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PURPOSE
This standard operating procedure (SOP) describes the procedures for the establishment of an independent data monitoring committee (IDMC) and the role of a medical monitor.
In accordance with Good Clinical Practice (GCP), the sponsor may consider establishing an IDMC to assess the progress of a clinical trial including safety data and the critical efficacy endpoints at intervals, and to recommend to the sponsor whether to continue, modify or stop a trial.  There may also be circumstances under which the sponsor requires medical expertise during the conduct of the trial and in accordance with GCP, the sponsor may designate appropriately qualified medical personnel to advise on trial related questions or problems.  
SCOPE
This SOP applies to all persons involved in conducting clinical trials. 
REFERENCES
[bookmark: _Hlk19534706][bookmark: _Hlk19535069]INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016

DEFINITIONS
Independent Data Monitoring Committee (IDMC): An independent committee of clinicians and statisticians whose task is to review the status of a clinical trial and make recommendations to the clinical research group concerning the trial’s continuation, modification and/or publication.
Investigator: A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the Investigator with overall responsibility for the conduct of a study at one or more sites.
· Medical Monitor:  A duly qualified physician by reason of qualifications and experience, who provides medical input into and adequate evaluation of serious adverse events.  This may include the preparation, review and/or completion of SAE reports and/ or event narratives for distribution to the sponsor or investigator as well as all other applicable regulatory or health authorities.
Sponsor: An individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial.
Sponsor-Investigator: An individual who both initiates and conducts, alone or with others, a clinical trial and under whose immediate direction the investigational product (IP) is administered to, dispensed, to or used by a Subject.  The term does not include any person other than an individual (e.g. it does not include a corporation or agency).  The obligations of a sponsor-investigator include both those of a sponsor and of an investigator


Appendices
None.
procedure
Establishment of an IDMC
The sponsor may determine that a clinical trial should be monitored by an IDMC.
When an IDMC is required the sponsor will establish the committee based on the following:
Membership of the IDMC should include not less than three members, and be an odd number to facilitate any voting.  
The IDMC may be comprised of clinicians, scientists, epidemiologists, ethicists, and statisticians.  
IDMC members must be free of conflicts of interest with those conducting, sponsoring or managing the trial.
The sponsor will inform the IDMC chair of the general timelines of the trial and all updates to the timelines.  
IDMC meeting logistics should be specified in writing and a copy filed in the trial master file (refer SOP: Essential Documents and Trial Master File).  Logistics include meeting frequency, how the agenda will be generated and distributed to IDMC, determining an acceptable format for meetings (e.g., in person, teleconference, or combination), how follow-up with committee members will be handled, and the file structure for all IDMC documentation.
The IDMC will generally review safety data, including adverse event data, and make recommendations concerning ongoing study conduct.  As such, the committee may be unblinded.
The IDMC Chair will ensure that minutes of all meetings are kept and are forwarded to the sponsor for filing in the appropriate section of the trial master file (refer SOP: Essential Documents and Trial Master File).  
 Medical Monitor
Upon approval from the sponsor, a medical monitor may be appointed.  The role of the medical monitor is to provide input into medical decisions, and advice in relation to medical safety issues.
When required, the sponsor will request that the medical monitor provide a written medical opinion regarding serious adverse events arising from a study (Refer SOP: Adverse Event Reporting).  The opinion will be forwarded to the PI who will in turn submit to the appropriate investigators and Human Research Ethics Committees (HRECs).
If, in the view of the medical monitor, there is a significant risk to human life or safety associated with the continuation of the clinical trial, the medical monitor may recommend to the sponsor that the study be terminated or paused.  The sponsor will consider the medical monitor’s recommendation in collaboration with the IDMC (if appointed), HREC, and institution and applicable investigators.  Any decision shall be communicated to all relevant parties.
Filing
Copies of all documentation will be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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