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printed on demand. Paperback. 20 pages. Original publisher:
Rockville, MD : Center for Drug Evaluation and Research : Center
for Biologics Evaluation and Research, 1995. OCLC Number:
(OCoLC)37859520 Subject: Drugs -- Testing -- Government policy
-- United States. Excerpt: . . . differences found, that should be
stated in the integrated summary update. . In addition, any new
finding discovered during the preparation of the final, fully
quality-assured individual study reports that could affect subject
safety must be reported to FDA under 21 CFR 312. 32. Usually, 10
to 15 pages of text with additional tables ( as needed ) should
suffice for the integrated summary. It should represent the
sponsors perspective on the completed animal studies at the
time the sponsor decided human trials were appropriate. Use of
visual data displays ( e. g. , box plots, stem and leaf displays,
histograms or distributions of lab results over time ) will
facilitate description of the findings of these trials. The summary
document should be accurate contemporaneously with the IND
submission ( i. e. , it should be updated so that if new
information or findings from the completed animal studies
have...
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