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Objectives

Programme

During this course, experts from purchase, quality man-
agement, consultants and authorities will show you the
critical fields of purchase and procurement for pharma-
ceutical manufacturing. Furthermore you become ac-
quainted with examples of the coordination and practi-
cal implementation of the GMP requirements on QC,
supplier qualification, packaging materials and mainte-
nance. And last but not least, the speaker team provides
you with information about the expectations of the re-
sponsible authorities and the relevant guidelines.

Background

During the last years, the developments of computer
technologies gave purchasers a lot of possibilities to op-
timise content management and merchandise manage-
ment, reduction of suppliers. Direct connection with
suppliers systems enabled a faster, clearly arranged and
more effective procurement. The World Wide Web, on-
line tendering and auctions made the comparison of
suppliers and costs easier than ever before.

But for the manufacturing of products under the regula-
tions of drug licensing and GMP, like drug substances,
drug products and medical devices, during all optimisa-
tion of purchase and procurement, purchasers must be
aware of these regulatory requirements. Especially the
change of suppliers, process relevant materials or parts
of the qualified production plant must be planned in a
direct cooperation with the quality management. Such
changes necessities maybe a new validation of the pro-
cess, a new qualification of the manufacturing plant and
for sure, a change control procedure. This can effect ad-
ditional costs, maybe more than the saving effect of the
change and in a worst case, a not coordinated change
can cause the lost of a product licensing.

Target Audience

This course is for those who are involved in purchase and
procurement for GMP regulated manufacturing as well as
for responsible persons from QC and QA who are in co-
operation with the purchase and procurement of their
companies.

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 at-
mosphere.

Procurement for GMP manufacturing - Regulatory
Requirements and Expectations

B Which regulations are applicable?

Marketing Authorisation

Manufacturing and Import Licensing

Supplier Qualification: Equipment, Starting materials,
Disposables and Consumables

B Risk-based Qualification and Validation

Where does GMP start? Procurement for Development
and Clinical Phases

B Considerations for EU and USA?

Why should we know ICH Q7, Q8, Q9, Q10 and QI1?
What is essential for Development?

Changes for Routine Manufacturing?

Case Study

Qualification of Technical Suppliers - a Risk-based

Approach

B Technical Equipment and Utilities

B Analytical Equipment & Reagents

B Supplies, Disposables and Consumables - Which
regulations apply?

B Risk-based qualification and procurement

Supplier Contract Management
B Quality- and Risk Management
B Technical Agreements

B cGMP Requirements

B Control of Content

Implementation of procurement in the Quality System
- Practical aspects from Disposables to Equipment

B Risk based approach

B Life cycle management

B Procurement of disposables and materials versus
purchase of equipment

Required documentation and SOPs

Change Control

B What does it mean?

B |Impact and Consequences?
B Examples for Typical Changes

Case Study: Purchase and Quality - Integration of
both expectations in one Quality System

B Supplier Qualification

Vetter - a Company Overview

Balance of expectations

Classic “Purchase” Processes

Interaction and Communication between Purchase
and Quality at Vetter

Factors of Success



Documentation for GMP Materials - What is necessary?
Retention Periods

B Regulatory Requirements

B Defense against legal claims

B Liabilities

B Limitations

Requirement on primary and secondary Packaging
Materials

B Liabilities

B Limitations

B The challenge for packaging purchasing

B Regulations and their requirements for packaging
materials

New products and their applicators

B Extended challenges for packaging purchasing

Change Control

B What does it mean?

