
ISPE Good Practice Guide: Page 5
Comparator Management 

 Table of Contents
 1 Introduction ......................................................................................................................... 7
  1.1 Overview ...................................................................................................................................................... 7
  1.2 Scope ........................................................................................................................................................... 7
  1.3 Purpose ........................................................................................................................................................ 8
	 	 1.4	 Benefits ........................................................................................................................................................ 8
	 	 1.5	 Key	Concepts............................................................................................................................................... 9

 2 Comparator Drugs Sourcing Process ............................................................................ 13
  2.1 Introduction ................................................................................................................................................ 13
  2.2 Stakeholders in the Selection of a Comparator ......................................................................................... 13
	 	 2.3	 Identification	of	the	Supply	Strategy	to	be	Used ........................................................................................ 15
  2.4 The Planning Stage ................................................................................................................................... 23
  2.5 Establishing a Preferred Supplier Pool ...................................................................................................... 25
  2.6 Sourcing Options ....................................................................................................................................... 26

 3 Technical Considerations ................................................................................................ 31
  3.1 Common Blinding Techniques ................................................................................................................... 31
  3.2 Decision Tree for Blinding .......................................................................................................................... 38
  3.3 Classifying Methods of Blinding ................................................................................................................. 39
	 	 3.4	 Qualification	Strategy ................................................................................................................................. 40

 4 Release of Comparator .................................................................................................... 45
  4.1 Quality Control and Stability Testing .......................................................................................................... 45
  4.2 Regulatory Requirements for the Release of Comparators ....................................................................... 48

 5 Appendix 1 – Request for Information ............................................................................ 53

 6 Appendix 2 – Suggested Release and Stability Testing Based on Modification ........ 57
  6.1 Negligible Stability Risk.............................................................................................................................. 58
  6.2 Low Stability Risk ....................................................................................................................................... 58
  6.3 Moderate to High Stability Risk .................................................................................................................. 59

 7 Appendix 3 – Blinding and Dissolution Qualification Strategies ................................. 61
  7.1 Determination of Blinding Method .............................................................................................................. 62

 8 Appendix 4 – Sources for Dissolution Method and Reference Material Information ... 65

 9 Appendix 5 – List of Documents ..................................................................................... 67

 10 Appendix 6 – References ................................................................................................. 69

 11 Appendix 7 – Glossary ..................................................................................................... 73
  11.1 Acronyms ................................................................................................................................................... 74
	 	 11.2	 Definitions .................................................................................................................................................. 77

ISPE GPG: CompMgmt – TOC ©2012 ISPE. All rights reserved. www.ISPE.org




