
SUMMARY CONTENTS

Preface v
Acknowledgements vii
Principal Contributors ix
List of Abbreviations xiii
Contents Contents-1
Table of Cases Tables-1
Table of Legal Instruments Tables-51

PART A

INTRODUCTION

1 Introduction to Agreements in the Bio/Pharma Sector A-1001

PART B

PRECEDENTS

2 Preliminary Agreements B-2001
3 Collaborative Research and Development Agreements B-3001
4 Services Agreements B-4001
5 Clinical Trial Agreements B-5001
6 Product Manufacturing and Supply Agreements B-6001
7 Distribution and Marketing Agreements B-7001
8 Licence Agreements B-8001
9 Assignments B-9001

PART C

GENERAL COMMENTARY

10 Regulations Affecting the Research and Development of

Pharmaceutical Products C-10001
11 Intellectual Property Laws in Europe C-11001
12 Competition Law Issues C-12001
13 Contract Law and Practice C-13001
14 Tax and Currency Issues C-14001

Drafting Agreements in the Biotechnology and Pharmaceutical Industries Contents-1



PART D

MATERIALS

15 Selected EC Competition Law Materials D-15001
16 Website Links to Other Selected Materials D-16001

Index Index-1

Summary Contents

Contents-2 release 0/Mar 09



DETAILED CONTENTS

Preface v

Acknowledgements vii

Principal Contributors ix

List of Abbreviations xiii

Contents Contents-1

Table of Cases Tables-1

Table of Legal Instruments Tables-51

PART A

INTRODUCTION

1 INTRODUCTION TO AGREEMENTS IN THE BIO/PHARMA SECTOR

A. Introduction A.1.01
B. Overview of Legal Framework within Europe A.1.07
C. Regulation of Commercial Activities in Europe A.1.18
D. Types of Agreement, and Commercial Priorities A.1.24
E. How to Use this Book A.1.47

PART B

PRECEDENTS

2 PRELIMINARY AGREEMENTS

Introduction B.2.0
Precedent 2(a) Simple, Non-binding Letter of Intent B.2.a
Precedent 2(b) Preliminary Agreement to allow Research and

Development to Progress during Negotiations B.2.b
Precedent 2(c) Non-binding Term Sheet (Plus Binding Provisions

Relating to Exclusivity and Confidentiality) B.2.c
Precedent 2(d) One-way Confidentiality Agreement B.2.d
Precedent 2(e) Two-way Confidentiality Agreement B.2.e
Precedent 2(f) Material Transfer Agreement B.2.f
Precedent 2(g) Simple Option Agreement B.2.g
Precedent 2(h) Data Transfer Agreement B.2.h

Drafting Agreements in the Biotechnology and Pharmaceutical Industries Contents-3



3 COLLABORATIVE RESEARCH AND DEVELOPMENT AGREEMENTS

Introduction B.3.0
Precedent 3(a1) University Research Agreement B.3.a1
Precedent 3(a2) Research Framework Agreement (Academic Funder) B.3.a2
Precedent 3(b) Research Collaboration Agreement (Academic) B.3.b
Precedent 3(c) Consortium Agreement for EC Framework Programme

7 Research Projects B.3.c
Precedent 3(d) Research Collaboration Agreement (Commercial) B.3.d
Precedent 3(e) Commercial Development and Licence Agreement B.3.e

4 SERVICES AGREEMENTS

Introduction B.4.0
Precedent 4(a) Master Services Agreement B.4.a
Precedent 4(b) Agreement to Develop Manufacturing Process for Clinical Trials B.4.b
Precedent 4(c) Simple Consultancy Services Agreement B.4.c
Precedent 4(d) Agreement with Member of Scientific Advisory Board B.4.d

5 CLINICAL TRIAL AGREEMENTS

Introduction B.5.0
Precedent 5(a) Agreement to Manage Clinical Trials B.5.a
Precedent 5(b) Clinical Trial Investigator Agreement B.5.b
Precedent 5(c) Clinical Trial Agreement for Pharmaceutical and Biopharmaceutical

Industry Sponsored Research in NHS Hospitals B.5.c
Precedent 5(d) Guidance on NHS Clinical Trial Agreement

for Pharmaceutical and Biopharmaceutical Industry Sponsored
Research in NHS Hospitals (2006 Version) B.5.d

Precedent 5(e) Clinical Trial Consent Form B.5.e

6 PRODUCT MANUFACTURING AND SUPPLY AGREEMENTS

Introduction B.6.0
Precedent 6(a) Contract Manufacturing Agreement B.6.a
Precedent 6(b) Licence and Supply Agreement B.6.b

7 DISTRIBUTION AND MARKETING AGREEMENTS

Introduction B.7.0
Precedent 7(a) Product Distribution Agreement B.7.a
Precedent 7(b) Co-Promotion Agreement B.7.b

8 LICENCE AGREEMENTS

Introduction B.8.0
Precedent 8(a) Simple (One-Way) Licence Agreement B.8.a

Contents

Contents-4 release 0/Mar 09



Precedent 8(b) Simple Cross-Licensing Agreement B.8.b
Precedent 8(c) Detailed Licence Agreement B.8.c
Precedent 8(d) Short-Form Licence for Registration with Patent Offices, etc B.8.d
Precedent 8(e) Licence Termination Agreement B.8.e
Precedent 8(f) Extensive IP Warranties for Licence Agreement B.8.f
Precedent 8(g) Special Clauses to Reflect the Technology Transfer Regulation B.8.g

