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Results of the pilot scheme to investigate the feasibility of collecting information about clinical research from campaigning groups
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Introduction

In October 2004 the HSC Network sent out a survey to its members as part of a pilot scheme to investigate the feasibility of collecting information about clinical research from campaigning groups.  The survey was an attempt to learn about randomised controlled trials with which campaigning groups were familiar in order to assess their suitability for possible inclusion in the metaRegister of Controlled Trials (http://www.controlled-trials.com/mrct/), a database of randomised controlled trials managed by Current Controlled Trials Ltd.

The survey

The survey, which was administered by the HSC Network, asked groups to submit some standard information about any ongoing randomised controlled trial(s) of which they were aware.  The survey focused only on ongoing randomised controlled trials.

The intervention under investigation could be a drug, a medical device, a surgical procedure, a type of psychosocial care or some other therapy.  The sponsor (responsible for the initiation, the management and/or the financing of a clinical trial) could be an individual, a company, an institution or an organisation.

The survey needed to be returned to the HSC Network by the end of November 2004.

A copy of the questionnaire is attached below (Appendix A).

Results

Out of 494 organisations surveyed, a total of 42 organisations responded (8.5%) - four provided written responses and 38 provided web links (one organisation provided a written reply to the survey and a web link).

Appendix B shows the number of organisations grouped by country.  The majority of respondents came from the USA and the UK.

Appendix C shows the broad range of organisations that responded to the survey.  The most common disease areas represented were cancer and central nervous systems.

From the four organisations that provided written responses, Current Controlled Trials identified five possible randomised controlled trials.  Detailed follow-up with the relevant organisations is now taking place to try to find out further information about these specific trials.

Current Controlled Trials also contacted each of the 38 disease/disability groups directly regarding the information provided on their website.  A total of 5 groups (13%) replied to this second contact providing further information.

Appendix D shows the information that Current Controlled Trials was able to deduce from the information displayed in the 38 websites.

From the responses received to the survey, there appeared to be a final total of 57 possible randomised controlled trials that could be considered for registration.  Of these, 54 trials were provided by two UK organisations with whom Current Controlled Trials has already been contact, and with whom we are continuing discussions about formal registration and possible inclusion within the metaRegister of Controlled Trials.  

Current Controlled Trials is now reviewing whether it would be appropriate to create an additional register for the remaining three trials.

Conclusions

The results of the survey showed that there are several disease/disability organisations that include information about trials on their websites.  Not all the trials, however, are randomised controlled trials.  Only three trials were identified that Current Controlled Trials were unaware of – the remaining trials were already known or were listed by organisations with which Current Controlled Trials is already in contact.

It appears that, whilst much effort is being made by disease/disability organisation to identify trials that are of relevance to their users, most of these trials are already available via Current Controlled Trials’ databases (including the trial identification register known as the International Standard Randomised Controlled Trial Number [ISRCTN] Register) or by the US website http://clinicaltrials.gov (which is also searchable via the metaRegister of Controlled Trials).
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Appendix A: The survey

----- Original Message ----- 
From: Patient View 

To: 

Sent: Thursday, October 14, 2004 2:06 PM

Subject: Request: Pilot survey on clinical trial registration

 

 

Dear XXX,
 

The HSCNetwork has asked me to write a short introduction to explain why your participation in this survey will help the cause of clinical trials registration. As one of the co-convenors of the James Lind Alliance (JLA—a coalition of patients and clinicians confronting important uncertainties about the effects of treatments – see HSCNews international, issue 5 April 2004), and as a long-time advocate for the registration of all clinical trials, HSCNetwork thought that I would be well suited to the task.

 

Drug companies are not publishing the results of all their clinical trials

 

Recent events have raised serious questions about the reporting of clinical research. Revelations about the failure of drug companies to publish the results of clinical trials that they had conducted led to several countries imposing restrictions in mid-2004 on the use of certain anti-depressants by adolescents. These trials showed an increase in suicidal tendencies among young people taking SSRIs (selective serotonin reuptake inhibitors). Some of the studies had taken place in the late 1990s, but did not become more widely known until early in 2004. Unfortunately, drug companies are not obliged to make data from their clinical trials publicly available.