B Impact and Consequences?
B Examples for Typical Changes

GDP - Effects on Procurement and Purchase

B GDP requirements to manufacturer

B Ideas to handle the requirements

B Discussions between the involved departments

Case Study: Changing consumables - Costs and
Benefits shown by examples from cleaning and
disinfecting

B GMP Requirements for Disinfectants

B Reasons for a Change and Challenges

B Validation and Costs

Speakers

Dr Andrea Hauser, University Hospital
Regensburg

# Andrea Hauser is currently Deputy Head of
Revenue Assurance and Patients Management.
Before this, she was Head of Operations, Head
of Production and Head of Quality Assurance at the José-
Carreras-Centre for Somatic Cell Therapy, a department
of the University Hospital Regensburg. She studied Phar-
macy at the University of Regensburg. After that she was
working as a GMP inspector at the Government of Upper
Bavaria in Munich, where she conducted numerous
GMP and GCP inspections mainly in the field of blood,
tissue and (stem) cell therapy. Dr Hauser holds the quali-
fication to act as Qualified Person.

Dr Hiltrud Horn, Managing Director Horn
Pharmaceutical Consulting, Germany

From 1990 to 1999, she worked at Hoffmann-La
Roche, Basel in QC/QA and in Regulatory Af-
fairs. In 1999, she joined Knoll AG as Head of
“Regulatory Compliance and CMC Documentation”. In
2002, she was working as consultant at Cap Gemini Ernst
&Young (biotechnology and life sciences) prior to starting
her own business.

Stephan Schmitt-Koopmann, Managing Di-
rector sk pharma consulting GmbH

Stephan Schmitt-Koopmann has a pharmacist
graduation in Germany as well as in Switzerland
and additional studied economies at Fernuni-
versitdt Hagen. He worked in diverse positions for MSD,
Novartis and Merck Switzerland. In 2014 he started his
own company and offers consulting services ad interim
like Qualified Person, Quality Supplier Management, Q R
M, CAPA and more.

Dr Franz Schonfeld, German GMP
Inspectorate Upper Franconia, Bayreuth

Franz Schonfeld is a pharmacist by profession.
After his graduation, he worked at a hospital in
Nuremberg and at a retailer in Bayreuth. In 2003
he joined the local GMP inspectorate in Ansbach before
he was transferred to Munich and Bayreuth. He was for-
merly deputy head of the national experts group for
radiopharmaceuticals and is now head of the national
expert group for APls and excipients.

Axel H. Schroeder, Operations Director,
Concept Heidelberg

Axel Schroeder got his degree in Biology at Ru-
precht-Karls University Heidelberg. After 10
years in different positions at Henkel Ecolab
GmbH 2005 Basan GmbH as Key Account Manager for
Pharmaceuticals and Biotechnology. Since 2008 he is op-
eration director at Concept Heidelberg for microbiology
and biotechnology.

Dipl. Kfm. (FH) Timo Usinger, Vice Director
Procurement, Vetter Pharma Fertigung GmbH
& Co. KG, Ravensburg, Germany

Timo Usinger studied business administration
in Pinneberg/Germany and holds a university
certification as head of procurement of the European
Business School Wiesbaden/Germany. He started his
career at the former Hoechst AG, followed by employ-
ments at Intervet and Sandoz. 2007- 2014 he was Direc-
tor Procurement at Vetter Pharma Fertigung in Ravens-
burg/Germany. In 2014 he became Vice President
Procurement.




