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Obijectives

Programme

The course is designed for people who have no or little

knowledge of GMP:

B You get to know the most important pharmaceutical
regulations and their importance,

B you get a basic overview of GMP requirements in
pharmaceutical production and

B you become familiar with technical terms from the
field of GMP and their meaning

Background

In the manufacture and quality control of medicinal prod-
ucts, compliance with the GMP rules is the decisive aspect
for manufacturing high-quality products. For this reason,
every staff member in the pharmaceutical industry has to
be familiar with the basic GMP requirements. The relevant
European GMP regulations define the following prerequi-
sites:

Commisson directive 2003/94/EC

The personnel shall receive initial and ongoing training,
the effectiveness of which shall be verified, covering in par-
ticular the theory and application of the concept of quality
assurance and good manufacturing practice ....

Eudralex Vol. 4 Good manufacturing practice (GMP) guide-
lines

2.9 Besides the basic training on the theory and practice of
Good Manufacturing Practice, newly recruited personnel
should receive training appropriate to the duties assigned to

In practice, many members of staff are often unaware of
the contents and meaning of the different GMP require-
ments from Europe and the US and their consequences
for product quality. During this course, speakers with long-
standing experience in the training of employees intro-
duce and explain the most important elements of a phar-
maceutical GMP system in an easy-to-understand way.

Target Group

The course is directed to staff from the pharmaceutical in-
dustry having no or little experience with the current GMP
requirements. This includes both employees who, after
their vocational training, enter the pharmaceutical indus-
try and experienced colleagues who work for the first time
in a GMP-regulated environment. Participation is also rec-
ommended for personnel from suppliers who have to un-
derstand the quality requirements of their customers.

GMP: where do we come from - where do we go to?
B Development of GMPs

GMP: Goal and general ideas

Types of regulatory documents and their meaning
GMP regulation for APIs, medicinal products and
excipients - a comparison

Authorities and industry groups: ICH, PIC/S, EMA,
FDA, WHO, APIC, ISPE, IPEC

GMP in the US

B Comparison of US and EU regulations

B Differences between European and FDA view on
GMP / GMP vs cGMP

B Typical expectations of FDA and European inspectors

Quality Management System

B Quality Management System cited in the regulations
B General aspects of Quality Assurance

B How to implement and structure a system

B Responsibilities

Personnel and Training

B General aspects

B Qualification

B Key personnel

B Job descriptions

B Training (purpose, goals, contents, target groups)
B Planning and documentation of training

Hygiene / Personal Hygiene
General aspects and rules
Hygiene programme
Personnel flow

Medical examination
Contamination
Monitoring

Documentation

Structure of documentation

Responsibilities for the documentation

SOpP

Documentation in the manufacturing process
Documentation in the quality control

Batch record review

Annual report / Product quality report
Specifications

Specific Aspects of a QA System
Deviations

CAPA

Change Control

0O0Ss

Failure Investigations
Self-inspections



Risk Management

B Main topics of ICH Q 9 / Annex 20

B Risk management tools

B Use of risk analysis during qualification
B How to handle FMEA?

Premises / Production

B Requirements for room and equipment
Classification of rooms

Sterile production/isolator
Maintenance of hygiene

How to behave during production

Qualification/Calibration/Maintenance

B Definitions: Qualification, validation, calibration,
maintenance, risk analysis

B Organizing qualification and validation: the validation
master plan (VMP)

B Stepsin qualification studies: DQ, I1Q, OQ, PQ

Qualification parameters of typical types of

equipment: Clean rooms, water systems, production

equipment, analytical equipment

Performing risk analysis: tools and practical tips

Calibration: critical types of equipment

How to build up a calibration system

Maintenance: Requirements and system

Validation of computerised systems

Process Validation and Validation of Analytical Methods
General aspects and requirements

Process validation

Documentation of process validation

Validation of analytical methods

Documentation of analytical methods validation

Cleaning Validation

B Regulators requirements

The cleaning procedure
Building up a cleaning validation
Sampling

Analytical tests

Audits and Inspections

Types of audits

Requirements

Dos and don’ts for the auditee - How to survive audits?
Performing audits and self-inspections

