Trial design web resources

1.

NCI Cancer Therapy Evaluation Program. Guidelines and Tools for
Protocol Development: http://ctep.cancer.gov/

. MRC Biostatistics Technical Reports, Presentation, Software Tools:

http://www.mrc-bsu.cam.ac.uk

. Clinical Trial Design Resources from UPCI. Applets for Phase I and

Phase II designs:
http://www.biostats.upci.pitt.edu/biostats/Clinical StudyDesign/
Two-stage design for Phase II Clinical Trials:
http://linus.nci.nih.gov/brb/samplesize/otsd.html

Oncology Trials Chapters and Books

1.

RM Simon. Design and analysis of clinical trials. Ch 28 in De Vita,
Hellman and Rosenberg’s Cancer: Principles and Practice of Oncology,
8th ed. 2008.

Clinical Trials in Oncology — 2nd Edition Author(s): Stephanie Green,
Jacqueline Benedetti, John Crowley. 2003, Chapman & Hall

. Phase I Cancer Clinical Trials: A Practical Guide Author(s): Elizabeth A.

Eisenhauer, Chris Twelves, Marc Buyse. 2006, OUP

Extra mural funding for Indian researchers
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ICMR http://www.icmr.nic.in/index.html

DBT http://dbtindia.nic.in/index.asp

DST http://www.dst.gov.in/

CSIR http://www.csir.res.in/home.asp

UGC http://www.ugc.ac.in/

BRNS http://barc.gov.in/brns/brns_research.html

IARC http://www.iarc.fr/en/about/igo.php

IAEA
http://www.iaea.org/NuclearPower/Engineering/CRP/FAC/index.html
LTMT http://www.ladytatatrust.org/StaticPageIndia/Awards/0

10.ACS http://www.cancer.org/
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Other open resources

1. Journal of Clinical Research Best Practices:

https://www.magiworld.org/Journal

2. Online GCP Training: https://www.whitehalltraining.com/all-good-

clinical-practice-gep-training-courses-online

3. Online ICH-GCP Training: https://gcp.nidatraining.org/

4. ICMR national ethical guidelines for Biomedical and Health research on
involving human participants:_
https://main.icmr.nic.in/sites/default/files/guidelines/ICMR _Ethical Guid
elines 2017.pdf

. US FDA Code of federal regulation (CFR): 21 CFR
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Sample size

1. Sample Size and endpoints lecture (80 min):
https://youtu.be/Wjap3DykDTY
2. Online Sample Size Calculator: https://stattools.crab.org/
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