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Process Validation in the light of the revised Annex 15 and FDA Requirements

10-11 October 2017, Berlin, Germany

Objectives

Target Group

With publication of the Guidance for Industry “Process
Validation: General Principles and Practices” 2011, the
FDA requires a new direction. Validation is now a , Life
Cycle Process” with 3 stages:

B Process Design
B Process Qualification
B Continued Process Verification

The focus is on process knowledge and process under-
standing. Both should be a result of development and
verified in routine production. The “magic” 3 batches are
not mentioned any more. What is very important nowa-
days is the term ,scientific sound”, and explicit statistics
are mentioned. Six Sigma elements (e.g. Design of Experi-
ments, DoE) are also mentioned directly or indirectly.
There will be a new stage in routine production called
,continued process verification”.

With the revision of Annex 15 EU GMP Guide the EU is
going in the same direction: Validation is a lifecycle with
pharmaceutical development as basis and also a stage 3 is
mentioned, called Ongoing Process Verification. In Eu-
rope 3 validation approaches are now possible - tradi-
tional, continuous and hybrid.

B How can the new requirements be achieved?

B How fit the FDA requirements into European guide-
lines and vice versa? , How can process knowledge
and process understanding be demonstrated on the
basis of development studies?

B When is a process valid now?

B Which parameters can be used for knowledge and
understanding studies?

B How can ,continued/ongoing process verification”
be realised?

B How can statistics help?

These questions are discussed, and the possibilities for
implementation are covered.

Background

Since 1987 the FDA Guideline on Process Validation has
been the basis for qualification and validation. Within
the new FDA programme “Pharmaceutical cGMPs for the
21st Century” there was an announcement for a revision
of the guideline. A new FDA Policy Guide of 2004 gives
some hints to the new validation approach. In November
2008 the new “Guidance for Industry Process Validation:
General Principles and Practices” was published as a
draft and came into operation in January 2011. That is
now FDA's ,current thinking”. Chapter1 of the EU GMP
Guide gives hints for more emphasises on process capa-
bilities and varieties within process validation also in Eu-
rope. EMA’s Process Validation Guidance and also the
revised Annex 15 which came into force on 1 October
2015 take a life cycle approach to process validation.

The addressees of the event are qualified staff charged
with or responsible for validation activities, such as com-
missioners for validation, heads of quality assurance, de-
partment heads, etc. It also addresses members of vali-
dation teams (e.g. engineers, chemists, pharmacists,
microbiologists) as well as representatives of the plant
engineering industry and consultants.

Note: The number of participants is limited to 36 persons.

Moderator

Dr. Christopher Burgess
Burgess Analytical Consultancy, UK

Programme

FDA Thinking

B How the concept of Process Validation is about to
change

B Ongoing changes in the Quality Management
philosophy

B Real-life examples

The current EU Approach on Process Validation
B Process validation in EU guidelines
B What has changed?
- Revision of Chapter 1 EU GMP Guide
- EMA’s Guidance Process Validation
- Annex15 revision
B The future of process validation

Background and Environment of Process Validation -
Industry view
B Process Validation in guidelines - history
B The FDA Process Validation Guidance -an overview
B European perspective

- Annex15 revision

Case Study Process Validation

B Role of SOP in the company QM System

B How to deal with the established 3 batch approach?

B Key aspects (Preconditions, Stages 1-3, Review)

B Further deliverables from the data and link to other
company SOPs

Basics on Statistics

B An overview about statistical aspects

B What statistics do you need for modern Process
Validation?

Process Design
B Quality by Design and how it is an enabler for Process
Design



Systems and Tools for gaining Process Understanding

and establishing the appropriate Control Strategy (1)

B Quality Risk Management

B Process Analytical Technology

B Design of Experiments (including a practical factorial
design for establishing the design space or the operat-
ing ranges for the process

B How the process design is reflected in the control
strategy

B Applying control strategy for stage 2, process qualifica-
tion and process validation

Workshop DoE

The delegates examine a process flow diagram and
generate an Ishikawa diagram to identify critical
elements.

Performance Qualification Approach

B Design & qualification of facility, utilities & equipment
B Performance qualification approach

B Performance qualification protocol

B Documenting the quality baseline

PPQ Workshop
The delegates make a statistical evaluation of validati-
on data (e.g. trend analysis, Cpk).