Good audit practices

Packaging/Storage/Transportation

B Packaging/Storage/Transportation in the regulations

B Managing of packaging process

B What is necessary to regulate in a pharmaceutical
company

B WHO good storage practice - elements and
requirements

B Transportation as part of storage

B How to maintain the quality during transportation

Measurements against falsified Products

B Regulatory requirements

B Responsibilities of QP and the pharmaceutical
industry

B What measurements can be taken

B Strategies against falsified products

Speakers

Dr Bettina Pahlen, Quality x Pharma Consult-
ing GmbH, Alling, Germany
Bettina Pahlen, PhD, studied pharmacy at the
S\ University of Muenster, Germany, graduated
: J in pharmaceutical chemistry and performed
post-docs in USA and Germany. During the
last 15 years she worked at university, authority and in
different areas of the pharmaceutical industry (R&D,
manufacturing, quality control, quality assurance). Since
July 2007, she has been working as a consultant in the
pharmaceutical industry focussing on GxP Quality Assur-
ance aspects.

@ Dr Heinrich Prinz, Apceth, Germany

| Dr Prinz worked with Boehringer Mannheim
| before he joined Biotest where he was Head
4 of Quality Assurance, responsible for both
the pharmaceutical and the medical device
division. Since 2003 he works as a freelance
consultant and part of his time he is the Senior Supervi-
sor ‘Production and Quality Assurance’ at Apceth, a bio-
tech company.

Dr Wolfgang Schumacher, £. Hoffmann-
La Roche Ltd., Switzerland
' Dr Schumacher studied chemistry and phar-
' macy. After entering Asta Medica, he headed
‘ . different positions. In 2001 he joined F. Hoff-
mann-La Roche, Basle, where he is now Head
of the department of Quality Computer Systems. He is a
member of the ECA Advisory Board

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.

._



Easy Registration

Internet
www.gmp-compliance.org

de\ﬁ6

info@concept-heidelberg.

e-mail

Reservation Form
+49 6221 84 44 34

Q

(=5

@
e
Euag o
s8v=2
F.MW:%
c =
SE23
.ID-XH
aEO-/
WCBO
vZ =
wvy
000 &
xz200a©

Germany

wa/vers2/18062014

! >~
S c o a . —
o = > = < 5
50 9 . o s> 3 5 N v
s IR g=222 S 2, %
S = S0cs =4 25 EE c - g
; 0o © 0O® IS c . i = <
© o= c =98 9 Rl £ — -~ S ®
-39 mekrnv.m <5< 3] & 4 s 3 o
(-] S g S8 =25 o - m O = 2 =)
2R ZE€379 S oEe < gc = mm £ S2¢7T
— - Qo 5] P~ - T
o < O = QO - 2 . - oo
SY c 8 Fam Scsg E £.S o 205485 83
S <= £ 32 2O=L £ == &0 SZ2.T5 539
SRR - 29 -5 o5 S 20 ] = vy S0Z2HE F3%
Suls = LT P s ESE 9© S5 g S S5 2o0g oo
< o © ~ oY SE= > = c D T b o o > T o0& =
=83 £ o= S SN SS5Ty £88¢g, ¢ s s g fl oo 85528 Q093
- - %2} . o ~
me4/ 5 ~ N s M/€w..mhm U oo dE-Z % wS = £ 0 S0 9o gpﬂ.nmm =25
5L 5 s 299 3 o8pgosel £S5g2cs c28 & 8 5|2 83zxsL £0xc® Fxt8
(] — S~ N ml D & =2 2 IS ] ryc=.0 ) c = w O VY T = 5 £ S O
o] 1 o c oz n 3 < < = — =
238 £oEoe g - fEfgs o< 2EELEE 235 S| 8 9|2 @w-ox32T S5T4TT OEg S
5T 8 e g2 g wEeEgod gl BEolice S>3 P g B B4guRLT HPoog.FDg
S 5% TEScs B VeE88ses 2 2585354 5E §| 5 3| S2oaZmLi fE-8EIT 8
— = = phes] —_ —_— = -
o ~ 9 25 = ] O 5] R - o] N = Q. 2] ~ S %] ~N
o c © ao.wo&n@w 3] ebewnwmd” |M Hmaﬂ.%r c Ce.m ) o] m H.Iu%O«/_e%n nM?_OMhW?_@
m o0 LT ++ T menmﬁn,ﬂa Sl 58T S| g ¢ ® E|F2332Rge 2833965 csP e
=} - = .2 = = = B
ZEm S %3 3 mmmp,m?mm E|l B 8®w28 B S2E @ 2 | B%TIZSS $£59%858c ¢
T B o~ ) c =} o8B kR . L g W ‘= [SJN O = g L g =
o 25 3§ <32 7 20%382ES §|FSfgfz 3 £EY g5 § Pe5EY9: 2ERHESTS
..m S5 90 c .ﬂS./OX 5] < = V5 o > Q Om”V = on < 2 < () Wo OQOOXOW - + 8 = 80wn t°g
= 2= v s 0oL ® (7] CPOUhe © Q ST ® O O () .|wm o| < ) > 3 S = = 5 o Lo
Ol FE2L > #2882z f Ll oa<zorFlEws </ Oczccoe ¢l 582 OlF Ol0Oaxoxzfez ZOREES=ZR 2
uoje|[9dued 9y “SunLIM Ul s wIojul 0] dABY NOA ‘ued aye) Jouued noA | -aouereadde-uou *9 001 @2Ud134u0D 3} 03 Joud YPam | ulyim M
Il Y 4 | 4| J il Yy x| Y

