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Biostatistics and clinical epidemiology are critical to 
ensure the success of clinical and health research studies. 
Biostatistical as well as epidemiological skills are required 
throughout all stages of the design, conduct and analysis 
of a research study. An essential component of Biostatistics 
is the sound application of appropriate statistical 
methods. This is complemented by knowledge and skills 
in the design of both clinical trials (see Figure 1) and 
observational research studies (see Figure 1), as well as 
an ability to appropriately report and interpret data from 
clinical and health research studies. The Biostatistics and 
Clinical Epidemiology Node offers this expertise to health 
researchers affiliated with the University of Melbourne. 

Figure 1: Biostatistics services provided at each stage of a clinical trial 
or health research study

WH AT D O E S TH IS NO DE  O F F E R?

Our MISCH biostatisticians/epidemiologists provide expertise 
in the following: 

Design stage - Development of the research question(s), 
selection of appropriate study design, sample size 
calculations, writing of grant application, study protocol 
development, ethics applications, statistical analysis plan 
creation. 

Execution stage – Review data collection forms and database 
design, generate randomisation lists, quality control of data 
collection procedures (including ethical handling of data), 
contribution to data safety monitoring committee reports. 

Completion stage – Support data cleaning and reproducible 
data processing, conduct statistical analysis (especially where 
requiring skills to perform complex analyses), preparation 
of written summaries (including graphical and tabular 
displays) of statistical analyses for publication in health-
related journals or professional reports, including sound 
interpretation of statistical findings. 

Translational stage - Interpretation and effective 
communication of research findings, leading to the 
development of policies and guidelines. 

Stage of clinical and health 
research studies Biostatistics 

Research planning / study design

Start of trial / data collection*

Data analysis

Reporting of clinical trial*

Co-design study with PI, including 
sample size calculations

Statistical review / input into protocol
Plan randomisation

Gernerate budget for statistical input
Develop plan for interim analysis 

and the Data and Safety Monitoring 
Committee (DSMC)

Generate the random list
Review / provide input into case 

record forms
Write a detailed statistical  

analysis plan
Develop a plan for data cleaning and 

data monitoring data
Prepare terms of reference for the DSMC

Assist with data checking and 
cleaning 

Conduct interim and find analysis
Membership of DSMC

Interpretation and communication 
of findings

Co-author publications 

*clinical trial specific

https://clinicalresearch.mdhs.unimelb.edu.au/our-people#biostats-clinical-epi


F REQUENTLY ASKED QUE STIO N S
WHAT CAN I  EXP ECT  FROM  M Y 
BIOSTATIST ICS  CON S ULTAT ION? 
During your initial consultation, a member of our Biostatistics 
and Clinical Epidemiology node will work with you to identify 
the statistical support required for the aims of your study. 
This may involve the development or refinement of the 
research question(s). We ask about the intended biostatistical 
support required for your research study, your timelines 
and, importantly, your budget for biostatistics. We will then 
complete a collaboration agreement outlining how our node 
will be involved in the study, including co-authorship on 
research articles if appropriate, which we will ask you to sign.   

CAN I  JUST B E T RA INED TO DO 
THE ANALYS IS  M YS ELF? 
We do offer training in introductory statistical methods and 
also recommend biostatistics courses delivered by other 
groups (see our website training page).  

These courses provide training in performing basic statistical 
analyses using statistical packages (e.g., Stata, R) and 
examples of how findings can be interpreted and presented. 
However, importantly, the analysis for clinical trials 
should be performed by an independent biostatistician. In 
addition, many observational studies involve sophisticated 
statistical methods and therefore require the expertise of a 
biostatistician.     

WH Y D O  WE  NAME  O NE  O F 
TH E  MISC H  ME MBE RS AS AN 
INVE STIGATO R O N GRANT 
APPL IC ATIO NS? 
Grant assessors for NHMRC, MRFF and other funding schemes 
evaluate whether the team of investigators have the requisite 
qualifications to deliver the project. For clinical trials, cohorts 
and other quantitative research studies, they will expect to 
see a biostatistician included in the investigator team. As an 
investigator, the biostatistician will critically review the grant 
application, including formulation of the research question 
and selection of study design, and draft the sections on 
sample size, randomisation (for a trial) and statistical analysis.  

WH Y D O  I  NE E D  TO  INC LUD E 
A  BUD GE T IN MY GRANT 
APPL IC ATIO N FO R BIO STATISTICS 
SUPPO RT?  
As biostatisticians provide statistical support to all stages 
of a research study (for example see Figure 1), budgeting 
this within your grant proposal is necessary. We can advise 
regarding the best package for your project in our initial 
consultation. 

https://clinicalresearch.mdhs.unimelb.edu.au/#training-resources


CONTACT US
 clinicalresearch.mdhs.unimelb.edu.au

 misch-info@unimelb.edu.au
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