Continued/Ongoing Process Verification

B Process mapping &critical process variables
B Process data collection and collation

B Trend analysis & Statistical Process Control
B Deviation management & CAPA

B Change management

B Management’s role in Process Validation

Continued/Ongoing Process Verification Process
Verification Workshop

The delegates make a High Level Risk Assessment to
analyze where they are going to focus in process
verification.

Speakers

Dr Christopher Burgess, Burgess Analytical
Consultancy, UK

Dr Burgess is a Chartered Chemist and has

# | more than 36 years experience in the phar-
maceutical industry primarily with Glaxo in
Quality Assurance and Analytical R&D. He is a “Qualified
Person” and a member of the European QP Association
advisory board. He has been appointed to the United
States Pharmacopoeia’s Council of Experts 2010 to 2015
and is a visiting professor of the University of Strath-
clyde’s School of Pharmacy and Biomedical Sciences

(SIPBS). In addition, he is the chairman of the ECA Ana-
lytical Quality Control Group and a member of the Ex-
ecutive committee of European Compliance Academy.

Klaus Eichmiiller, Wolnzach, c/o Regional

Council Darmstadt, GMP Inspectorate,

Germany

h After working in the pharmaceutical Industry

Klaus Eichmdiller joined the District Govern-
ment of Upper Bavaria in Munich. Since 1996 he is work-
ing in the field of GMP Inspections of manufacturer of
medicinal products and importers. He was Deputy Head
of the Central Authority for Supervision of Medicinal
Products in Bavaria” as long as it existed and is now Head
of the Inspectorate for Drug Products, APIs, Blood Prod-
ucts and Tissues in Hessen since March 2014.

Dr Line Lundsberg-Nielsen, NNE, U.K.

Dr Line Lundsberg-Nielsen is a Global Tech-
nology Patner at NNE. She has many years of
experience within the pharmaceutical Indus-
try and has a theoretical as well as practical
approach to QbD, PAT and RTRT from working at Novo
Nordisk and Lundbeck before being a consultant. Dr
Lundsberg is an active ISPE member and has had differ-
ent chairing roles supporting QbD, PAT and PV imple-
mentation. She has practical experiences from interac-
tion with the FDA and EMA on QbD, PAT and RTRT
aspects.

Gert Moelgaard, Moelgaard Consulting,
Denmark

Gert Moelgaard has more than 25 years expe-
rience in the pharmaceutical and biotech in-
dustry, including several years of experience
in process control, automation, computer systems vali-
dation and process validation as well as process engi-
neering and consulting. He has previously worked in
Novo Nordisk, Novo Nordisk Engineering and NNE Phar-
maplan. From 2009-2012 Gert Moelgaard was involved
in training FDA's investigators at FDA’s internal training on
the 2011 Guidance on Process Validation and has con-
tributed to several books and technical guidelines. Gert
is the Head of ECA’s Validation Group.

-

Dr Thomas Schneppe, Bayer AG, Germany

More than 20 years experience in the phar-

maceutical industry. Since 2006 Bayer Phar-

ma; Head of Mgmt. Training at Bayer Health

Care - Product Supply - Compliance - Inte-
grated Quality Mgmt. Currently working in the Corporate
Function Process & Knowledge Mgmt.

Social Event

In the evening of the first course day, you are cordially
invited to a social event. This is an excellent opportunity
to share your experiences with colleagues from other
companies in a relaxed atmosphere.
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ECA Members €1,590

rooms in the conference hotel. You will receive a room
reservation form when you have registered for the event.
Please use this form for your room reservation to receive
the specially negotiated rate for the duration of your stay.
Reservation should be made directly with the hotel. Early

invoice and includes conference documentation, dinner
CONCEPT HEIDELBERG has reserved a limited number of

The conference fee is payable in advance after receipt of
on the first day, lunch on both days and all refreshments.
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Mr Sven Pommeranz (Operations Director) at

+49-62 21 / 84 44 47, or per e-mail at
Ms Susanne Ludwig (Organisation Manager)

at+49-62 21/ 84 44 44, or per e-mail at

For questions regarding reservation, hotel,
ludwig@concept-heidelberg.de.

pommeranz@concept-heidelberg.de.
organisation etc.:

WA/26052017

..................................................................................................................................................... o