 

International registers are probably the best way to make clinical trials more transparent and accessible

 

One way to improve the present unsatisfactory system of reporting (or failure to report) clinical trials is mandatory registration of clinical trials information in global databases that are easily accessible to the public. Such registers would improve the transparency of research. Instead of relying on word of mouth—and, consequently, often missing out on clinical trials—patients would be able to easily find out about all current clinical research in their disease area.

 

Thankfully, the momentum to build an international register of clinical trials is at last beginning to gather pace. In April 2004, the World Health Organization (WHO) decided that every randomised controlled trial approved by its ethics review board would be assigned an ‘International Standard Randomised Controlled Trial Number’ (ISRCTN) in a unique global numbering system developed by a London-based company called Current Controlled Trials Ltd. A bulletin produced by the UN agency insisted: “This step will substantially increase the visibility and accessibility of trials supported by the WHO ” [Bulletin of the World Health Organization, vol. 82, no. 5, Geneva, May 2004].

 

How you, as a campaigner, can help the cause of transparency

 

HSCNetwork invites you to participate in this survey—which is part of a pilot scheme to investigate the feasibility of collecting information about clinical research from campaigning groups. This survey is an attempt by Current Controlled Trials to learn about randomised clinical trials with which campaigning groups are familiar—so that the information can be included in a respected international registry. The survey, which is administered by the HSCNetwork, asks you to submit some standard information about any ongoing randomised controlled trial (or trials) about which you or your organisation may be aware. Information that is submitted will, if suitable, be included in the online ‘metaRegister of Controlled Trials’ set up by Current Controlled Trials. The metaRegister is publicly available online for free.

 

Further details about how to participate in this survey are mentioned below—together with information about some of the benefits for your group. Thank you in advance for your cooperation. I am hoping that the significance of this project will ensure an excellent response to the survey.
 

Yours sincerely,
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Sir Iain Chalmers

Editor 

James Lind Library 
www.jameslindlibrary.org
 

 

SOME NOTES ABOUT THIS 12-QUESTION SURVEY

 

       The survey is entirely independent. Only the HSCNetwork (organised by PatientView) and Current Controlled Trials (a trial registration and publishing organisation) are involved in this survey.

 

       All groups responding to the survey will be anonymous. The HSCNetwork is administering the survey, and will ensure anonymity for respondents. Current Controlled Trials will not know the identity of any respondent (or their group) unless that particular respondent requests otherwise.

 

       The survey relates only to randomised controlled trials. Medical interventions are often accompanied by side-effects. Few interventions produce dramatic improvements in health. Clinical research is thus vital, because it defines the true capabilities of treatments. But the research must avoid being misled by biases—which is why Randomised Controlled Trials (RCTs) are undertaken. In RCTs, similar people receive different interventions or treatments that are being compared. The process by which participants are assigned an intervention or a treatment is arbitrary. At the end, any differences seen in participants can be more confidently attributed to the intervention / treatment being assessed.

 

       The survey only seeks to learn about ongoing trials. The survey is focused only on RCTs that are still in progress. The intervention under investigation may be a drug, a medical device, a surgical procedure, a type of psychosocial care or some other therapy. The sponsor (who is responsible for the initiation, the management and/or the financing of a clinical trial) may be an individual, a company, an institution or an organisation—including your own.

 

       You can supply details about more than one trial. If you know of more than one trial, this questionnaire has also been made available as an attachment, which can be copied for each new submission.

 

       When does the survey need to be returned? The work involved in answering this survey may take some time. So HSCNetwork has set a deadline for the end of November 2004.
 

WHAT BENEFITS DOES PARTICIPATION IN THIS SURVEY BRING TO YOUR ORGANISATION?

