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Beyond)
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(Regulatory process and strategy)
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2019 SAPA Annual Conference

JLHRIKESEE, 2019 FE3EHE
2R 25t (SAPA) 58 27 J@EAT 9
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D128 00, SAPA 1E b2 i K9 fE
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M=oy BT, NSRS MRS R 2 A I
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Pharmaceutical
R&D, Regulation,
and Beyond
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Innovations in FDA help move
pharmaceutical industry forward
An interview with Dr. Lawrence Yu: the 2019 SAPA
Distinguished Achievement Award winner

The 2019 SAPA Annual Conference was held on
September 27th-28thin Somerset, New Jersey, attracted
professionals from academia, pharmaceutical industry, and
regulatory agencies. The SAPA Distinguished Achievement
Award was established to recognize and promote outstanding
leaders who made a significant impact on the biomedical and
pharmaceutical industries. One of the two awards this year

was presented to Dr. Lawrence Yu, FDA Director of the Office
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of New Drug Products, for his achievement in promoting
innovation and advancement of the regulatory system of the
FDA. Dr. Yugave a presentation about the evolving regulatory
landscape of pharmaceutical quality. Our SAPA reporter team
interviewed Dr. Yu about his life journey from China to the
US, how he made important career decisions, the innovations
he brought to the FDA regulatory platform and suggestions for

career development for SAPA members.
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Dr. Lawrence Yu (center), the 2019 SAPA Distinguished
Achievement Award winner with 2018-2019 SAPA President Dr. Jian
Liu (left) and Dr. Charles Wang (right), Chairman of SAPA Board of

Directors

SAPA: You used to be a Ph.D. student at Zhejiang
University in China back in the late 1980s, but later decided to
study in theU.S. How did that choice affect your career?

Lawrence: That choice impacted my career
significantly. When I was young, I dreamed to be an
entrepreneur, and that was why I studied Chemical
Engineering at Zhejiang University. I luckily got a chance to
visit the US, where I saw many opportunities in the IT and
pharmaceutical fields. I decided to change my major from
Chemical Engineering to Pharmaceutical Science. This is a
risky, yet best decision I made for myself. That being said, I
never thought I would be a government officer (Laugh).

SAPA: With an increasing volume of new applications
each year, what is the FDA’ s approach to reducing time while
ensuring product quality?

Lawrence: First, we adopt a risk-based approach.

Applications go through initial risk assessment and the
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regulatory assessment is based on the risk. Second, we
emphasize expertise to ensure the quality of assessments. This
team-based approach is called Integrated Quality Assessment.
Currently, we have been introducing KASA (Knowledge-
aided Assessment &Structured Application) platform to
further improve efficiency. Instead of reviewing an application
material with 200-300 pages, reviewers will use their
fingertips to quickly search comprehensive information in
the database. KASA aims to achieve and utilize Automation,

Digitalization, and Artificial Intelligence.

SAPA: Speaking of Al, nowadays, machine learning is
a wave in the world. How do you think machine learning has
affected our daily life and the pharmaceutical industry?

Lawrence: Thirty years ago, [ wrote letters when
communicating with my family in China, because a phone
call was too expensive, like 50 dollars every 10 minutes.
Nowadays, communication is much easier, and your
smartphone can store tons of data, more than a desktop 30
years ago. I truly believe that machine learning will make
a huge difference in ten years. I believe much labor can be
replaced by automated robots. Machine learning has impacted
drug discovery, manufacturing, and regulation. For example,
the FDA switched from paper-based to electronic applications
and recently adopted machine learning in the review process.
I suggest that young people and startups should embrace the

wave of Industry 4.0.

SAPA: SAPA just presented you the Distinguished
Achievement Award, how do you feel about it?

Lawrence: I truly appreciate that SAPA presented
me with this award. SAPA is the biggest Chinese American
pharmaceutical association in the U.S. I am amazed that there
were about 800 people registered for this conference. Clearly,
the organization committee and all volunteers have done a

fantastic job.

SAPA: We all know that you have connections with
many other associations, could you provide some advice for
SAPA to be more influential?

Lawrence: SAPA really has done a very good job of
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connecting basic science to the advanced technology arena.
One suggestion is to focus more on leadership development.
We Chinese Americans are very good at reasoning and basic
research, but many of us can pay more attention to innovative
leadership and risk-taking spirits. I know that SAPA has a
leadership discussion panel, and I think you could emphasize

that panel in the future.

SAPA: As a person at this level, do you have any
suggestions for career development for young SAPA
members?

Lawrence: I’ d like to say don’ t be afraid to take risks.
When you are young, mistakes won’ t cause huge problems,
because you don't have that much to lose. When I came to the
U.S., I was almost 26 years old. My teachers back in China
never understood why I decided to change my major, but I
was fearless because I was young. Life is a process and it is an

experience that makes you different. No matter you are rich or

poor, it doesn’ t matter by the day when you leave the world.
I strongly encourage young people to take risks and embrace

potential opportunities.

SAPA: How could we distinguish ourselves from big
organizations, such as the FDA and big pharmaceuticals?

Lawrence: From my experiences, to distinguish
yourself, you first need to be innovative and don’ t only
follow what other people tell you to do. If you do exactly what
other people do, there is no difference in for 20 years. Then,
you observe the situation and think about the alternatives,
be diplomatic. Remember to never be afraid of sharing your
ideas with your supervisor. Always be open-minded, positive
and determined. Finally, don’ t always think about yourself,
because the interest of the organization is the priority. If your
organization is successful, you will be successful. Think about

the overall picture and a higher level.

Dr. Lawrence Yu (2nd from the left) with the SAPA volunteers

Lawrence X. Yu, Ph.D., is the Director, Office of New Drug Products, Food and Drug Administration. Dr. Yu created the Question-

based Review, defined the Pharmaceutical Quality by Design (QbD), inaugurated the FDA modern review system - Integrated Quality

Assessment (IQA), initiated the FDA Emerging TechnologyTeam (ETT) program, developed the FDA historic concept of operations

agreement to integrate review and inspection, and originated the Knowledge-aided Assessment and Structured Applications (KASA)

initiative. Dr. Yu is also an adjunct professor at the University of Michigan. His compartmental absorption and transit (CAT) model has laid

the foundation for the commercial software, GastroPLUSTMand Simcyp®, which are being widely used in the pharmaceutical industry.

Dr. Yuis a fellow and the past section Chair of the American Association of Pharmaceutical Scientists and an Associate Editor of the

AAPS Journal. Dr. Yu has authored/coauthored over 150 papers and given over 300 invited presentations. He is a co-editor of the books

“Biopharmaceutics Applications in Drug Development”, “FDA BioequivalenceStandards”, and “Developing Solid Oral Dosage Forms:

Pharmaceutical Theory and Practice,2nd Ed.”
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