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LEARNING OBJECTIVES:

® GMP requirements
- Duties and responsibilities
- Expectations of the authorities

B Legal and juristic knowledge
- International law
- Structure of agreements
- Content of agreements

® Practical perspective
- What s needed?
- Who is involved?
- Challenges

Helpful terms

This education course is recognised for the ECA GMP Certification Programme ,Certified QA Manager”.
Please find details at www.gmp-certification.eu



Pharmaceutical Contracts: GMP and Legal Compliance

13-14 February 2019, Berlin, Germany

Objectives

Programme

Three prerequisites are needed to work out contracts
which are legally and GMP compliant:

B Awareness of the GMP requirements

B Applicable legal and juristic knowledge

B The practical perspective.

During this course you will learn how to cover all these

relevant aspects.

Background

Not only caused by increasing contract manufacturing
and analysis, every pharmaceutical company establishes
business connexions with a number of suppliers and
service providers worldwide. The regulating authorities
call for correctly defined, agreed and controlled con-
tracted services. The EU-GMP Guide and international
legislation require a written contract between the part-
ners which clearly establishes the duties and responsi-
bilities of each party.

By compiling these contracts it is of extreme importance
not only to meet the legal expectations. The company
and the responsible persons need to be aware of their
tasks and their liability. Not to mention that the contents
should be easily transferable into the daily work and
must be reduced to practice.

The speakers in this education course have substantial
knowledge in the design and implementation of

contracts in the pharmaceutical industry.

You will get first hand practical information.

Target Group

This course is designed for all personnel involved in the
realisation of contracts. It also applies to decision makers
and responsible persons who must implement the sub-
ject matters of the contract. The course is addressed to
both the contract giver and the contract acceptor.

Moderator

Wolfgang Schmitt, Concept Heidelberg

GMP Requirements and Expectations of the Regulatory

Authority

B Outsourcing of activities

B Which external activities require Technical/Quality
Agreements?

B Regulatory requirements and legal basis

B How to create a Technical/Quality Agreement

B |s a Quality Agreement essential for QP and QA?

International Law:

basic juristic Knowledge for responsible Functions

B International laws and systems - how they work and fit
together

B Jurisdictions and conflict of law provisions

B Contract law

B Jurisdictions law

B General product liability concepts

B Case studies

Agreements - the legal Perspective

B Confidentiality agreement

B Technical/Quality Agreement

B Supply Agreement

B Other Agreements

B Their structure and how they fit together within the
supply chain

Design and Layout of Contracts -

Evaluation of the Content

B Basic principles - contractual obligations and respon-
sibilities towards third parties

B Contents of agreements

B Definitions

B Timelines and Targets

B Loss of Products

B Intellectual Property

B Assignment

B Term and Termination

B Arbitration

B Practical examples

Pharmaceutical Contracts in the Light of Inspections
B fFrequent findings
B Business contract vs. Technical/Quality Agreement
B Table of content
B Clear responsibilities
B Product life cycle and Technical/Quality Agreement
B Internal contracts
B Evaluation of a Technical Agreement

(interactive session)



The GMP Technical Agreement/ Quality Agreement
B Who is involved

B Helpful terms and arrangements

B Demands and challenges

B Quality agreements during development

B Economic limits

The Delineation of pharmaceutical Responsibilities

and the mutually agreed Specifications

B Minimum content

B Who is involved?

B Helpful terms and arrangements

B Perception and supervision of agreed responsibilities

B Implementation of contractual obligations into com-
pany GMP system

Supply and Service Agreements:

what you need to know

B Practical aspects you need to consider when
establishing contracts with

B Suppliers of excipients and packaging materials

B Service providers (e.g. clothing, pest control)

Workshop

Evaluate given contract examples and case studies
from various points of view and discuss them with
the speakers.

Every participant will get a USB stick with various
contract examples:

B Agreement on Contract Manufacturing of
- Medicinal Products
- Medical Devices
- Foodstuffs
B Contract Testing of Medicinal Products
B Agreement on Quality Assurance concerning
- Starting Materials
- Transport of Medicinal Products

Prepared by the German Medicines Manufacturers’
Association (BAH)

Participants’ comments (from the 2018/2017 courses):

Speakers

Dr Carsten Coors,

form. Vetter Pharma-Fertigung GmbH

Until 2016, Dr Carsten Coors was Qualified
Person at Vetter Pharma-Fertigung GmbH.
Before that he was Qualified Person at 3M.

Dr Rainer Gnibl,

Government of Upper Bavaria, Germany

Dr Rainer Gnibl is EU-GMP inspector in Ger-
many and performs GMP inspections world-
wide also on behalf of the European Medi-
cines Agency (EMA).

