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Apply the ALCOA+ Principles for all Study Documentation!

Data should be accountable &
traceable

(e.g. study documentation should

include identifiers such as protocol
& subject number, initials of study
team member making the entry)

Attributable
Legible

Data should be readable and
understandable by others, not

just the person who recorded it

Documentation should be done

in a timely manner, when Documentation
information becomes available should be
(e.g. back-dating should not be correct
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Original Additional Principles
« Complete: No missing data

« Consistent: Recorded the same way
. every time (e.g. standardised formats,
Documentation should serve as units, abbreviations)

the source record where « Enduring: Data is durable & preserved

. e e . .. time
information is initiall r over
oimationlsinitialvicapiured  Available: Can be retrieved & reviewed

when needed
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https://ethics.gri.nhg.com.sg/pcr-sop-templates/

?NHG Health YOUR POCKET GUIDE - STUDY DOCUMENTATION 20 Questions on how to

conduct research?
DOCUMENTATION RULES

Chatwith our SARAH hot!
Loginto Pair

1. Documentation is completed by the person who conducted the activity

e.g. Consenter to record the informed consent process documentation

=, (https:/pair.gov.sg) &
L search for SARAH under
Browse Assistants

2.Personrecording should date & sign on the study documents

3.Document all study related procedures & events
e.g.Document consent process, eligibility assessment, procedures
completed, adverse events assessment, explain protocol deviations

4.Never use pencil, erasable pen & correction tape I M PO RTA N T

5.Ensure clear documentation

e Usedateformat: DD/MMM/YYYY “What is n0t

 Explainabbreviationsin full before using. Avoid unclear abbreviations.

o Strikethrougherrors, keep original entry readable, and add correction d d H
withinitialand date Ocumente |S

”
6. Avoid leaving any section of the study documents blank (e.g. data not dﬂ ne
collection forms or case report forms)

o |fdataisnotavailable,indicate ‘unknown/missing/test not done/ not
available’ orsimilarappropriate words

/.Review completed information to ensure it fulfils the ALCOA+ principles
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