9 ASSIGNMENTS

Introduction B.9.0
Precedent 9(a) Patent Assignment B.9.a
Precedent 9(b) General IP Assignment (including Patents, Copyright, and

Know-how and Materials) B.9.b
Precedent 9(c) Employee IP and Confidentiality Terms B.9.c
Precedent 9(d) Student IP Agreement B.9.d

PART C

GENERAL COMMENTARY

10 REGULATIONS AFFECTING THE RESEARCH AND DEVELOPMENT

OF PHARMACEUTICAL PRODUCTS

A. Introduction C.10.01
B. The Eight Stages in the Drug Discovery and Development Process C.10.08
C. Closing Remarks to the Introductory Section C.10.39
D. The Use of Animals in the Eight Stages of the Drug Discovery and

Development Process C.10.42
E. The Legal Framework Governing the Use of Animals for Research Purposes C.10.48
F. The Use of Human Tissue in the Drug Development Process C.10.106
G. The Legal Framework Governing the Use of Human Tissue for Research

Purposes C.10.112
H. Introduction to Ethics Approval of Research Involving Human Subjects C.10.117
I. Clinical Trials of Investigational Medicinal Products C.10.129
J. Good Clinical Practice C.10.132
K. Good Manufacturing Practice C.10.134
L. The Community Code Relating to Medicinal Products for Human Use C.10.140
M. Regulatory Incentives for Drug Development C.10.206
N. Some Closing Remarks to the Chapter C.10.216
O. Examples of European National Medicines/Medical Devices

Regulatory Bodies C.10.218
P. Examples of Non-European National

Medicines/Medical Devices Regulatory Bodies C.10.219
Q. Glossary—Definitions of Technical Terms etc C.10.220

Contents

Drafting Agreements in the Biotechnology and Pharmaceutical Industries Contents-5



11 INTELLECTUAL PROPERTY LAWS IN EUROPE

A. Introduction C.11.01
B. Types of Intellectual Property in Europe C.11.04
C. Protection of Information C.11.244
D. IP Rights of Employees, Companies, and Universities C.11.327
E. Future Developments C.11.337

12 COMPETITION LAW ISSUES

A. EC and National European Competition Law Issues—Overview C.12.01
B. Technology Licence Agreements, and the EC Block Exemption C.12.104
C. Subcontracting Agreements, Research and Development Agreements,

and the EC Block Exemption C.12.112
D. Distribution Agreements, and the EC Block Exemption C.12.139

13 CONTRACT LAW AND PRACTICE

A. Introduction C.13.01
B. Contract Negotiation and Formation C.13.11
C. Interpretation of Contracts Generally C.13.26
D. Choice of Law and Jurisdiction C.13.41
E. Specific Contract Clauses C.13.49

14 TAX AND CURRENCY ISSUES

A. Introduction C.14.01
B. Value Added Tax C.14.05
C. Income and Corporation Taxes C.14.12
D. Stamp Duties C.14.33
E. Exchange Controls C.14.35
F. The Euro and Other European Currencies C.14.37
G. Currency Conversion C.14.40
H. Interest Rates C.14.43

PART D

MATERIALS

15 SELECTED EC COMPETITION LAW MATERIALS

A. Article 81 of EC Treaty D.15.a
B. EC Block Exemption Regulation for R&D Agreements D.15.b
C. European Commission Guidelines on Horizontal Agreements D.15.c
D. European Commission Guidelines on Technology Transfer Agreements D.15.d
E. European Commission Guidelines on Vertical Restraints D.15.e

Contents

Contents-6 release 0/Mar 09



F. Notice on Agreements of Minor Importance D.15.f
G. Notice on Subcontracting Agreements D.15.g
H. EC Block Exemption Regulation for Technology Transfer Agreements D.15.h
I. EC Vertical Agreements Block Exemption Regulation D.15.i

16 WEBSITE LINKS TO OTHER SELECTED MATERIALS

A. UK Competition Act 1998 and Enterprise Act 2002
B. EC Specialization Agreements Block Exemption Regulation
C. EC Competition Law Material
D. US Hart–Scott–Rodino Antitrust Improvements Act
E. US Antitrust Guidelines for the Licensing of Intellectual Property
F. Japanese Guidelines for the Use of Intellectual Property under the

Antimonopoly Act
G. Korean Guidelines of Reviewing Undue Exercise of Intellectual

Property Rights
H. EC and UK Regulatory Materials on Clinical Trials
I. US Regulatory Materials on Clinical Trials
J. EC Materials on Orphan Drug Status
K. US Materials on Orphan Drug Status
L. Japanese Materials on Orphan Drug Status
M. EC and UK Intellectual Property Legislation and Patent Office Links
N. Other Countries’ Intellectual Property Legislation and Patent Office Links
O. Sources for Double Taxation Treaties
P. Other Tax Legislation
Q. EU Law Generally

Index Index-1

Contents

Drafting Agreements in the Biotechnology and Pharmaceutical Industries Contents-7



Contents-8 release 0/Mar 09




