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About me 

I work as a biostatistician and project officer 
at the Murdoch Children’s Research Institute in 
Melbourne, Australia. 

I work predominately in clinical trials. 

Producing lots of Data Safety Monitoring 
Committee (DSMC) reports… 
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What is a Data Safety Monitoring Committee/ Board 
(DSMC/DSMB) report?

A DSMC is a multidisciplinary group established by a trial sponsor to review, at regular intervals, 
accumulating trial data, in order to monitor the progress of a clinical trial.

 Their role is to provide advice on safety and/or trial conduct issues by making recommendations 
to the sponsor or investigator, on whether to continue, modify or stop a trial for safety or ethical 
reasons (1).

Frequency of DSMC review depends on the needs of the trial but can commonly be one or twice a 
year for the life of the trial ( generally several years).

41. National Health and Medical Research Council (2018), Data Safety Monitoring Boards (DSMBs)



What is a Data Safety Monitoring Committee (DSMC) 
report?

DSMC OPEN report 

A trial statistician (part of the trial team) prepares a blinded (open) report for review by this committee. 

Below is the commonly presented reported. This information would be provided across the whole study sample, not separated by 
treatment arm.

 • Protocol modifications made by investigators (e.g., to inclusion criteria, trial endpoints, or sample size) 

• Assessment of data quality, including completeness  

• Screening and recruitment numbers and whether timelines are likely to be met, often by recruiting site

• Summary of loss to follow-up and adherence to study intervention 

• Summary of demographics and baseline characteristics 

• Summary of compliance with the protocol by investigators and clinical team 

• Summary of relevant safety data

52. Australian Clinical Trial Alliance. Statistics in Trials Interest Group . The processes involved in a Data and Safety Monitoring Board/Committee with special reference to 

the role of the various statisticians 



What is a Data Safety Monitoring Committee (DSMC) 
report?

DSMC CLOSED report 

A reporting statistician (independent from the trial team) prepares a unblinded (closed) report.

This report will be separated by treatment arm.

• Same information as open report but separated by treatment arm. 

• Can also include an interim efficacy analyses

62. Australian Clinical Trial Alliance. Statistics in Trials Interest Group . The processes involved in a Data and Safety Monitoring Board/Committee with special reference to 

the role of the various statisticians 



Statisticians involved in a DSMC 
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• Involved in management and oversight of trial

• Responsible for statistical aspects of the trial

•  

• Involved in writing protocol 

• Conducts statistical analysis 

• Can develop open DSMC report but can’t 

prepare/ have access to closed report to stay 

blinded 

• Independent statistician who providing 

statistical expertise to the committee. 

• Doesn’t produce reports   

• Prepares closed reports

•  Can also contribute to open report 

• Has access to unblinded data

• Couldn’t be involved in oversight of trial 

• Closed report

 

3. Australian Clinical Trial Alliance. . Statistical requirements for a Data Safety Monitoring Board (DSMB)



An example of how Stata putdocx can streamline the 
DSMC reports
Using Stata dataset cancer.dta 

Patient survival in drug trial

Adding some other demographic and safety 
outcomes for the purposes of this presentation

Hypothetical trial cancer trial – ‘TEST’ trial

Primary outcome of complete response (Y/N)

Secondary outcome of IgG level (mg/dL) 

Safety outcomes of death and adverse events 
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Usual approach vs streamlined putdocx approach
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Usual approach (1st report)

• Create tables and graphs in a Stata do-file

• Manually create a word document based on a 
template

• Fill in report details in word

• Paste in tables and graphs and format document

putdocx approach (1st report)

• Create tables and graphs in a Stata do-file

• Create a word document in a Stata do-file

• Add report details into do-file (using macros for 
totals etc)

• Insert and format tables and graphs, and format 
document in do-file

Takes approximately the 

same amount of time ~10-20 

hours dependent on trial



Usual approach vs streamlined putdocx approach
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Usual approach (subsequent reports)

• Create tables and graphs, reusing code from last 
Stata do-file 

• Manually create a word document based on last 
report

• Update report details in word

• Paste in tables and graphs and format document

putdocx approach ( subsequent reports)

• Create tables and graphs, reusing code from 
last Stata do-file

• Create a word document re-using code from last 
Stata do-file

• Update report details into do-file as needed

Subsequent reports is where the real 

benefit is seen. Time is saved by 

removing the copy/paste/ format step. 

Can typically save between ~5-15 hours



Step 0: Create do-files and outputs 

You should be doing this for best practice 
regardless of putdocx use 

I will only touch on briefly here, 

- Set up of files to keep do-files, data, 
outputs, and reports in a structured way ( 
separate folder for each meeting timepoint)

- Utilise a master do-file to manage paths and 
do-file execution 

- Ensures you can reproduce and easily 
update any data cleaning and tables etc 
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Step 1: Specify data and macros 

- The dataset used for each report will 
different (data updated from timepoint 1 
to 2) 

- Able to use the dataset to get counts and 
dates to reference throughout without 
having to manually update 
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Step 2 : Creating a word document 
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Step 2 : Creating a word document 
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Step 2 : Creating a word 
document 
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Step 3: Adding a title page 
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Step 3: Adding a title page 
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Step 3: Adding a title page 
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Step 4: Adding report content 

Example of adding a table and graph 

20



Step 4: Adding report content 

Example of adding a table and graph 
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Other benefits of using putdocx commands to create DSMC 
reports

- Any edits to formatting requested is easily updated. Rather than needing to remember and 
manually update at the next meeting

- Able to autopopulate numbers and dates into report

- Reproducibility – able to easily share code with other statisticians etc

E.g. Able to draft code for a unblinded reporting statistician using a dummy randomisation 
variable. Saving them time in preparing a closed report

-  DSMCs tend to follow a template and have a very similar content. Once used for one trial, a 
lot of the general code can help shorten the time it takes to use putdocx commands for 
other trials.
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CLOSED do-file – tables with dummy arm 
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Do-file example code available on GitHub
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