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PIC/S : Role : Members & Partners Activities Training : Publications : Accession : Links : News

Home > Publication

Publications

|Search by title / reference | [All categories v | [All sections v | Reset

Document Reference Category Section
o PIC/S GMP GUIDE  PE 009-12 Documents for industry PIC/S GMP Guide Download 2M

PIC/S GMP GUIDE  PE 009-12 (Intro) Documents for industry PIC/S GMP Guide Download 212K
(INTRODUCTION) _

PIC/S GMP GUIDE PE 009-12 (Part Documents for industry PIC/S GMP Guide

(PART |: BASIC 1)

REQUIREMENTS Download 329K
FOR MEDICINAL

PRODUCTS)

PIC/S GMP GUIDE PE 009-12 (Part Documents for industry PIC/S GMP Guide
(PART Il: BASIC Iy

REQUIREMENTS

FOR ACTIVE

PHARMACEUTICAL

Download 515K

PIC/S GMP GUIDE  PE 009-12 Documents for industry PIC/S GMP Guide
(ANNEXES) (Annexes) Download 1M |

CONCEPT PAPER
ON THE REVISION
OF ANNEX 1

EXPLANATORY PE 008-4 Documents for industry Site Master Files
NOTES FOR

o http://www.picscheme.org/publication.php

Download 124K
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# 5 kR4 5 (Animal Sourced Products)
#8457 B A & (Allergen Products)

B 4 4B i A S-(Animal Immunosera Products)
% u (Vaccines)

¥ # # %(Recombinant Products)

H x#88 A2 & (Monoclonal Antibody Products)

A 7 7w &+ 2 %-(Transgenic Animal Products)
= T 7 45 4~ A2 & (Transgenic Plant Products)

£ 75 % 2 &5 (Gene Therapy Products)

M P mie o A &2 BRI A K-(Somatic And
Xenogeneic Cell Therapy Products And Tissue Engineered
Products)
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GMP & R

Type and
source of
material

Example
product

Application of this guide to manufacturing steps shown in grey

¢

Human
and/or animal
sources

Gene therapy:

genetically
modified cells

Donation,
procurement and
testing of starting

tissue / cells

Manufacture vector’
and cell purification
and processing,

Ex-vivo genetic
modification of cells,
Establish MCB,
WCB or primary cell
lot

Formulation,
filling

Somatic cell Donation, Establish MCB, Cell isolation, Formulation,
procurement and JWCB or primary cell|culture purification, |combination, fill
therapy testing of starting Jlot or cell pool combination with
tissue / cells non-cellular
compohnents
. Donation, Initial processing, Cell isolation, Formulation,
Tlss_ue procurement and isolation and culture, purification, |combination, fill
engineered testing of starting |Jpurification, combination with
products tissue / ceII38| establish MCB, non-cellular

WCB, primary cell
lot or cell pool

components

—

Increasing GMP requirements

See Glossary for explanation of acronyms.

—

Where these are viral vectors, the main controls are as for virus manufacture (row 2).

8

Directives at these stages.

In the EEA, human tissues and cells must comply with Directive 2004/23/EC and

implementing
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Part A: General Guidance
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R 5w 2K & (Premise And Equipment)

. ¥ 7 (Animals)

~ & (Documentation)

4 & (Production)

A2 4 Rk (Starting Materials)

 fa 2 e B & 35(Seed Lot And Cell Bank System)
. 3% i* r P (Operating Principles)

&% & #/(Quality Control)
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Part B:
Specific Guidance On Selected Product types

& 1L 7)5% 2 & (Gene Therapy Products)

¢ Mwie A we oy AR BRI 424 F-(Somatic And Xenogeneic
Cell Therapy Products And Tissue Engineered Products)
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