
Monitoring of HRC funded clinical trials 
 

 
 

Need for independent data monitoring 

No Yes 

HRC DMC 
Alternate DMC 

Organisational meeting 

HRC DMCC reviews DMC membership 

expertise and charter to ensure that 

the monitoring plans and processes 

meet international best practice 

guidelines, consistent with the HRC 

DMCC’s operating procedures.  

Monitoring meeting 

Review the following documents before randomisation 

commences: clinical trial protocol, statistical analysis plan, 

templates for open and closed reports (see Example of 

DMC closed report, Frank Harrell open report and closed 

report, and Coding of adverse events), Charter template, 

and the current version of case report forms. 

 Generally 6-monthly meetings with at least one in-person 

meeting per year.  Formal review of interim data through the 

open and closed reports prepared by the trial statistician.  

Grant submission 

Review of monitoring plans by HRC DMCC 

Applicant to include summary 

of monitoring plans and 

budget justification in the 

grant application. 

http://www.spirit-statement.org/
http://www.biostat.wisc.edu/Clinical-Trials/sdacindex.htm
http://www.biostat.wisc.edu/Clinical-Trials/sdacindex.htm
http://biostat.mc.vanderbilt.edu/wiki/pub/Main/Rreport/Oreport.pdf
http://user2007.org/program/presentations/harrell-report.pdf
http://user2007.org/program/presentations/harrell-report.pdf
http://nz.bing.com/search?q=NCI+CTCAE+Version+4.03&FORM=R5FD
http://www.hrc.govt.nz/sites/default/files/THE%20DMC%20CHARTER%202013%282%29.docx


 