*9)ISGAM S} UO LLIO) 1DBIUOD dY) BIA dwif) AU Je ejep

AW JO UO1}B[P IO UONIDLIOD ‘UOIEDYIPOL BY) 10} 3SE UeD | Jey} dJ0U |
‘(JunyAdeaudTess /310 9ouerdwod-dwdmmm/ /:dny e Ao1jod Aoea
-ud ay) osfe 99s) santed paiy) 01 pasoIsIp aq Jou ||Im ejep [euosiad
AW *S9UO Ie[1WIS 10 19PIO SIY) YIIM UOIR[D1 Ul UONBLLIOJUI W PUIS
Ajuo [jim m;wm_mv_m_._ 1daduo)) ‘passadoid pue paios si ejep [euosiad
Aw 1ey) 92188 0] a1e29p AGaUIY | YdIyMm 1o} 4aplo siy) Jo 3uissadold
ay1 1oy erep Aw asn |im Siaq|ap1aH 1deouo) ere [euosiad Aw jo
Buissadoad ayy 1dadoe | Quana siyy 1oy Suulsidal Ag :Ad1jog Adeatlq

‘1aq|ap1aH st uondipsun( jo uno) ‘Aldde |jeys me| uewsan

(ZLOT Arenue( Jo sy) j(pawyuod 3q 10U |jim judwiAed

J01d190a1) 90ua19ju0d ay) ut dediued 0) papnus a1e nok quawided
INOA paAtadal dey am 1aye AjuQ 194 JuswiAed sy spew Jou aney
NoA J1 UaAs ‘93 uonensidal |ny ayy Aed 01 aaeY [|1M NOA ‘sn pawtiojul
Buiaey Inoym Juana sy Je seadde Jou op NoA ased uj “aSessaw
INOA 9AI9D31 9M YD1YM B B Jo Jutod B 0] Suipiodde paje|nNd[ed
9 UBY] [|IM 93 UONE|[9OUED B | “SUNLIM Ul SN WIOJUI 0] dABY NOA

(ur ||y oseayd) jrew-3

‘ped 931 J0uued NOA §| "9dueseadde-uou 10 uone|[PdUED JO Jsed

u1 anp ase $39) anoqe pue uonensidas Suipuiq e si siy | Juepoduy
*9010AUI JO 3d19031

1) sAep [ uIyum suondNpPap INoym a|qeded :Judwied jo swiay
‘uone|[2dued B 03 aNp

pa.1Indul §1509 19410 10 sanjeuad arepire JuNodsIp 10y 3|qisuodsal aq
30U [|IM DYIFTIAITH LdIDNOD “Pred 599} Jo punjou ||ny e sA1201 [|Im
pue 3|qissod se uoos se paynou aq ||im sjuensidai ‘pa||aoued aq snuw
JUDAS BY] J| "JUSAS U [9DUBD 0] 10 3D1J0U INOYIM ﬂmv_mmaw 10 ‘s1010n1S

xeJ/auoyd

Aluno)

apop diz

Ao

xog ‘Q'd/1991S

a|qeoidde Ji ‘oN JapIQ dseyoingd

JaquinN dJ IVA sAuedwod InoA ajedipul asea|d :uepodu

-ul ‘sfeuajew ay) 93ueyd 011y3u sy sanIRsal DYIFTIAITH 1dIDNOD
*% 001 @2UdIdju0D dY) 0] Jotid YoM | UIyIM -

9% ()G @2U13ju0D 3y} 0} Joud SyPaM | |Hun -

‘% (1 92Ud12ju0d Y} 03 Joud $YPaM g [Hun -

uone||@oue)) :$39) 8ul

-ssa001d Suimo||oy ay1 981eyd 1snw am Ajaunus [9oued 0) aAey oA | 7
awin Aue Je andea||0d 93nJ1Isqns e awod|am oy Addey are app °|
:suondo om) aAeY NOA 9OUAIBJUOD BY) pUANE J0UUED NOA J|
SUONIPUOD PUE SWLII) [BISUID)

ANVIWYID
31aq|9pIaH £0069-a

Y€ v¥ ¥8/1T 79 (0) 61+ Xed
¥9/101L%X0g "Od
NY¥3973A13IH 1dIDNOD

juswpeda(g Auedwon
o
[+¥]
Lol
) QUWIBLLINS ‘Duwieu 1s1y ‘931
=
%]
Tz
m <
SE SW [ IN O
[
© O

AuewiaD ‘uipag 710 4990100 L1-0L
sjuawainbay ya4 pue G| xauuy pasiaal ayj Jo 1ySi| 9Y3 ul uoizepljeA ssadoid

(11ny ur 919|dw0D 953 J) W04 UONBAIDSDY

219y 10 ||y 9sea|d qy3u ays

uo suonesydads sy} WOy SAJRIABP SSAIPPE-01-||Iq DY) |