 

Aside from helping to improve the flow of clinical trials information to patients and the public, respondents will also receive three concrete benefits from participating:

 

1. HSCNetwork will write a report on the outline results of this survey. The report, which will be sent to respondents in December 2004, will be an overview of the information gathered in the survey, and will shed some light on the types of groups that responded.
 

 

2. Full results of the survey will be made available early in 2005. Current Controlled Trials plans to launch the results of this pilot study on their website in 2005. HSCNetwork will inform respondents when this happens, and will forward the appropriate webpage links.
 

3. Clinical trials that you report in this survey will be reviewed by Current Controlled Trials and, if they are found to be suitable for inclusion and enough data about the trial provided, CCT will incorporate the trial data in its ‘metaRegister’ for free. Under normal circumstances, sponsors (such as pharmaceutical companies, government organisations, etc) are charged fees to have their trials entered onto the register. Again, you will be notified by email if any of your group’s trials are incorporated onto the register. Further information about the ‘metaRegister’ and Current Controlled Trials can be found at: http://controlled-trials.com/.
 

 

Survey Title:
Health and Social Campaigners Report on Randomised Controlled Trials

 

TWO BACKGROUND QUESTIONS

 

i.) Firstly, could you please tell the survey in which continent your group is mainly based, and whether your group specialises in disease issues, disability issues, or general healthcare or care issues.

 

My group is mainly based in North America [            ], or South/Central America [       ], or Europe [    ], or Africa [     ], or Asia [        ], or Australasia [           ].

 

a. [            ] My group concentrates on disease issues.

or

b. [            ] My group concentrates on disability issues.

or

c. [            ] My group concentrates on general healthcare or care issues.
 

ii.) Secondly, how many ongoing randomised controlled trials (RCTs) are known to you and your organisation (trials about which you are able to provide information)?

 

[Enter number here:            ]

 

If your group’s own website carries the information requested in the survey below, and your website is publicly accessible (not password-protected), you may simply write down the appropriate weblink/s, and there is no need to fill out the rest of the questionnaire.

 

[Enter weblink here:        ]
 

 

 

THE ELEVEN QUESTIONS

 

Question 1

What treatments / interventions are being compared in the Randomised Controlled Trial (RCT)?

 

[Enter answer here:            ]

 

 

Question 2

What is the name of the sponsor of the RCT?

 

[Enter answer here:            ]

 

 

Question 3

Which health problem is being studied in the RCT?

 

[Enter answer here:            ]

 

 

Question 4

What is the status of the RCT?

 

a. [            ] Planned (trial has yet to recruit participants).

b. [            ] Open (actively recruiting participants).

c. [            ] Closed, but ongoing (recruitment of participants has been  completed, but follow-up and data collection is continuing).

 

 

Question 5

What is the trial trying to achieve (topic / hypothesis / clinical objective)?

 

[Enter answer here:            ]

 

 

Question 6

a. Which types of participant can enter the trial (eligibility criteria of patients / people that can be included in the trial)?

 

[Enter answer here:            ]

 

b. Which types of participant cannot join the trial (types of patients / people that are excluded from the trial)?

 

[Enter answer here:            ]

 

 

Question 7

Who are the principal investigators (the name and contact details of the person/s listed as being responsible for the trial)?

 

[Enter answer/s here:         ]

 

 

Question 8

Who is funding the trial?

 

[Enter answer here:            ]

 

 

Questions 9-11 are entirely optional

(but answers will speed up the process of trial registration)

 

If you do not know the answers, please leave blank

 

Question 9

What is the official name of the trial? 
 

[Enter answer here:            ]

 

 

Question 10

Has the trial already been registered?

 

a. [            ] Yes.

b. [            ] No.

c. [            ] Don’t know.

 

If “Yes”, do you know in  which registry the trial is catalogued and the trial registration number?

 

[Enter answer/s here:         ]

 

 

Final question—Question 11

Have you an electronic copy of the patient information material related to the RCT?

