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Introduction
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Background
Post Marketing Surveillance (PMS) in Novartis
 A huge number of resources to check data collected over long time/consistency 

between TFLs*
• Especially, responsibility to assure data quality is concentrated on DM

 A lack of environment to check data for colleagues other than Statistician and 
Programmer

 Efficient use of PMS data (effectively obtain some insights ...etc...)
Figure Table Listing

4 *  TFL: Table, Figure and Listing 
** BI: Business Intelligence

BI** tool supports us to meet our requests



Within 
3 mons.

What is “PMS”?
“Application for approval” ~ “Notification of Re-examination results”
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Re-examination Period
4~10 years

1 ~ several years
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Risk Management Plan in Japan (J-RMP)
with Protocol of studies

PMDA

MHLW

PMS preparation/execution Re-examination ApplicationPlanning

Periodic Safety Reports

• Reporting frequency
 First 2 years ：every 6 months
 After the 3rd years：every year

【PMS: Post-marketing Surveillance】
• One of additional 

pharmacovigilance activities
• According to GPSP



What is “PMS”? (cont.)
Data cut off ~ Report to PMDA（Periodic Safety Reports/ CSR）
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Data cleaning
(1 month)

Analysis
(2~3 weeks)

Reporting
(2~3 weeks)

• Identify, discuss and 
response to irregular 
data （update ADS spec* 
as needed）

• Preparation external data

• ADS spec is started a 
little early and finalized 
during this period at the 
latest

• Draft and finalize ADS 
and TFLs based on 
fixed data

• Draft, review and 
finalize the report
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• Follow the deadline of report to PMDA strictly
• Limited amount of time to prepare each report
• Much time to discuss handling of irregular/ inconsistent data

Within 3 months

* Analysis data specification 



What is & Why “Spotfire"?
 Data analytics & Visualization platform provided by TIBCO
 Version 11.4.3 is used in Novartis

 Easy to implement & handle visualizations
 Basically, Non-programming
 Easier data linkage and filtering to data review

 Useful communication tool between project members
 Share dashboards with members via browser (e.g., Edge)
 Discuss with members interactively looking at the visualizations

https://www.tibco.com/products/tibco-spotfire7

http://www.tibco.com/products/tibco-spotfire
http://www.tibco.com/products/tibco-spotfire


Visualization for PMS Data
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Advantages for PMS Data Visualization
 Intuitively understand the large amount of data collected over a long duration
 Ease of periodic data update
 Check the multiple data sources at the same time （e.g., Demo, AE, Lab）
 Easy to identify correlation between data and trends
 Identify and discuss irregular data affect the analysis before the data cut-off (earlier)

 Check PMS data by members who usually have few opportunities to access 
the data directly
 Reduce lost time to understand the data by check individually

• Decrease the number of inquiries to DM/ Stat/ Programmer from project members
 Find discrepancies in data and submit queries to sites earlier during long-term PMS

• Understand the data from several perspectives (e.g., clinical view)
 Promote proper use of medicines in a timely manner by obtaining the insight 

9



PMS Data review

TLFs

Raw data

Analysis datasetsExternal file

Spotfire

【Conventional process】
• At periodic Safety Reports/ CSR 

（= every 6 months or 1 year）
• Confirm data collected up to that point

【Support process】
• Periodic data review
• Every 1 or several months 

(1 hour/time)

・・・

 Ease the burden of usual review 
 Improve the quality of PMS data and TFLs
 Promote proper use of medicines

• Early identification & resolution of data 
issues

• Early discussion of irregular data 
handling

• Timely understanding of drug utilization



Main Usage 
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• Status of each survey
 Enrollment, Discontinuation, SAEs...

• AEs summary
• Regular data check

 Abnormal, Inconsistent and unexpected data
• Proper use of medicines
• Quick review for selected subjects for PMDA 

Inspection ...etc...

Dummy data



Demonstration
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Summary
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Conclusion
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PMS data-visualization by Spotfire
Intuitive understanding of the data 

Common view of target data among project members

Efficient use of PMS data 

• Grasp and promote the status of enrollment and CRF collection
• Promote proper use of medicines

• Understand appropriately and quickly a large amount of data collected 
over a long duration 

• Improve the quality of deliverables by early identification & resolution 
of data issues 

• Reduce the number of TFLs



Future plan
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• Pilot in PMS
Actual use of Spotfire dashboards within some Post-marketing surveys
Discuss an effective introduction of the support processes based on feedback

• Capability building in developing/utilizing BI tool such as Spotfire
Internal training（Hands-on）
Arrangement of manuals including dashboard preparation methods
Communicate with experts through Teams

• Increasing awareness and motivation of Data visualization
Promote of effective use of BI tool
（e.g., Introduction case studies, Classroom session）
Have users acquire literacy in handling and reviewing of outputs from BI tool 



Thank you
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