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Disclaimer

The views expressed in this talk represent 
my opinions and do not necessarily 

represent the views of the FDA.

2



3

Dr. Wenny Du, MS, PhD
Deputy Director CMC, Global 
Regulatory Affairs at Bayer 

HealthCare

Adria Tyndall, MS RAC 
Regulatory Research 
Manager at Perrigo 

Company plc

With Special Thanks!



4

Value
• noun The regard that something is held to 

deserve; the importance, worth, or usefulness 
of something.
– ‘your support is of great value’

www.fda.gov
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The Value of Planning; Planning for Value

It is sometimes not so important what you think , 
but that you think about it.
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Multiple Faces of the Target Product 
Profile

www.fda.gov
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Guidances and Literature on Target 
Product Profiles and Associated Topics
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Sample of the QTPP 
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[INSERT STORY HERE]
Oh no…not 
another 
story



12

A History of Multi-Attribute Optimization

“The Physiology of Taste”
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Optimization in the Real World
…Control of surface moisture content can significantly reduce the 
growth of microorganisms and the rate of deteriorative reactions, 
thereby increasing the storage stability of foods (Kester and 
Fennema, 1986)…Edible films and coatings with good water and/or 
oxygen barrier properties are usually not adequate by themselves to 
retard microbial growth. Therefore, the incorporation of 
antimicrobial agents into edible coating formulations is needed to 
obtain stronger inhibitory effect against microbial growth
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Process Analytical Technology

www.fda.gov
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Benefits of ‘Quality by Design’

www.fda.gov
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Making Use of Attributes

www.fda.gov

The low case may be 
the same or reasonably 
lower than the GS if 
there are other 
attributes in favor of 
your drug

You may not want any 
of a particular GS 
attribute, even in the 
low case

It is not uncommon to 
incorporate intellectual 
property positions in 
the TPP

Differences in numerical 
results are tricky to 
assign; be reasonable; 
What is clinically 
significant?

Same point as efficacy; 
This is my common 
tolerability strategy
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Actual TPP Use Patterns

www.fda.gov
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Regulatory TPPs: Under- and Misused!

www.fda.gov
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Benefits of ‘Development by Design’

www.fda.gov
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Making Use of Attributes

www.fda.gov
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The Present and Future of          
Optimizing Drug Development

https://www.jliedu.com/blog/

…next generation, utility functions 
containing BOTH efficacy and safety?
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Optimizations are Possible in 
Development



23

Why Johnny Can’t ‘Adapt’

Text from recent publication on 
optimizing trial design
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HOW & WHEN                 
TO USE YOUR PLANS
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Once a drug is synthesized*, its fate is sealed!

* + formulated
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Lead Development Candidate Screening

www.fda.gov
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Opportunities to Evaluate Value

BEYOND ACHONDROPLASIA Growing together with Clara
http://www.beyondachondroplasia.org/blogue/language/en/

Design 
TPP

Nonclinical 
Go/NoGo

Phase 3 / Reg 
Go/NoGo

Phase I 
Go/NoGo

Phase II 
Go/NoGo

http://www.beyondachondroplasia.org/blogue/language/en/
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Summary and Conclusions
• Proactive incorporation of optimized development 

features is the current standard in Quality aspects 
of drug development; 
– trial and program design will benefit from this 

methodology
• Planning and testing for trial and program design 

should begin before the candidate is nominated;
• Sponsors, CROs, and Regulators need to familiarize 

with the ‘language of planning’ and recognize the 
needs of other stakeholders
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