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I. Introduction

Analysis and control of variation play an important role in pharmaceutical manufacturing.  Since each product has some degree of 

variation, the variation must be controlled to ensure quality, safety, and efficacy.  Statistical tools to analyze and control variation 

can be used from drug development to routine manufacturing.   The guidance documents listed in this chapter outline the general 

requirements for variation analysis and control through the use of statistics. These documents cover the following topics: state of 

control, process capability, sampling, sampling size and sampling plans, variability, and general requirements for applying statistics 

to analyze data.

This content is only available to IVT members.
Get help maintaining your knowledge in GMP - Variation & Statistics. Read More!

If you are already a member and you do not have access to this article, upgrade your membership.
Need help? Read our FAQs.

Tags:
GMP - Variation & Statistics, Regulatory & Industry Guidance

Eugenie Webster (Khlebnikova)
Eugenie Webster (Khlebnikova) is a Senior Process Engineer at McNeil Consumer Healthcare, division of 
Johnson and Johnson, located in Guelph, Ontario, and has over 16 years of validation experience in the 
pharmaceutical...
View Author Bio

Source URL: http://www.ivtnetwork.com/article/statisticsvariation

http://www.ivtnetwork.com
http://www.ivtnetwork.com/author/eugenie-webster-khlebnikova
http://www.ivtnetwork.com/author/eugenie-webster-khlebnikova
http://www.ivtnetwork.com/user/signup/1
http://www.ivtnetwork.com/user/login?destination=/user/me/dashboard
http://www.ivtnetwork.com/faq
http://www.ivtnetwork.com/search/ivt_network_search/category:gmp-variation-statistics
http://www.ivtnetwork.com/search/ivt_network_search/category:regulatory-industry-guidance
http://www.ivtnetwork.com/author/eugenie-webster-khlebnikova
http://www.ivtnetwork.com/author/eugenie-webster-khlebnikova
http://www.ivtnetwork.com/author/eugenie-webster-khlebnikova
http://www.ivtnetwork.com/article/statisticsvariation

