

· All of the registers above meet the guidelines required by the ICMJE.
How do I register?

· Follow the web links for the Public Trials Registry of your choice and follow the instructions
For more information contact:

RCH Ethics and Research Office, 
PH (03) 9345 5044
Email: rch.ethics@rch.org.au
Royal Children's Hospital, Melbourne

Ethics and Research office
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Registration of Clinical Trials
Background:
In September 2004, the members of the International Committee of Medical Journal Editors (ICMJE) published a joint editorial aimed at promoting registration of all clinical trials. The ICMJE has proposed comprehensive trials registration as a means of solving the long-standing problems with selective reporting of clinical trials. As of 1 July 2005, all the 11 ICMJE member journals will adopt a trials-registration policy. 

The ICMJE journals will require, as a condition of consideration for publication, registration in a public trials registry. Since the September 2004 ICMJE editorial, an increasing number of medical journals have announced their adoption of the ICMJE trials-registration policy. 
This policy applies to any clinical trial starting recruitment on or after 1 July 2005. 
For clinical trials that commenced enrolment before this date, the ICMJE will require registration by 13 September 2005. 
The goal of the ICMJE in introducing this policy is to foster a comprehensive, publicly available database of clinical trials. 

Definition of a Clinical Trial 

The ICMJE defines a clinical trial as: "Any research project that prospectively assigns human subjects to intervention and comparison groups to study the cause-and-effect relationship between a medical intervention and health outcomes.” This definition includes drugs, surgical procedures, devices, behavioural treatments, process-of-care changes, and the like. A trial must have at least one prospectively assigned concurrent control comparison group in order to trigger the requirement for registration. 
The ICMJE wants to ensure public access to all "clinically directive trials" - trials that test clinical hypotheses about health outcomes. Excluded from the registration requirement are trials whose primary goal is to assess major unknown toxicity or determine pharmacokinetics (many phase 1 trials). Registration is required for all trials whose primary goal is to affect a clinical practice (phase 3 trials). 
Which Registry? 

The ICMJE does not advocate one particular registry, but its member journals will require authors to register their trial in a registry that meets several criteria. The registry must be accessible to the public at no charge, it must be open to all prospective registrants and managed by a not-for-profit organisation. There must be a mechanism to ensure the validity of the registration data, and the registry should be electronically searchable. 
At a recent meeting of the World Health Organisation (WHO) advisory group, attendees identified a minimal registration data set of 20 items. The ICMJE supports the WHO minimal data set and has adopted it as the ICMJE’s requirement - a trial will be considered for publication if the authors register it at inception by completing all 20 fields in the WHO minimal data set. 
Registries that currently meet the ICMJE criteria include: 

· The registry sponsored by the US National Library of Medicine (www.clinicaltrials.gov ) 

· The International Standard Randomised Controlled Trial Number registry (www.controlled-trials.com ) 

· The Cochrane Renal Group registry (www.cochrane-renal.org/trialsubmissionform.php ) 

· The National (UK) Research Register (www.update-software.com/national/ ) 

· European Clinical Trials Database (http://eudract.emea.eu.int/ ) 
Australian Clinical Trials Registry (ACTR) 

The National Health and Medical Research Council has provided funding to develop a comprehensive national clinical trials registry. The Australian Clinical Trials Registry (ACTR) will be a national on-line registry of all types of clinical trials being undertaken in Australia. The ACTR will include information about: 
· Clinical trials into pharmaceuticals, surgical procedures, preventive measures, lifestyle, devices, rehabilitation strategies and complementary therapies; and 

· All clinical trials involving Australian researchers and participants and covering all areas of health. 
The ACTR will allow researchers to identify unpublished and ongoing clinical trial research and will be a resource for all those with an interest in health care research - including health care providers, consumers and funders. 
“The ACTR has met the requirements of the ICMJE's trials registration policy and is now an ICMJE acceptable registry (http://www.icmje.org/faq.pdf ). Trials registered with the ACTR by the specified dates will be eligible for publication in ICMJE journals.”
References and Further Information 

· The Australian Clinical Trials Registry 
http://www.actr.org.au/
· Is This Clinical Trial Fully Registered?: A Statement from the International Committee Of Medical Journal Editors 

http://www.icmje.org/clin_trialup.htm  - 
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WHO Minimal Registration Data Set* 

	Item 
	Comment 

	1. Unique trial number 
	The unique trial number will be established be the primary registering entity (the registry). 

	2. Trial registration date 
	The date of registration will be established by the primary registering entity. 

	3. Secondary IDs 
	May be assigned by sponsors or other interested parties (there may be none). 

	4. Funding source(s) 
	Name of the organization(s) that provided funding for the study. 

	5. Primary sponsor 
	The main entity responsible for performing the research.

 

	6. Secondary sponsor(s) 
	The secondary entities, if any, responsible for performing the research. 

	7. Responsible contact person 
	Public contact person for the trial, for patients interested in participating. 

	8. Research contact person 
	Person to contact for scientific inquiries about the trial. 

	9. Title of the study 
	Brief title chosen by the research group (can be omitted if the researchers wish). 

	10. Official scientific title of the study 
	This title must include the name of the intervention, the condition being studied, and the outcome (e.g., The International Study of Digoxin and Death from Congestive Heart Failure). 

	11. Research ethics review 
	Has the study at the time of registration received appropriate ethics committee approval (yes/no)? (It is assumed that all registered trials will be approved by an ethics board before commencing.) 

	12. Condition 
	The medical condition being studied (e.g., asthma, myocardial infarction, depression). 

	13. Intervention(s) 
	A description of the study and comparison/control intervention(s) (For a drug or other product registered for public sale anywhere in the world, this is the generic name; for an unregistered drug the generic name or company serial number is acceptable). The duration of the intervention(s) must be specified. 

	14. Key inclusion and exclusion criteria 
	Key patient characteristics that determine eligibility for participation in the study. 

	15. Study type 
	Database should provide drop-down lists for selection. This would include choices for randomized vs. non-randomized, type of masking (e.g., double-blind, single-blind), type of controls (e.g., placebo, active), and group assignment, (e.g., parallel, crossover, factorial). 

	16. Anticipated trial start date 
	Estimated enrolment date of the first participant. 

	17. Target sample size 
	The total number of subjects the investigators plan to enrol before closing the trial to new participants. 

	18. Recruitment status 
	Is this information available (yes/no) (If yes, link to information). 

	19. Primary outcome 
	The primary outcome that the study was designed to evaluate Description should include the time at which the outcome is measured (e.g., blood pressure at 12 months) 

	20. Key secondary outcomes 
	The secondary outcomes specified in the protocol. Description should include time of measurement (e.g., creatinine clearance at 6 months). 


*The data fields were specified at a meeting convened by the WHO in April 2004; the explanatory comments are largely from the ICMJE. 
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