Easy Registration

= = 2
] L X S
= = S
gct =E%¢ & -
o0 o= 3 S3EQ 3z . ° o ]
o < o o < Q N
A = m — = T - 5 >0 & — 7 c S = 3
8 Qo Qs c VO c2 w»n © = = S = s
3] 0 « E U g L= 2 = < c —
9 S =< g ° SgC =7 93 = & ES S T B
k= © =2 S 3 05 2 EgE3Zs = i 2 S & g =
o= — c O e e O Qo © —_ = o = T () o0 v © ) —
(=8 | 3 > c c e < O L © () = n C @
o O @) ) Q < =
£ oS~ 3 2 ST Te0c 5 g = S S 2 ;g 22
S Sg g Z €338 °325¢ 2 E Z =2 $ 5§ 53
Q o o0 <} 5 T O 8 c 28 =9 ~ B [} » 2 ., I~
o SN T ] =5 95 o8 = = ) o = c b B E>E
. 2 < £ o¢c SrmNV/ [=a) [STo) ‘D z $ . @ & 3
= E SO 8 ® ~ " Qoo e s55= L £ S T S v L= g Wmmee
e 52 & = s B oo 2E53 @ E= 2.8 S € g & = £EQ T E§E T %5293
53 g2 8 S M o © aw/mnm Mmm%o. 2058 S 8 T o3 2o S & o p8za®
t o o= .2
€3 % o - o » oW Z o323 U US o & T3 o = gl ot ¢y OIV%g wWO . © weEs5i
= 2L = s S 3oL g% S8 =T &£ 8t — c%9 ¢ Y £ 5¢ = $ILs £28 £ £235°92
oE o S s B os¥eEe 2Tsmg ws 299 2@ ¥ <= S 3 w XTI 90T T 5T 8 To PR
B o9 = SO0 n 2y 0o 3T = mE 020 n P8 S5 O U S ) 5= T 5 S U< o r|O4l
OCO o ET & m .lr_|ern.u. 00 = .© 47 = = nrur.l =] e -l © = — bzoo.m.l c O < Q ap(\4e
= h= = (D) S 1] c| w [OI) o e o oS [ =~ (7] on U <+ O an . — &
- 25 5 3928 mo€s.md e.mm_m S|loE_-cy T3E S € S/ 2Z OITOoRES Pow-S5 €E8TSL
g NSQ To<Zs L 2gga £2eS B EZZ5LE 228 3|8 g/ 28 Engouis 25>=S zeERT
) = c T S o g = [3] ebMS O s< . -S| T = O < cl ok ¥ o| © o & € I — = © U g nS].m@ nnTVC
oD m o N DOcwm o T|LEXc ETF 4 § w2 E ol g0 & ¢S5 B £8 Lolaogfo SIJEY S8gac
= T B = = c< L | E < = QL O c e o 0O g@ 2 s E . c| = c| VS e N L 2SI NS g 2 e Ja o
2 § =& cSgg+tE g o20UT E£E£°o¢9 mEmemyw E T9E ¢/ &8 2 g8 535375385 835247 $3EsS
= 70 v RS 0 = = > © 95 E O o= S| 9 ! ‘S = 0 20w Q s %cS -0 S X3S
c v > a = = o o = =T < o £ c o) < g X c=o®
v V| © 5 2 3| 2 0 c = U0 o = c ol z =30 2 £ x =2 = © [ Z 9n+@w LT Q9 T S5SZ=o=
) = ¥s5 ETEQSS 3 <=¢S vEEE O ELLOS o B9 Sl o 8 < § s © O % O Q= & 5}
= | QO =3 28 o S c @) O 'tb = © © O 3 o o o 00 % x L 2 =L o = oo ¢
< V| © O < O & > 4 .= QO Q > = | = Rt o = ) = . o
2 Ql=2F 23zt &l u<zZo £Fo55&E < OzffPsE ¢ 5E2 OlF Olxws Oaozfe: £3T752 £6=7=
-
g .
R
m *91ISQOM SIU) UO WIOJ 1DBIUOD DY) BIA DUl AUE Je elep ‘ped 9xe) J0uued NOA §| "9dueseadde-uou 10 uone|jPoUED JO SsEd -ul ‘sjeualew ay) a8ueyd 011ySu ay) saAIRsal HYIFT1IAITH 1dIDNOD
= O Aw jo :o_um_w_u\_\o UO123.110D ‘UOHEIYIPOW By} 104 )SE URD | JeY) 90U | u1 anp a1e s39) aroqe pue uonensiSas Suipuiq e si sy | Juepoduy "% 001 92U19ju0d 3y} 0} Joid }PaM | UIyIM -
