
Non-Interventional Study NIS) Protocol
Document Number: c32188789-01

BI Study Number:

BI Investigational
Product(s):

Title:

Brief lay title:

Protocol version 
identifier:

Date of last version of 
protocol:

PASS:

EU PAS register 
number:

Active substance:

Medicinal product:

Product reference:

Procedure number:

Marketing authorisation 
holder(s):

Joint PASS:

Research question and 
objectives:





BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

1. TABLE OF CONTENTS

 
  
  
  
  
  
  
  
  
  

  
  

  
  

  
  
  

  
  
  
  
  
  

  
  

  
  

  
  

  
  
  

  



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

  
  
  
  
  

  
  
  
  

  

  
  
  

  
  
  

  
  

  
 

 
  

 
 

  
 

 
  

 
 

  
  
  

 
 



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

 
 



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

2. LIST OF ABBREVIATIONS



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

3. RESPONSIBLE PARTIES

Title Name

4. ABSTRACT

Name of company:

Name of finished medicinal 
product:

Name of active ingredient:

Protocol date: Study number: Version/Revision: Version/Revision date:

Title of study:

Rationale and 
background:



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

Name of company:

Name of finished medicinal 
product:

Name of active ingredient:

Protocol date: Study number: Version/Revision: Version/Revision date:

Research 
question and 
objectives:



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

Name of company:

Name of finished medicinal 
product:

Name of active ingredient:

Protocol date: Study number: Version/Revision: Version/Revision date:

Study design:

Population:



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

Name of company:

Name of finished medicinal 
product:

Name of active ingredient:

Protocol date: Study number: Version/Revision: Version/Revision date:

Variables:



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

Name of company:

Name of finished medicinal 
product:

Name of active ingredient:

Protocol date: Study number: Version/Revision: Version/Revision date:

Data sources:

Study size:

Data analysis:



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

Name of company:

Name of finished medicinal 
product:

Name of active ingredient:

Protocol date: Study number: Version/Revision: Version/Revision date:

Milestones:

5. AMENDMENTS AND UPDATES



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

6. MILESTONES

Milestone Planned Date

7. RATIONALE AND BACKGROUND



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

8. RESEARCH QUESTION AND OBJECTIVES

9. RESEARCH METHODS

9.1 STUDY DESIGN

9.2 SETTING

,



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

9.2.1 Study sites

9.2.2 Study population





BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

9.2.4 Study discontinuation

9.3 VARIABLES

9.3.1 Exposures

9.3.2 Outcomes



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

9.3.3 Covariates

 



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

Letter Clinical Characteristic Score



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

Letter Clinical Characteristic Score



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

9.4 DATA SOURCES

9.5 STUDY SIZE

9.6 DATA MANAGEMENT



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

9.7 DATA ANALYSIS

9.7.1 Main analysis



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

9.7.3 Handling of missing data

9.8 QUALITY CONTROL

9.9 LIMITATIONS OF THE RESEARCH METHODS



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

9.10 OTHER ASPECTS

9.10.1 Data quality assurance

9.10.2 Study records



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

10. PROTECTION OF HUMAN SUBJECTS

10.1 STUDY APPROVAL, PATIENT INFORMATION, AND INFORMED 
CONSENT



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

10.2 STATEMENT OF CONFIDENTIALITY

11. MANAGEMENT AND REPORTING OF ADVERSE 
EVENTS/ADVERSE REACTIONS

11.1 DEFINITIONS OF ADVERSE EVENTS

-
-
-



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

-
-
-



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

11.2 ADVERSE EVENT AND SERIOUS ADVERSE EVENT COLLECTION 
AND REPORTING

a reasonable causal relationship 
consistent with the known pharmacology 

attributed to the drug class
plausible time to onset of the event 

event is reproducible 
No medically sound alternative etiologies 

drug-related and infrequent in the general population

no reasonable possibility of a causal relationship 



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

serious ADRs



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

AEs with fatal outcome 

non serious ADRs

 

-
-

serious ADRs

AEs with fatal outcome

non-serious ADRs



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

11.3 REPORTING TO HEALTH AUTHORITIES

12. PLANS FOR DISSEMINATING AND COMMUNICATING
STUDY RESULTS

13. REFERENCES

13.1 PUBLISHED REFERENCES

.

.

.

.



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

.

.

.

.

.

.

.

.

.

.

.

.

.

13.2 UNPUBLISHED REFERENCES



BOEHRINGER INGELHEIM Group of Companies
NIS Protocol

ANNEX 1. LIST OF STAND-ALONE DOCUMENTS

Number Document
Reference 
Number

Date Title

ANNEX 2. ENCEPP CHECKLIST FOR STUDY PROTOCOLS

ANNEX 3. ADDITIONAL INFORMATION




