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NON-INTERVENTIONAL (NI) FINAL STUDY REPORT 

Study Information

Title A Retrospective Database Study to Evaluate 
Rates of Influenza and Related Diagnoses 
between Patients Treated with Tofacitinib 
and Other Systemic Therapies within 
Cohorts of RA, PsA, and UC Patients: A 
Post-Authorization Safety Study of 
Tofacitinib

Protocol number A3921383

Version identifier of the final study report 1.0

Date 10 February 2023

EU Post Authorization Study (PAS) 
register number

EUPAS39242

Active substance L04AA29

Medicinal product Xeljanz (tofacitinib)

Research question and objectives The research question addressed by this 
study is: 

What are the frequencies and incidence rates 
of influenza and influenza like illness and 
the frequencies and incidence proportions of 
influenza-related clinical outcomes,
including mortality, among persons 
prescribed Xeljanz or other systemic 
therapies among cohorts of patients with 
RA, PsA and UC? 

Objectives:

To describe demographics and clinical 
characteristics of RA, PsA, and UC patient 
cohorts overall and within each treatment 
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Appendix 5. SAMPLE CASE REPORT FORM (CRF) / DATA COLLECTION TOOL 
(DCT))

Not applicable.

Appendix 6. SAMPLE STANDARD SUBJECT INFORMATION SHEET AND 
INFORMED CONSENT DOCUMENT (ICD)

Not applicable.

Appendix 7. LIST OF SUBJECT DATA LISTINGS

Appendix 7.1 Withdrawn Subjects

Not applicable.

Appendix 7.2 Protocol Deviations

May be applicable.

Appendix 7.3 Subjects Excluded from the Analysis

Not applicable.

Appendix 7.4 Demographic Data

Not applicable.

Appendix 7.5 Medication/Treatment Data

Not applicable.

Appendix 7.6 Endpoint Data

Not applicable.

Appendix 7.7 Adverse Events

Not applicable.

Appendix 7.8 Laboratory listings

Not applicable.

Appendix 8. ADDITIONAL DOCUMENTS

Not applicable.





Xeljanz (tofacitinib)
A3921383 NON-INTERVENTIONAL STUDY REPORT
10 February 2023

PFIZER CONFIDENTIAL
CT24-WI-GL15-RF02 2.0 Non-Interventional Study Report Template 01-Jul-2019 

Page 10 of 85

2. LIST OF ABBREVIATIONS

Abbreviation Definition
AE adverse event
bDMARD biologic disease modifying antirheumatic drug
CI confidence interval
CKD Chronic Kidney Disease
COPD Chronic Obstructive Pulmonary Disease
COVID-19 Coronavirus Disease 2019
CPT current procedural terminology 
CVA cerebrovascular accident
csDMARD conventional synthetic disease modifying 

antirheumatic drugs
DMARD disease modifying antirheumatic drugs
DVT Deep vein thrombosis
EHR electronic health records
EMA European Medicines Agency
ENCePP European Network of Centres for 

Pharmacoepidemiology and Pharmacovigilance
EU European Union
GPP Guidelines for Good Pharmacoepidemiology 

Practices
HCPCS Healthcare Common Procedure Coding System
HD Heart disease
HIPAA Health Insurance Portability and Accountability Act
HIV Human immunodeficiency virus
IBD Irritable bowel disease
ICD-9-CM International Classification of Diseases, 9th Revision, 

Clinical Modification
ICD-9-PCS International Classification of Diseases, Ninth 

Revision Procedure Classification System
ICD-10-CM International Classification of Diseases, 10th

Revision, Clinical Modification
ICD-10-PCS International Classification of Diseases, 10th

Revision Procedure Classification System
ICMJE International Committee of Medical Journal Editors
IEC Independent Ethics Committee
IHD Instance Health Data
IL-6 interleukin 6
ILD Interstitial lung disease
ILI Influenza like illness
IRB Institutional Review Board
ISPE International Society for Pharmacoepidemiology
JAK janus kinase
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