
Writing the Methods section

Completed studies



WHEN WRITING SET YOUR BAR 
MINIMALLY AT: CAN MY DESCRIPTION 
ENABLE REPLICATION?



Resources

• EQUATOR Network
– http://www.equator-network.org/
– CONSORT
– STROBE
– SPIRIT
– TIDieR

• COBWEB



CONSORT Statement 2010 

Schulz KF, et al. BMJ 2010;340:c332;  Moher D, et al. BMJ 2010;340:c869.  www.consort-statement.org



• Item 3a, Trial design
– Description of trial design (e.g., parallel, factorial) 

including allocation ratio
• “This was a multicenter, stratified (6 to 11 years and 12 

to 17 years of age), with imbalanced randomization 
[2:1], double-blind, placebo-controlled, parallel-group 
study conducted in the United States (41 sites)”



• Item 6b, Outcomes
– Any changes to trial outcomes after the trial 

commenced with reasons
• “The original primary endpoint was all-cause 

mortality, but, during a masked analysis, the data 
and safety monitoring board noted that overall 
mortality was lower than had been predicted and 
that the study could not be completed with the 
sample size and power originally planned. The 
steering committee therefore decided to adopt co-
primary endpoints of all-cause mortality (the 
original primary endpoint), together with all-cause 
mortality or cardiovascular hospital admissions 
(the first prespecified secondary endpoint)”



STRO
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ent  



STROBE – Item 8*, 
Date sources/measurement

• “For each variable of interest, give sources 
of data and details of methods of 
assessment (measurement). Describe 
comparability of assessment methods if 
there is more than one group”

*Give such information separately for cases and controls in case– control studies, 
and, if applicable, for exposed and unexposed groups in cohort and cross-
sectional studies



What do you want/need 
in a methods section

• PICOST
• Participants
• Intervention[s]
• Comparator
• Outcome
• Study design
• Timing



• WHY
• Describe any rationale, theory, or goal of the elements essential to the intervention.
• WHAT
• Materials: Describe any physical or informational materials used in the intervention, including those 

provided to participants or used in intervention delivery or in training of intervention providers. 
Provide information on where the materials can be accessed (e.g. online appendix, URL).

• Procedures: Describe each of the procedures, activities, and/or processes used in the intervention, 
including any enabling or support activities.

• WHO PROVIDED
• For each category of intervention provider (e.g. psychologist, nursing assistant), describe their 

expertise, background and any specific training given.
• HOW
• Describe the modes of delivery (e.g. face-to-face or by some other mechanism, such as internet or 

telephone) of the intervention and whether it was provided individually or in a group.
• WHERE
• Describe the type(s) of location(s) where the intervention occurred, including any necessary 

infrastructure or relevant features.
• WHEN and HOW MUCH
• Describe the number of times the intervention was delivered and over what period of time 

including the number of sessions, their schedule, and their duration, intensity or dose.
• TAILORING
• If the intervention was planned to be personalised, titrated or adapted, then describe what, why, 

when, and how.
• MODIFICATIONS
• If the intervention was modified during the course of the study, describe the changes (what, why, 

when, and how).
• HOW WELL
• Planned: If intervention adherence or fidelity was assessed, describe how and by whom, and if any 

strategies were used to maintain or improve fidelity, describe them.
• Actual: If intervention adherence or fidelity was assessed, describe the extent to which the 

intervention was delivered as planned.
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What do you want/need 
in a methods section

• PICOST
• Participant
• Intervention
• Comparator
• Outcome
• Study design
• Timing



Williamson PR, et al. Trials, 2012, 13:132
http://www.comet-initiative.org/



• Patient engagement 
• Patient participation 
• Patient reported outcomes 



What do you want/need 
in a methods section

• PICOS[T]
• Participant
• Intervention
• Comparator
• Outcome
• Study design
• Timing



Randomization

• How did you generate the:
– randomization sequence
– Concealment of sequence
– Implementation of the process

• Stratification
• Review CONSORT checklist



Observational studies

• Many components will be similar to that of 
randomized trials

• Participants
• Sample size
• Outcomes
• Review STROBE checklist



Data analysis

• Collaborate with your statistician in the write-
up 

• How did you analyze the primary outcome[s]
• And the secondary outcomes[s]
• Statistical test[s]
• Sensitivity and/or subgroup analysis
• Adjusted and/or unadjusted analysis



Open access

• Describe the preparation of raw data
• Analytical code
• Anything else to facilitate data sharing and 

replication
• Location of data and code 



Low technology solutions to writing research

Barnes C,. Et al. BMC Med. 2015 Sep 15;13:221 

http://cochrane.fr/cobw
eb/

http://cochrane.fr/cobweb/


• Do not try and backfill the methods section to 
‘match’ the results or ‘appearance’

• Few studies are completed precisely as 
planned
– Be honest with ‘what you did’ [methods]
– Do not succumb to ‘the publish at any cost’



Proposals

• EQUATOR Network
– SPIRIT
– PRISMA-P



SPIRIT checklist

http://w
w

w
.spirit-statem

ent.org/



[item number] SPIRIT [item number] CONSORT

[2a] Trial identifier and registry name. If not 
yet registered, name of intended registry

[23] Registration number and name of trial 
registry

[9] Description of study settings (eg, 
community clinic, academic hospital) and 
list of countries where data will be 
collected. Reference to where list of study 
sites can be obtained

[4b]. Settings and locations where the data 
were collected

[11a]. Interventions for each group with 
sufficient detail to allow replication, 
including how and when they will be 
administered

[5]. The interventions for each group with 
sufficient details to allow replication, 
including how and when they were actually 
administered

[16a] Method of generating the allocation 
sequence (eg, computer-generated random 
numbers), and list of any factors for 
stratification. To reduce predictability of a 
random sequence, details of any planned 
restriction (eg, blocking) should be provided 
in a separate document that is unavailable 
to those who enrol participants or assign 
interventions

[8a]. Method used to generate the random 
allocation sequence
[8b]. Type of randomisation; details of any 
restriction (such as blocking and block size)
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