(210T Arenue(1e sy) j(pauLyLod aq

jou |imjuawied jo 1di9oal) aoualauod auy ul dreddnied 0y papnua ase noA 4uawAed inok

paAIadal aAeY aMm Jalje AjuQ 194 JuswAed ay) spew 10U dAeY NOA JI UBAS ‘93 uonensidal |y
ayy Aed 03 aaey |im noA ‘sn pauwiojul Suiaey JnoyIM JuaAd 3y Je seadde Jou op noA ased uj

*a8essaW INOA BAI9DA1 9M UdIYyM Je dwi Jo Juiod ay) 03 SuIP102Ok Paje[Nd[ed ¢ UAY) [[IM 99}

10 UOIE|[3DUBD JO ISED U1 INP Ik S99} dA0qe pue uonexnsi3as Suipuiq e si sy juepodwy
*9010AUl J0 119031 1aye sAep (] uIylM suondNPap INOYIM 3|qeded :JuswiAed Jo swid)
*UOIIE|[9DUED B 0] BNP PALINDUI SISOD 1310 10 sanjeudd aiepie Junodsip 10y d|qisuodsal aq jou
I!M DYIFTIAITH LdIDNOD "Pied 599} Jo punjau ||nj e 919091 ||1M pue |qissod se uoos se pay
-1J0U 3q [|IM S)UBASISal ‘P3[[2DUBD 3 SN JUSAS B §| JUSAS UE [9DUED 0] 10 10U INOYIM
s19yeads 10 ‘s1010nusul ‘sfeLRlew ay a8ueyd 03 3ySu ay1 saAIasal DYIFTIAITH 1dIDNOD

(u1 |1y aseayd) jrew-3

9% 0 92Ua19Ju0d 3y} 0} Jouid syPaM | [HuUn

‘% (L @2Ua12ju0d ay) 01 Joud $HPAM 7 [Hun =

uone||due) :599) Suissadoid Suimoj|oy oy a81eyd 1snw am Ajpanus [9oued 01 9ARY NOA J| °7
-awin Aue Je anSea||0d a1mnsgns e awod|am 03 Addey ase apn |

:suondo om) aAeY NOA 92UBIBJUOD BY) PUBTIE JOULED NOA J|

SUOIIPUOD PUE SULIB) [EIAUID)

ANVWYID
S1q|9p1aH £0069-A

Y€ ¥ ¥8/1C 79 (0) 6%+ Xe4
¥9/10L%0g "Od
D¥39713AITIH LdIDNOD

XeJ/auoyd

Aluno) apo) diz AD

X0d 'O'd/¥29411S

(31qed1dde y1) saquinN "0O'd JquinN dl IVA SAuedwod anoA ajedipul ased|d ;uepodug
yuswpedag Auedwo)

QUWIBLLINS ‘Dwieu 151y ‘931

vEVY ¥8 1CCY 6V +

O O

SW IN

Aueuusn ‘uipiag ‘y10g 4990100 LE-0€
s1auuidag 1oy JWOD

(JIny ut 939]dw0d 35EJ|J) W04 UOITBAIDSDY

1919y 1no0 |y osead

1431 9y uo suonedYIAdS DY) WOy SAJBIASP SSIPPE-01-|[1q dY) J|



