
Guidance for Industry 
E6 Good Clinical Practice: 
Consolidated Guidance 

ICH 
April 1996 

Sandoz Inc. 
Exhibit 1049-0001 

Teva – Fresenius 
Exhibit 1049-00001

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Guidance for Industry 
E6 Good Clinical Practice: 
Consolidated Guidance 

Additional copies are available from: 

the Drug Information Branch (HFD-21 
Center for Drug Evaluation and Research (CDER), 

5600 Fishers Lane, Rockville, MD 20857 (Tel) 301-827-4573 
http://www.fda.gov/cder/guidance/index.htm 

or 

Office of Communication, 
Training, and Manufacturers Assistance (HFM-40) 

Center for Biologics Evaluation and Research (CBER) 

1401 Rockville Pike, Rockville, MD 20852-1448, 
http ://www. fda.gov/cber/guidelines.htm 

(Fax) 888-CBERFAX or 301-827-3844 

(Voice Information) 800-835-4709 or 301-827-1800 

U.S. Department of Health and Human Services 
Food and Drug Administration 

Center for Drug Evaluation and Research (CDER) 
Center for Biologics Evaluation and Research (CBER) 

April 1996 
ICH 

Sandoz Inc. 
Exhibit 1049-0002 

Teva – Fresenius 
Exhibit 1049-00002

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Table of Contents 

INTRODUCTION .......................................................... 1 

1. GLOSSARY ......................................................... 1 

2. THE PRINCIPLES OF ICH GCP ......................................... 8 

INSTITUTIONAL REVIEW BOARD/INDEPENDENT ETHICS COMMITTEE 

(IRB/IEC) .......................................................... 10 

3.1 Responsibilities ................................................. 10 

3.2 Composition, Functions, and Operations .............................. 11 
3.3 Procedures .................................................... 12 

3.4 Records ...................................................... 13 

INVESTIGATOR .................................................... 13 

4.1 

4.2 

4.3 

4.4 

4.5 

4.6 

4.7 

4.8 

4.9 

4.10 

4.11 

4.12 

4.13 

Investigator’s Qualifications and Agreements .......................... 13 
Adequate Resources ............................................. 14 
Medical Care of Trial Subjects ..................................... 14 

Communication with IRB/IEC ..................................... 15 
Compliance with Protocol ........................................ 15 
Investigational Product(s) ......................................... 16 
Randomization Procedures and Unblinding ............................ 16 
Informed Consent of Trial Subjects .................................. 17 
Records and Reports ............................................ 21 

Progress Reports ............................................... 22 
Safety Reporting ................................................ 22 
Premature Termination or Suspension of a Trial ........................ 23 
Final Report(s) by Investigator/Institution ............................. 23 

SPONSOR .......................................................... 24 

5.1 

5.2 

5.3 

5.4 

5.5 

5.6 

5.7 

5.8 

5.9 

5.10 

Quality Assurance and Quality Control ............................... 24 
Contract Research Organization (CRO) .............................. 24 
Medical Expertise ............................................... 24 
Trial Design ................................................... 25 
Trial Management, Data Handling, Recordkeeping, and Independent Data 

Monitoring Committee ........................................... 25 
Investigator Selection ............................................ 27 

Allocation of Duties and Functions .................................. 27 
Compensation to Subjects and Investigators ........................... 28 
Financing ..................................................... 28 
Notification/Submission to Regulatory Authority(ies) .................... 28 

Sandoz Inc. 
Exhibit 1049-0003 

Teva – Fresenius 
Exhibit 1049-00003

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


5.11 

5.12 

5.13 

5.14 

5.15 

5.16 

5.17 

5.18 

5.19 

5.20 

5.21 

5.22 

5.23 

Confirmation of Review by IRB/IEC ................................ 28 
Information on Investigational Product(s) ............................. 29 
Manufacturing, Packaging, Labeling, and Coding Investigational ........... 29 
Supplying and Handling Investigational Product(s) ...................... 30 

Record Access ................................................. 31 
Safety Information .............................................. 31 

Adverse Drug Reaction Reporting .................................. 31 
Monitoring .................................................... 32 

Audit ........................................................ 36 
Noncompliance ................................................. 37 
Premature Termination or Suspension of a Trial ........................ 37 
Clinical Trial/Study Reports ....................................... 37 

Multicenter Trials ............................................... 37 

CLINICAL TRIAL PROTOCOL AND PROTOCOL ......................... 38 

6.1 

6.2 

6.3 

6.4 

6.5 

6.6 

6.7 

6.8 

6.9 

6.10 

6.11 

6.12 

6.13 

6.14 

6.15 

6.16 

General Information ............................................. 38 
Background Information .......................................... 39 
Trial Objectives and Purpose ...................................... 39 
Trial Design ................................................... 39 
Selection and Withdrawal of Subj ects ................................ 40 
Treatment of Subjects ............................................ 40 
Assessment of Efficacy ........................................... 41 
Assessment of Safety ............................................ 41 
Statistics ...................................................... 41 
Direct Access to Source Data/Documents ............................. 42 
Quality Control and Quality Assurance ............................... 42 
Ethics ........................................................ 42 
Data Handling and Recordkeeping .................................. 42 
Financing and Insurance .......................................... 42 
Publication Policy ............................................... 42 
Supplements ................................................... 42 

INVESTIGATOR’S BROCHURE ........................................ 42 
7.1 

7.2 

7.3 

7.4 

7.5 

Introduction ................................................... 42 

General Considerations ........................................... 43 
Contents of the Investigator’s Brochure .............................. 44 
Appendix 1 .................................................... 48 
Appendix 2 .................................................... 49 

ESSENTIAL DOCUMENTS FOR THE CONDUCT OF A CLINICAL TRIAL ..... 50 

8.1 Introduction ................................................... 50 

8.2 Before the Clinical Phase of the Trial Commences ...................... 51 

Sandoz Inc. 
Exhibit 1049-0004 

Teva – Fresenius 
Exhibit 1049-00004

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


8.3 

8.4 

During the Cfinical Conduct of the Trial .............................. 55 
After Completion or Termination of the Trial .......................... 58 

Sandoz Inc. 
Exhibit 1049-0005 

Teva – Fresenius 
Exhibit 1049-00005

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