Silke Mainka,

Lawyer and Legal Counsel, Law Firm Mainka
Silke Mainka is a generalist attorney with sub-
stantial legal experience in the pharmaceuti-
cal and biotech industry. She runs her own
business since 1997 and also works as Gen-
eral Counsel for the Emerging Businesses of Elanco Ani-
mal Health, a division of Eli Lilly and Company. In her
former role she was heading Legal & Compliance at
Novartis Animal Health in Germany and Austria. Silke
Mainka has worked with different cultures and interna-
tional organizations. She holds an Executive Master of
European and International Business Law from the Uni-
versity St. Gallen, Switzerland (M.B.L.-HSG).
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= cordially invite you for a

social event in the even-

ing of the first course

& day. This will be an ex-

~ cellent opportunity to

=71 share your experiences
and discuss the hot top-

ics of the day with your colleagues and the speakers.

“I struggled to find a course that met my needs and | am delighted to say it met my expectations. Very interesting to hear different peoples
perspectives on the workshop.” - Catherine Seery, Alkermes Pharma Ireland Ltd.

“Experienced presenters with very good subject knowledge.” - Paul Anderson, G R Lane Health Products, UK

“Congrats forthe event!” - Stefan-Razvan Tataru, S.C. Antibiotice SA, Romania

“It was definitely a very interesting & helpful course.” - John Mekkattu, Manager Quality Assurance, Acino Pharma

AG, Switzerland




lance.org

www.gmp-compl

Internet

de\ﬁCj

nfo@concept-heidelberg.

e-mai

Reservation Form
+49 622184 44 34

Form

Easy Registration
Reservation
CONCEPT HEIDELBERG
P.O.Box1017 64
69007 Heidelberg
Germany

