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Data Management

:A process that begins with conception & design of a
research project, continues through data capture and
analysis to publication, data archiving & data sharing with

the broader scientific community.
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Case Report / Record Form
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Subject identification (ID)

® Confidential and sensitive issue

® No full name appearing in CRF

Logbook |!D




Example:
" Recruitment No: 10
Name: Anirut Pattaragarn

HN: XXXX78/44

= Subject identification: 010AP7844
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Data/CRF Design

Minimum Standards

® CRF design, development, approval and version control.

® CRF available at the site prior to enrollment of a subject.

® Tra 'ale 'F ta Nnarennn | R
1 1 CA | |H \Jl L\ 2l OUVI NI | 1 \1

procedures prior to enrollment of a subject.




Data/CRF Design

Best Practices
® Design CRF along with protocol to assure collection of only the

data the protocol specifies.

® Make questions and instructions clear and concise.
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¢ Example

¢ Screening

¢ Baseline assessment

¢ Follow up visit

¢ Concomitant medication
¢ Adverse event

¢ End of study




Inclusion checklist

. Is the subject non-lactating female ?

. Is the subject 18-40 years of age ?

. Is the subject pregnant ?

. Is the subject able to return to clinic

monthly for 4 months ?




End of trial

Adverse event

Concomitant medication

Follow up visit
Baseline assessment

Screening




Screening Form

Medical history

Informed consent

Exclusion checklist

Inclusion checklist
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