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“A stitch in time saves nine”

– Programming perspective
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Theme: Faster access to new Medicine – cutting down 

the development life cycle by 25%: Is that a dream or a 

reality?
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DISCLAIMER
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Content, Views and Opinions expressed in this 

presentation are solely of the Author/s & Presenters

and do not necessarily represent official policy or 

position or views of BAYER.

Many of the pictures shown in the presentation are 

from Internet



Introduction ( 1 of 2)
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Rising Demands:

Customer/Social needs

Health Authorties / Governments

Cost and Quality

Advanced Technologies:

Digitalization (AI,ML,RPA,IOT, 

Cloud,etc.,)

Less cost tools & Open source 

technologies

Threats:

Competition

Expanding markets

Operational Excellence: Sustainable improvement of outstanding performance & Innovations

Every stage of Drug Development process

Drug development is a highly-regulated, long and costly endeavour with a 

low probability of success



Introduction (2 of 2)
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When?



Ask why?

Case-Study 1: Why So many Interim Analysis?
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5 Year Study

150

~

Interim Analysis per year

outputs

4

3 FTE dedicated

3 Internal + 1 external

Dynamic Dashboards

for Internal + Excel 

reports
(also helped in Data Cleaning)

Reduction: 

Biometrics (Stat, 

Programming, DM) effort

Resource Utilization

DM -> Less 

Snapshots/DBL

Time and Cost

Etc.,



Case-Study 2: Challenge Status Quo?
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Established Medicine:

wants to understand

42 AEs  *  5 Studies

1 Table Only Frequency 1 Week + 0.5 FTE

210 Tables*

3 Months + 2 FTE



Case-Study 3: 

Data Issues: Collaborative effort b/w DM & Programming
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B2B (Business to Business) B2C (Business to Consumer)

Business is done between companies (product

 product)

company sells goods/products directly to the 

final consumer

The customers are business entities The customer is a consumer

Strong collaboration necessary Focus towards consumer

Assume* BUSINESS TO BUSINESS MODEL

Data Management Stat. Programming

End user/final responsible person for 

product delivery 

Knows the source datasets well

Knows/aware various data issue and 

its impact in results

Etc.,

Blame (or) Collaborate?

Quality of Source Data

Is it considered as overloaded to Programming?

Is it considered as taking DM’s responsibility?

2 days effort 

might 

save

>2 months of time



Case-Study 4: Terminated clinical trial
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10 Patients

Cancer Trial

Terminated

Due to 

recruitment
Short Close 

Out CSR

190+ outputs 30+ domains

30+ ADS

10 ADS 1   40 TLFData in Excel



cutting down by 25%: Is that a dream or a reality?

Potentials options: 
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Dream 

or 

Reality

?

Process Improvments:

Application of Sixsigma : Eliminating waste 

TIMWOODS method

(Transportation, Inventory, Motion, Waiting, Over-

production, Over-processing, Defects, and Skills )

Technology Development:

Explore new technologies

Look for options/open sources

AI/ML/RBA/digital

Measurements:

“Measurement is the first step that leads 

to control and eventually to improvement. 

If you can’t measure something, you can’t 

understand it. If you can’t understand it, 

you can’t control it. If you can’t control it, 

you can’t improve it.”

- H. James Harrington, Author & Management Mentor

People Development: (Unleash the power 

of poentials)

Leadership/People Manager:

Six-Sigma; reverse mentoring; 

technology awareness

Associates: 

Embrance changes (technology, 

business strategy, processes); 

Solve problems (opportunity)

Work towards First Time Right

Training on Quality review 

“Learning through networking”

Collaboration:

Within organiztion/functions/Institutions

Health Authorties

Connect with Social forums (PhUSE, 

CDISC, etc.,)

The best investment today would be 

to invest in themselves and getting 

trained on the technologies for the 

future such as Data Science.

Data Sciences in 

Drug Development : 

- Leverage data 

http://www.qualitygurus.com/gurus/list-of-gurus/h-james-harrington/


Conclusion:
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Contact
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NAME:    JAYAPANDIAN  N

Position: Group Leader Statistical Programming

Site Lead – DSA (Data Sciences and Analytics )

Phone:

e-mail:

+91 – 77021-64449

n.jayapandian@bayer.com
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Thank you!

Bye-Bye


