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Final Concept Paper
Q11: Development and Manufacture of Drog Substances
(chemical enfifies and biotechnological biolozical enfifies)
dated 11 April 2008
Endorsed by the JCH Steeving Committee on 11 April 2008

Type of Harmonization Action Froposed

otive Pharmmaceutical gredients (APTs
ro the descripton and fustification of the
pment and mamrfachring process (C ections 5 21 — 5 1) of Doz Substances
including both: chemical sntisies and biosschmological biological extides
This dooument will take imo consideration and provids exammples as aporopriace for describing the
prnciples and concepts which are inchided in ICH puidelines oo Phamacentical Development
(%), Quality Risk Management (08} and Pharmacenical Quality Systems (Q10). How ki
approaches to, and extent of dene.o]::n—'-_'l[ 3 :r’dl:lu:alem]:u'ha_ T Syt m:lcer_n’:l;a:l‘- will
b based on the :le"eln]:st rategy desizned by each mamfacturer.

This zuzdaline is msended o provide suidmnce for drg substances as defned m the scope of the
ICH Curideline QSA (“NCE™) and ICH Goideline Q85 (“Biotechnalogical bialogical ).

4 new mipartite Techmical Guidance 5 proposed for
isimg the scienfific and techmical princ;

Statement of the Perceived Problem
Backeround and Surmmary

Several aspects of techrical guidance specifically relared to the quality of chemical entitizs and
bintectmploptcalbiolozical dmap substamces have been harmomesed thwough ICH Zaidelimes.
Altbough it 15 generally accepted that there is a strong Hokage beveen the mamifaciring
for medicinal products and their quality meibwes, there is bmited peidamce
description and justification of development and mamifacnring prro.a; es for dm
.'1! '\.'|:q and extent of infarmation to be submidttad in rezulatary dossier "u:mg s
Q Dmug Substance Foundiable mesing held in Washingzion in Se
n_ ;er:l:ur_. < the principles mcmﬂum hive been address
and Q10 are also applicabls to the developmenr and memifactuze of druz subsmr.ce; "The
impartance of an AP zuidaline for both chensical and hiotechnological hiclogical produces was
erphasized and the development of a formal concapt paper and business plan was endorsad by the
ICH 5C in October 2007,

Therefore, it is recommended to develop a new triparirte high level Technical Guidance
harmenizimg the scientific and technical principles relevant to the desizn, development and
manufacture of drog substances a5 part of a total control strategy desizned to ensure prodoct
quality and consistency. Problem Statement.

Consistant with modem globel mamiacnizing and sceentific practces (described in the ICE Quality
Viston presenied snd endorsed in Brussals and ecomomic considerztions, the
development and establishment of a robust mamafacnring process for drug substamces 1o daliver a
produet of consistent quality accoumts for 2 sigmificans propestion of mamafacnmers resources and
efforts.
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