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Data collection and verification (F—#% % &BES)

All data collected for the study should be recorded |
directly, accurately, promptly, and legibly. The |
individual(s) responsible for the integrity of the data, |
computerized and hard copy, shall be identified. [

All procedure used to verify and promote the guality |
and integrity of the data shall be outlined in writing. An |
historical file of these procedures shall be maintained,
including all revisions and dates of such revisions. Any
changes in data entries shall be documented.

Analysis (B24f)

All data management and statistical analysis
programs and packages used in the analysis should
be documented. Reasonable effort should be made to
validate interim steps in the analysis. ‘

@ KEGEP /i1 RS54 TH [F—FNELBEE] KU
[B#4F] DIE(International Society for Pharmacoepi-
demiology : Pharmacoepidemiology and Drug Safety
1996 :5:333-338." LWk THRIIESE)
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