= @ ‘(JunyAdeaudTess /810 aoueldwod-dws mmm//:dny e Adijod Aoea (ZL0T Arenuef Jo sy) j(pawLyu0D 8 Jou [jImjuawiAed jo 1diadai) *9010AUI J0 1d19031 J9)je SARP (] UIYIM suon 9% (G @2U.aju0d 8y} 0) Joud $YPaM | [un -
£° -ud ay osje 9as) sanued paiy) 01 paso[dsIp aq 10U [[1m elep [euosiad 90ua19u0d Ay Ul deddnied 0) papnua are noA QuawAed inok -onpap Inoym aqedeq JusawAed jo sunidy ‘% QL @2Ud19ju0d aY 01 Joud $PIM g [Hun -
= AW "SDUO Je|ILUIS 10 JDPIO SIL) Y)IM UOIIE|D] Ul UOITBULIOJUI DW PUIS paAi@dal dARY am Ja)e AjuQ 194 JuawAed ay) apew Jou aaey noA ‘UONE|[9OUED B 0] ANP uone|poue) :s99) uissaooid Suimojjoy ayy
V.= Ajuo |jim 819qapiaH 1daduo) “passedoid pue paioss st erep [euosiod J1 UaA® ‘99) uonensi3al |ny a1 Aed 03 dAeY [[Im NOA ‘sn pawiiojul pa.1Indul §150 190 10 sanjeuad aiepie JUNOdsIp 10§ 3|qisuodsal aq 281ey0 1snw am Aj2u1us [9dUEd 0] dARY NOA J| T
Aw 1ey) 92.18e 01 a1edap Aqauay | yaiym 1oy ‘1apio siyy jo Suissaoad Suirey Jnoynm Juana sy Je readde Jou op noA ased uj -aSessaw  J0u M DYIFTIAITH LdIDNOD ‘pred $93) Jo punyal [|nj & SIS [|IM ‘awin Aue Je anBes||0d 21mnsqns e awod[em o) Addey are 9 |
a3 4oy e1ep Aw asn |jim S1aqepraH 1daouo) "ele( [euosiad Auw jo 1n0A 219021 9M Yo1ym e awiy Jo Juiod ay) 01 Suipiodoe pajenofed  pue aqissod se UOOS Se PaYNOU ] ||IM SIUBIISISAI ‘PI||9DUED 3¢ ISNW :suondo om] aABY NOA 92UBIBJU0D AU} PUALIE JOULED NOA J|
Suissadoad ay) 1dedoe | quana siyy 1oy SunialsiSal Ag :Aojod Adeaud 9q UBY] [|IM 93} UONE[[DUED BY | “SUNLIM Ul SN WLIOJUI 0] DABY NOA  JUBAD BU] J| JUDAS UE [92UED 0} 10 2O1OU INOYLIM S1axeads 10 ‘5101on11s SUOIIIPUOD PUE SULID) [eJaUdD)
ul ||y asea|d) jrew-
£ (UL 1y oses|d) J1ew-3
s ANVWYID
[
3 xe4/au04d 819q|9p12H £0069-A
=
<
23 Anunop apo) diz 1) Y€ ¥¥ ¥8/1C 29 (0) 677+ Xe]
%] N
o ¥9/101%X0d "Od
“ X08 ‘019115 D¥1913A1TH 1dIDNOD
g
ajqeddde j1 oN "Od J1aquinN ] 1VA sAuedwod 1noA ayedipui asesjd ;uepoduwy
Iqeondde ji oN "0 q Aued A apeo1put osed) d
©)
=4
jrw} juawpedag Auedwo)n
e
832
r_O-. oNTO QuWieUINS ‘Quwieu 1s1y ‘D31
cIT T
22T,
RN SN O WO
0o £
QZ o =
n
28288
BLISNY ‘BUUBIA ‘610T 4990100 ¥T/€T
@ dWD 199W aseydingd pue JuaWAINI0.I
1219y 1n0 ||y osea|d
YEYY ¥81CC9 61 + 7 (1IN} ut 919]dw0D 53| d) WLI0J UONBAIDSY Y81 5y UO suoIEIYDAS JY) WO SIIRIADP SSAIPPR-03-||1q Y3 4|



