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[( ‘I,l, INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL

REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE

Final Concept Paper
Q11: Development and Manufacture of Drug Substances
{chemical entities and botechnelogical biological entities)
dated 11 April 2005
Endorsed by the ICH Steering Committes on 15 April 2008

Type of Harmonization Action Proposad

A new miparizie Technical Guidence is propossd fuc -1—.|.i\e Phemmaceutoal mzedisnts (AP
barmonizmg the scientific and technical prpciples -4 on and justification of the
developmer: and mamfacraring process (CTD sections S J.L 5 14 of Dmz Substances
including both chemical entities and hinseckmological biological entides
This document will fake inte consideration and provide examples s appropriace for describing the
prnciples and comoepts which are inchided i ICH puideline: oo Phammaceutcal Devalopment
(QE). Quality Risk Maragemenr {0} and Pharmacautical Qualiry Systens (10). However, the
] vohes to, and extent of, development (e.g . maditonalempincal or sys En.u:lcer_'v:uad‘- will
Tz based on the rleneLO]:EEns rategy designed by each mamdactuzer

This zusdeline is mtended %o provide suidance for dmg substances as d=fined m the scope of the
ICH Guideline QSA ("MCE") and ICH Guideline Q8B (“Bintechnological biological ).

Statement of the Perceived Problem

Backeroumd and Summary

Several aspects of techescal gwidance specifically related to the quality of chemical endties and
bigwechnolopcalbiclogical dmg swbsiznces have been harmomsed through ICH guidelines.
Although it is zemer coapted that there i a song Hrkags between the mamifactunng process
for medicital products and their quality atwibutes, thers is limited puidamee reparding the
description and justifcation of development amd mmufacnming processes for dug
tha e and extert of information to be submyitted in regulatary dessiers. Curing
CI-] Dmug Substance Roumdiable mesting held in Washingion in Septendper, 2007, the e}.‘;\r{

’i_hﬂ[‘_tﬂr_ of the principles mcmﬂmu have been addressed in ICH -u:leLme;QE A,
u.l:d QL0 e also applicable to e development and memifactme of drug substacces The
importance of ar APL guidaling for both chemical and hiotechuological hiclogical products was
emphasized and the development of 2 formal concept paper and business plan was endossed by the
ICH 5C in Octobar 2007,

Therefore, it is recommended to develop a new tripartite high level Technical Guidance
harmenisimg the scientific and technical principles relevant to the desizn, development and
manufacture of drog substances as part of a total control strategy designed to ensure product
quality and consiztemey. Problem Statement

Comsistent with modem global memifacnring and screntific practices (described in the ICH Cualiny
Viston preseptsd and endorsed in Brussels and ecomomic considerxfions. the
development and establishment rofust mamfacnring process for drug substmces m deliver a
product of consistent qualiny accoum: 2 siguifican: propemicn of mamdfactorers’ rescrces and
efforts.
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