Clinical Drug Trial Checklist: Sir Charles Gairdner Hospital
Aug 2010.

Clinical Drug Trial Checklist.

1
Study Title

2
Study personnel 

· Names, addresses, Email addresses and telephone numbers of all study personnel. Include after-hours numbers for personnel who are responsible for patient care

3
Rationale

· Nature of drug explained

· Reason for study explained

· Hypotheses clearly enunciated

<Clinical Drug Trial Template discusses this area>
4
Objectives

· Primary outcome measures identified

· Secondary outcome measures identified

<Clinical Drug Trial Template provides some guidance on writing this section>
5
Study Plan & Schedule of Assessments

5.1
Methods of collecting data

· Primary Outcome data collection described & validated

· Secondary Outcome data collection described & validated

<Clinical Drug Trial Template discusses this area>

5.2
Study Plan


· Flow diagram, or text equivalent, indicating the phases of the trial (eg, initial assessment, run-in, pre-randomisation assessment, randomisation, treatment phase [including times of assessments], end-of-treatment assessment, washout, cross-over, alternative treatment,etc, post-treatment assessments, study exit).

<Clinical Drug Trial Template provides an example>
5.3
Schedule of Assessments

· Set out as a table, or text equivalent

<Clinical Drug Trial Template provides an example>
6
Inclusion Criteria

· Clearly describe study population 

· Appropriate criteria for admitting special risk populations (women of reproductive age, patients with disease states or organ impairment)

<Clinical Drug Trial Template includes a list of commonly-cited inclusion criteria>

7
Exclusion Criteria

· These can be conditions that increase the risk to the patient identified

· Conditions that interfere with the patients ability to give informed consent identified

· Conditions that interfere with a patient's ability to comply identified

<Clinical Drug Trial Template includes a list of commonly-cited exclusion criteria>

8
Prohibited Drugs and Interventions.

· Appropriate listing of drugs or procedures that will compromise trial or patient safety (alternatively, may be listed under exclusions)

9 Study design and analysis

<Clinical Drug Trial Template provides further information on study design and analysis>
· Is trial identified as a pilot study?.

· Best-achievable design adopted

· Controls: Placebo, active comparator or historical controls?

· Observer bias: double blind, single blind or open-label?

9.1
Randomisation

· Randomisation procedure 

· Stratification, if appropriate

9.2
Power calculations

· Calculation method appropriate to proposed analysis 

· Estimates for study populations provided 

9.3
Data to be analysed

· Analytic procedure appropriate for primary outcome measure

· Appropriate procedures for analysing sequential observations, composite scores and other forms of data

9.4
Analysis populations

· "Intention to treat population", "Per-protocol" population, populations for adverse event analysis or other groups adequately identified 

9.5
Withdrawals (protocol violations, broken blinding, withdrawal in the patient's interest, etc)

· Appropriate handling of withdrawals in the statistical analysis

9.6
Statistical Analysis

· Appropriate statistical methods applied to the primary and secondary outcome measures, to evaluate the trial hypotheses. i.e.Analytic procedures appropriate for data form and distribution, covariates, etc. 

9.7
Interim analyses

· Interim analyses required? 

· Method of interim analysis provided, if different from methods used for overall analysis

· Timing of interim analyses provided

· Data analyst or Safety Data Group identified

· Stopping criteria stated 

10
Safety: Reporting of Adverse Events 

<check that procedures are in compliance with directions available from the Sir Charles Gairdner Hospital (SCGH) research website>

11
Pharmacy issues: drug storage, dispensing and labelling

· Relevant information on formulations and labeling. 

· Arrangements made with pharmacy to hold and dispense study medications

12
Administrative issues

· Responsibilities that are assigned to individuals or groups, and which are not apparent from the personnel list.

13
Compliance With Good Clinical Practice, Ethical Considerations & Informed Consent

<The SCGH research website has downloadable documents and links to information on Good Clinical Practice and NHMRC National Statement on Ethical Conduct in Human Research. This section of the protocol should be written to reflect this information>

14
Patient Information and Consent documents: 

This is to be completed according to Human Research Ethics Committee (HREC) guidelines. See HREC documents available through SCGH research website

15
Record retention

<Clinical Drug Trial Template includes a standardised section describing record retention and authorised recipients of data>
15 years in a locked facility

List of authorised recipients of data

16
Withdrawal criteria

<Clinical Drug Trial Template includes a standardised section listing withdrawal procedures>
Appropriate criteria for withdrawing a participant from the study 

17
Emergency procedures

Description, if appropriate

18
Liability & Indemnity.

<Clinical Drug Trial Template provides some guidance on this>
· Description, if appropriate

19
Study monitoring and auditing

· Description of procedures for monitoring and auditing

20
Documentation of study findings

· Agreement regarding publication and dissemination

21
Study dates

· Anticipated starting date, date that recruitment closes and date that the study finishes provided>

22
References

<Include references that have been cited in the protocol>

23
Investigator's Brochure

<All trials on unregistered drugs must be accompanied by an Investigator's Brochure. Clinical Drug Trial Template provides further guidance on this>
· Investigator's brochure required and provided

· Investigator's brochure provides evidence that the study aims are reasonable

· In the case of Phase III trials, the Investigator's Brochure includes data from Phase I and Phase II trials that predict acceptable safety in the proposed trial

· In the case of Phase II trials, the Investigator's Brochure includes data from Phase I trials and pre-clinical studies that predict acceptable safety in the proposed trial

· In the case of Phase I trials, the Investigator's Brochure includes data from any earlier Phase I experience and pre-clinical studies that predict acceptable safety in the proposed trial

The Investigator must also be able to provide the CDTC with adequate evidence for the agent's safety in the proposed trial. The CDTC will decline to evaluate trials where the safety of the drug is not sufficiently understood for the proposed stage of trialing.

24
estigator Protocol Agreement

<Clinical Drug Trial Template provides a form that may be adapted for the purpose>
· Agreement document should be included with the protocol for a sponsored trial.
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