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Background
Publication Bias

• Under-reporting due to publication bias exaggerates the 

benefits of treatments and underestimates their harms.

• Adherence to study registration and reporting guidelines 

are essential practices to foster evidence-based 

medicine.

• Ultimately, this is detrimental to the healthcare system, 

as it wastes resources and puts patients at risk.
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Background
Canada

1) Canadian Government recommends adherence to 

the Tri-Council Policy Statement: Ethical Conduct for 

Research Involving Humans (TCPS 2):

• “All clinical trials shall be registered before 

recruitment of the first trial participant and that 

researchers shall promptly update the study registry 

with the location of the findings”

2) Canadian Government also encourages sponsors to 

register clinical trials in a publicly accessible registry 

such as ClinicalTrials.gov or ISRCTN (International 

Standard Randomised Controlled Trial Number)
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Background
Other Countries 
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Introduction
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Introduction
Internationally

World Medical Association’s (WMA) – 2008 

• Declaration of Helsinki

World Health Organization (WHO) – 2015 

• Statement of public disclosure of clinical trial results

Ensures that all clinical trials are:

1. Prospectively registered before patient recruitment 

2. Results reported in the public registry (within 12 

months)

3. Findings are published regardless of the statistical 

significance of their outcome (within 24 months)
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Objectives and outcomes
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Objectives

• Evaluate the adherence of clinical trials conducted 

in Canada to study registration and reporting best 

practices. 

• Establishing potential effect modifiers to these 

best practices.

• Create a baseline against which to compare any 

improvement in the registration and reporting of 

clinical trials in Canada.
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Outcomes
Policy Implications

1. The proportion of trials that were prospectively 

registered on clinicaltrials.gov 

2. The proportion of trials with study results reported 

on clinicaltrials.gov 

3. The proportion of trials with publication of findings
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Open Science
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Open Science Statement
Reproducibility and Validation

Open Science Framework

Our study protocol was 

prospectively registered

ClinicalTrials.gov

The data acquired and 

analyzed in this study are 

publicly available

medRxiv

This work was first communicated 

as a preprint on medRxiv
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Methods
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Methods
Data collection

All data was downloaded from ClinicalTrials.gov (XML 

format for complete details)

All these trials (Inclusion Criteria):

- Are registered on clinicaltrials.gov

- Have at least one Canadian site

- Interventional clinical trials

- Start date after 2009

- Completion date before 2019

A total of 6,720 trials were identified. 
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Results
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Adherence to reporting best practice among clinical trials conducted in Canada (n=6,720)

September 26, 2024 19

59%

39%

56%

20%

0%

25%

50%

75%

100%

Prospective Registration Results Reported Findings Published All Three Practices



mcmaster.ca

Rate of adherence from 2009-2019 among clinical trials conducted in Canada (n=6,720)
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Adherence of clinical trials to reporting best practices based on lead 

sponsor and trial location 
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Adherence of clinical trials to reporting best practices based on total 

participants and phase of trial
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Potential Effect Modifiers

Only

of Canadian clinical trials 
satisfied the reporting best 
practices
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Among trials conducted in Canada, the odds of having adherence to all 

three best practices concurrently is:

90% lower in “Academia” than in “Industry” (OR = 0.1; 95CI: 0.09 – 0.12)

96% lower in Phase 1 trials than in Phase 3 trials (OR = 0.04; 95CI: 0.03 – 0.07)

91% lower in trials with <100 participants than in trials with >500 participants (OR = 0.09; 95CI: 0.08 – 0.11)

95% lower in Canadian trials than in international trials (OR = 0.05; 95CI: 0.04 – 0.06)
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Limitations
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Limitations
5 in total

1. Only analyzed one database

2. Only analyzed registered trials 

3. Only analyzed “completed” trials

4. Identification of publication status

5. Length of time for study completion
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Update
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New CIHR Policy 

Statement

“Nominated Principal Investigators 

receiving CIHR grant funds for clinical 

trial research […] must comply with the 

following practices to remain eligible for 

any new CIHR funding”

1. How will this be enforced?

2. What about other Principal 

Investigators not receiving CIHR 

grand funds?
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Conclusion
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Conclusion and Key Message
There is room for improvement

• There is substantial room for improvement

• The data presented provides a baseline against which to compare any future improvement
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Publication and Media Coverage
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Thank you!
Dr. Mohsen Zein Alayche

Email:

Mohsen.Alayche@medportal.ca

LinkedIn: 

@mohsen-alayche
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Appendix
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