 

a. [    ] Yes.

b. [    ] No.

 

[If yes, could you forward HSCNetwork an electronic copy to info@patient-view.com 

The patient information material can be in any language.]
 

 

 

Thank you. All contributors to this survey will be anonymous.

 

However, respondents can have the name of their group attributed on the website of Current Controlled Trials (www.controlled-trials.com) alongside other organisations that have contributed information to the site.

 

If you would like your group’s name to be attributed on www.controlled-trials.com, please write your group’s name within the following brackets:
 

[        ]

 

If you would like Current Controlled Trials to contact you directly, to provide you with further details about this and future pilots, please provide a contact email address and telephone and fax number within the following brackets:

 

[       ]

 

Your completed questionnaire should be sent to the survey managers, HSCNetwork / PatientView, in one of three ways:
 

1.) You can e-mail your finished questionnaire to info@patient-view.com
 

2.) Or you can fax your finished questionnaire to PatientView, on 0044-(0)1547-528-501.

 

3.) Or you can post your finished questionnaire to Clinical Trials Survey, PatientView, Woodhouse Place, Upper Woodhouse, Knighton, Powys, LD7 1NG, Wales.
 

Thank you. That concludes the survey.

You will receive a summary of the survey results in December 2004.
Appendix B: Analysis by country

	Country
	Number of responses

	Australia 
	3

	Australasia
	1

	Canada
	2

	Europe
	3

	Germany
	1

	International
	1

	Ireland
	1

	Israel
	1

	Netherlands
	2

	New Zealand
	1

	Spain
	1

	UK
	9

	USA
	15


Appendix C: Analysis by broad disease area

	Disease or disability group
	Broad category
	No of responses

	Breast cancer
	Cancer
	2

	Cancer – general sites
	Cancer
	6

	Leukaemia
	Cancer
	1

	Prostate cancer
	Cancer
	1

	Heart disease
	Cardiovascular
	1

	Blood disorders
	Haematological Disorders
	1

	Herpes
	Infections and Infestations
	1

	HIV/AIDS
	Infections and Infestations
	2

	Brain injury
	Injury, Occupational Diseases, Poisoning
	1

	Autism
	Mental and Behavioural Disorders
	1

	Depression
	Mental and Behavioural Disorders
	1

	Autoimmune disease
	Musculoskeletal Diseases
	1

	Fibromyalgia
	Musculoskeletal Diseases
	1

	Muscular sclerosis
	Musculoskeletal Diseases
	1

	Alzheimer’s disease
	Nervous System Diseases
	1

	Migraine
	Nervous System Diseases
	1

	Motor neurone disease
	Nervous System Diseases
	1

	Parkinson’s disease
	Nervous System Diseases
	2

	Spinal research
	Nervous System Diseases
	1

	Cystic fibrosis
	Nutritional, Metabolic, Endocrine
	1

	Diabetes
	Nutritional, Metabolic, Endocrine
	2

	Alternative therapy
	Other
	1

	Cot death
	Other
	1

	General medical
	Other
	1

	Genetic disorders
	Other
	2

	Psoriasis
	Skin and Connective Tissue Diseases
	1

	Bladder disorders
	Urological and Genital Diseases
	1

	Cystitis
	Urological and Genital Diseases
	1

	Endometriosis
	Urological and Genital Diseases
	1

	Kidney disease
	Urological and Genital Diseases
	1

	Sexual dysfunction
	Urological and Genital Diseases
	1


Appendix D: Information deduced from the 38 websites

	Type of information
	Responses

	Number of websites that include information about clinical trials
	21

	Number of websites that do not include information about clinical trials
	17

	Number of US websites stating that the relevant trials are available on http://clinicaltrials.gov?
	11

	Number of non-US websites that include information about randomised controlled trials
	4

	Number of non-US websites that include information about trials, but which do not specify if they are randomised
	5

	Number of possible randomised controlled trials that can be considered eligible for inclusion in the metaRegister of Controlled Trials
	52
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