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Unit Description in Detail Weightage (%)
I Introduction to clinical trials, the need, ethics, protocol dinical trials,
Overview of phase 1 — IV and DF, SE, CTE trialgadaanagement and case 2504
studies. Bias and random error in clinical studi&sdpoints of clinical trials
and sample size estimation in SE and CTE trials.
Il Design of clinical trials parallel vs. cross over designs, cross sectione
longitudinal designs, review of factorial desigandomization techniques 25%
for group allocation.
I Analysis of outcomes from Phas«- Il trials, analysi: of survival data fron
- . . , » . 25%
clinical trials, techniques for Interim analysistant to treat analysis.
IV | Application areas Meta analysis, Mul-center trials, Bioequivalence trie 25%
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David Machin, Simon Day. Text Book Of Clinical &ls.

Ton Cleophs, Aeilko Zwinderman. Statistics Applieal Clinical Trials.

Stephen Senn. Cross — Over Trials In Clinical Resea

Annpey Pong & Shein- Chung Chow. Hand Book Of AdeptDesigns In Pharmaceutical And
Clinical Development.

Effron and Marubini. Analyzing data from CT and Gitgdies.

Karl E. Peace. Design And Analysis Of Clinical TsiaVith Time-To-Event Endpoints.

Geert Molenberghs & Michael G. Ken ward. Missing®Hm Clinical Studies.

Annpey Pong, Shein - Chung Chow. Handbook Of Adeptesigns In Pharmaceutical And
Clinical Development.

Shein - Chung Chow, Mark Chang. Adaptive Designhidds In Clinical Trials.

Umakanta Sahoo, Dipti Sawant. Clinical Trial Momitg A Professional Hand Book.

Diane Fair clough. Design And Analysis of QualifyLde Studies In Clinical Trials.
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