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Four districts / province

One CRA / district

Three to seven screening sites / district

Two staff / screening site

Three CRFs and ten source documents / screening volunteer
26,676 cases were screened

Total: 8 districts, 47 screening sites, 10 CRASs, 141 screening staff,
79,700 CRFs and over 266,760 source documents
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Most frequent
errors

Transcribing error
Missing data

History of breast feeding and
pregnancy

Able to read but had difficulty
In writing, signing names,
and date of signature

Calculation of the TOU score
Calculation of age




Conclusion

Internal monitoring as an adjunct to formal
monitoring by the trial sponsor is useful in the
setting of large, community-based trials.

Monitoring SOPs and clear Terms of Reference.

User-friendly design for all documents to be used
by staff.

Regular meetings for sharing critical observations
and providing continuous training for both
screening staff and clinical trial monitors.
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