g

WA/25062018

S 3
_ s _ 2 <
> .
_ o= 03 c? 2 < 2
o 0 = T s U C o) %) - —
< £ 702 L2.<£0 = T < ©
o S o S =% 3 2E = = = i~ -
S < v Q©° Eg5c?S = w 2 e 2 =
© =) o m < — 295 ] [ o0 O =} = =
228 £ 2t “25% ¢ g e . . 2 B3
) >2L 5 Qo< z = s A5 s %
co®2 S5 E =2 o s §G) ; = O=09 IS c
oo ! T O = c 2 c > ] 2 v .. BT = g E
] o ) T = = g © ) Ee] = c 4 = ]
99% MJ_. mS..% Smwmtnm fe ] [>Ye) ‘D nO_mWO m Mee
N . o—_ —
o — = "o Lo Z e L £ ] T >0 wg £S2EBLY £ cgg
= L = ox oS 2 n C 5 c ¢ . ) = € g T c & 52 & © a &
) c < W © == s 0B 8 ) e = | a IS Y i ©c o ¥ k) E=RNa
Yoz = cw > » W%aw,cem £cg2¢ 225 § 8| o= EYen o0 025 L TS
= > e 2 > ] = o c < o ) S o 2 o
ol SIS g »'9 2 2o—7 o =E € ges e S2d | o El2o Y 3o PL2oT ¥ o=
<9 ) N = =2 © SW D wT v ~ S < 9 D O o s > oz ILT=2 = o < = RS
=58 T_gob S QER,ETE6E BEgss %5 /5 S|0% B UsIfg TESL T 3T
Q9 3 S—ER S o L9 — S8 £ Vo Zc g 3= S o= v V8 S| v 2 3 Dy 2= 2 < £ < 8.0 d
3] N = ] - — Vv oW n n © o = == = T | T fantioN| Ol o] < <
f3og $EEgE § wzvoegolifs §|BEEES <38 £/ 2 £| 82 Agpfeacl g5Ig PH-3L
™ [3) = jae} o L] ) = Q ) = 2o = [%2) 3] o
— © - o 9] [9) v o5 L O 0L w = o Q 0 9 > — o =5 O ] o » 0 O *n [SIENG
N oT o = Svoaoc S = £ < o9 g 2 < o c 2 N U © Q. o0~ O < )
C <+ n = 2 [3) =N T _Z .= T = e] c O X O Q © = T — -~ Q = c c — O
Fo~ Po=57 T|LEZE22LECTE BlZsmelce 5 208 S| % 21 €3 Co2Q0908 S:5aQ® sSsTuc
T B = o o< B - E0GS<c-®s s o] £ E 0S.2.20 S| B . c| 2 ] [ 5 - T 7T € ¢ S N £ 55 Yo 0
$ES 2Pt ® Z 0923035 2S22 E 5ol fPE Elobh S & 2|88 53551988 €52E 8232§
] v c 5 > e 08 ® O 8 < e = | 9 { c = O &8N o N S 2o s =20
c2 5 e 2 = 2 T @ o Q= E < S g <'c @ ) c
o = = <€ c £ ' O .= = ) 2l RZ] A “— ] Il o c I o - o = =
$18%5 P 9i55% § 5S55:95sk §|8%s=¥: B 54E 5|2 P55 fos55.8% fZeh feist
Q22 3 1 58Czco & x0<ZorFPESS </ 0cz=32¢ xx|5SE: O|lF Olxs OUasvalfcecsz:r £>3Y=2 £c6=738
*9)ISCAM SIU) UO LWLIOJ 1DBILOD DY) BIA dwil) Aue Je ejep “pred oxe) Jouued NOA §| “dueIeadde-uou Jo uoIER|POUED JO aSED  -Ul ‘S[eIaYew ay d8ueyd 031y By saAIRSaI DYIFTAAITH LdIDNOD
Aw Jo uona[dp 10 UOIDLI0D ‘UONEIYIPOL BY) JOJ S UED | Jey) 210U | ‘B19q|op1aH st uondipsun( jo uno) *Aidde |jeys mej ueunon u1 anp ale $99) aA0qE puk uonensidal Suipuiq e si siy | Juepoduy "% 001 @2U19§u0D 9y} 03 10Ld Y9aM | UIYIM -
(JunyAoeAudTess /310-aoueljdwod-dws-mmm//:dny e Aorjod Aoea (210Z Arenue( Jo sy) j(paWLLUOD 9 JOU [|Im JudwiAed .wu_o>:_ﬁmo 1diaoau 9% (G 2UdId4U0D Y 0} Jotid $yPIM [ [Hun -
-ud ayy os[e 99s) saned paiyy 03 pasopsIp aq jou [im elep [euosiad  jo 1d1vdal) 9duIRU0d oYy Ut 3jedidiped 0} papnus are noA quawiAed Ja)je sABp O] UIYIIM SUOIINPAP INOYIIM d|qeAey JudwiAed Jo suua ‘9% 01 92U12Ju0d aYy) 03 Joud $PaM  [Hun -
AW "S9UO JB|ILUIS 10 JDPIO SIY] YIIM UOIIR| Ul UOITBLLIOUI W PUDS IN0A paAlRDal dAkY oM oYk AJuQ 194 JuawiAed oy apew jou arey ‘uope|[22UEd B 03 aNp uone||dURy) 5994 Sul
>_co___Bm_wm_m_u_wzawu:ou._owmmwuoa pue pa103s si ejep [euossod NOA ji uaAd ‘99) uonelisidal |ny ayy Aed 03 dARY |[IM NOA ‘Sn pawLIojul paLINDUI $)503 19430 Jo sanjeuad aiepre Junoosip 1oy ajqisuodsai aq  -ssaooud Suimoj|oy oy 981eYD ISNW oM A[94RUS [9DUERD 0} dARY NOA §| 7
Aw Jey) 9215€ 0] a1ePAP AQRIdY | YDIYM 10§ 49P.O SIY) JO Suissadoid Suiaey InOyIM JuaAd a3 Je readde Jou op noA ased uj -aSessaw  J0u |IIM DYIFTIAITH LdIDNOD “Pred’saay Jo punyal [|ny e dAId [|IM ‘2w Aue e anSea||0d a3nnsgns e awodjem 03 Addey a1e app °|
oy 1oy ejep Aw asn [im S1qg|aproH 1deouo) “ere(] [euosIag Aw Jo INOA BAIDB1 OM PIYM Je dw Jo Juiod ayy 01 Suipiodde pajendfed  pue 3|qissod e UOOs se Paynou aq ||Im sjURASISl ‘Pa[aoURd B ISNW :suondo om] 9ABY NOA 90UBI9JUOD B} PUSLIE JOULED NOA J|
Suissad01d ayy 1ded0e | quana siy 10y SunialsiSal Aq :Ad1jod Adeand 97 UBY [|IM 99) UOMR|[2OURD SY | “SUNLIM U SN WLIOJUI 0] DABY NOA  JUDAD DU J| JUDAD U [9DUED 0} 10 2D10U INOYLIM S1xeads 10 ‘S101on.1s SUORIPUOD PUE SULID) [RIDUDD)
(ut 11y aseayd) jrew-3 ANVWYID
312q9poH £0069-A
XeJ/auoyd
Y€ ¥ ¥8/1T 79 (0) 617+ Xed
Anunoy 3pop diz AD 92101 %09 "Od
DY1974dIIH LdIDNOD
X0g ‘0'd/199118
(31qea1jdde 1) ‘oN 19paQ aseyoing JquinN d] 1VA SAuedwod anoA ajedipui ased|d ;juepodu]
juswpedag Auedwo)

QUIBLLINS ‘Duwieu 1s1y ‘931 |

SW [ TN O

AueundD ‘uipieg ‘610z Areniqed y1-¢|
‘@aueirjdwo) [e8a1 pue gD :s10eU0)) [edIINIdeWIRY ]

:a19y 1n0 ||y aseajd qy8u ayy uo suon
ﬂ YEVY ¥8 1Y 6V + F (1Iny u1 919]dw0D 95B|J) W10 UOITRAISSIY -eoy109ds oy} Wouy s9IBINSP SSAIPPE-0I-|[Iq Y1 J|



