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‘“We are Keen to Use the Brain
Power of India for Innovation’

Dr Paul Stoffels, chief scientific officer at
Johnson & Johnson, is most recognised inthe
global drug industry for his contributionsin
bringing to market a broad range of latest
generationanti-HIV drugs. Stoffels, who is also
the worldwide chairman of the USdrug
major’s pharmaceuticals group, wasinIndia
recently to take stock of his company’s
operations. Inaninterview with ET’s Vikas
Dandekar and Divya Rajagopal, he talked
about J&J's interestindoingmoreinIndia and
how its clinical development programme in
the country is back on track after it was scaled
back for acouple of years. Edited excerpts:

How do youlook at India in terms of your
global research programmes?

Atthe moment we don'thave any integrated
researchactivity inpharmaceuticals inIndia.
Butwehavealotofactivities here which
supports our global product development.
Wehave ananalytical development centre
hereanda verysignificantclinical
development group here. Unfortunately, for
some time we had to slow down (clinical
development) due to the government
regulations which were very challenging for
usasaninternational company. But now we
arestartingthat. We are goingto include
India againintoour international studies, but
itwas unfortunate that we had tostop
initiating those studies. We also work with
several different groups inIndia. Within
those companies, we have specific people
workingonly forus and organised inaway
that they interact with us directly worldwide.
Wehave 2,300 peoplein data management
and around 800 people in medical writing
supportingour globalclinical activities. We
alsohave 1,300 people supporting our global
safety programs. We are doing selective
collaborations here, which was more intense
some years ago. Westillhave collaborations
with chemical groups, for synthesising
molecules ondoing basic research.

e ON CLINICAL TRIALS

If we have a goodregulator,
we canwork together
inaccelerating our

clinical development

What we doinbedaquiline in tuberculosis
shows we are going to go very muchinapplied
research, where at the same time we can work
ondiagnosticstoscreen people and look for
ways to optimise outcome on what we bring,
especially withnew combinations. We are
looking at how we can bring new combinations
for multi-drugresistance TB. We are going to
work inthe same way for HIV drugsin
combinationtherapies with local partners.

| am convinced that we should do more here.
Ifwe have agood regulator, we can work
together inaccelerating our clinical
development. If we gofromlabto
first-in-humans, it is very important to do the
translational medicine and pharmacological
work, whichare the critical steps in product
development. | will be definitely back withmy
team and look into how we can reinvigorate
our functions here. We are keento use the
brainpower of the countryanduseitasa
source of innovation. India should be able to
create a California-like attitude and support
entrepreneurship. Why not?
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What has changed for you from the time
you scaled back your clinical activities
here?
| do not know the full details, but what had
happened is that we were made responsible
for thelife-long follow up of a patient after
clinicaltrials for whatever happened as part
of adisease. Thatis avery challenging
situation. Letus say if you doclinical trials for
ananti-fungal that a patient needs for afew
weeks and theninthat language, if itis said
that we are to be responsible life-long for
that specific period, that was difficult to
handle because of the risk and the burdenon
the company to do that. | think many
companies stopped doing clinical trials
because of the uncertainties involved.
Nobody is to be blamed, but I think
everyone underestimated the consequences
of this inthe country. We have come to
reasonable terms now with the government
on how that should happen. We are
responsible for everything that we dotothe
patientsinthetrials and if there is anything
wrong we cover themby insurance. But to be
responsible to the patient thatis unrelated to
what we do, thatis a bigchallenge to the
company. There were no cases where
anybody sued us but legally it made us think
twice and we are back on track now.
Wehaveseeninthelast year thatthereisa
very good understanding that when we bring
drugs that contributes to the benefits of
medical care, the regulator wants to get it
approved. That time frame is now faster and
that gives confidence to the global team that
the regulators understand the issues. We
have lined up three to four clinical
programmesalready. When we restart, asin
any system, we have towait and watcha
little and understand and then the floodgates
canopen. Our drugs like Imbruvicaand
Sirturohave beenapproved inafairly quick
time. Qur discussions with senior
governmentrepresentativesinindiahave
been very positive and they want to
understandif wecanfill a genuine medical
need. | like that and that should be the focus.

Attherecent WEF in Davos the issue of
global anti-microbial resistance was
discussed at great length. How are we
movingonthat issue giventhe serious
situation?

The issue of antimicrobial resistance has
come because of the excessive use of
antibiotics. Inuncontrolled or partial
regimens that builds resistance, the
antibiotics will fail. Few things need to
happen like faster and simpler diagnostics
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stage. We use three different mechanisms.
We have somethingcalled J-Labs that are
incubators andinfive such fully equipped
labs we are hosting 100 biotech and
technology companies. We decrease the
hurdles from the capital perspective to start
because theequipment is there. They (the
startups) just need torent lab space and there
is no long-term commitment. We have no
deals with them but we help them. If we do
biological and chemicalresearch, safetyisa
bigchallenge. So we have putallthe
procedures; they get a two-day training and
theycanstart. They have anexisting safety
environment todo biology and chemistry
capabilities. We had people who start their
companiesonacreditcard. Second, we have
signed 150 collaborations with companiesin
something that we call as Innovation centres.
Finally, we also have asignificant venture
capital fund which has funded between 80
and 100 companies, where we invest at
certainlevels.

There are some who feel outsourcing
innovationis agood model. Your thoughts?

Discussions with govt
have been very posilive

andthen getting to new targets. The world of
antibiotics has been stuck inusing the old
classesor improving that but that small
improvement does not help toovercome the
resistance. So we need new targets and that
requires basic research. The world needs to
line up basicresearch like the National
Institutes of Health. Pharma companies and
regulators need to work together on new
pathways for approvals and we need to limit
thesedrugs to exact indications that they are
made for. Thatis a big challenge. Our
bedaquiline worked onmultidrugresistance
andwe got itapproved. We immediately
went tothe Centre for Drug Controland WHO
andsaid let us limitit to the fields of XDR
(extremely drugresistance) and multidrug
resistance strains, and we controlled its
distribution through the governments and
thatis how itwillhaveits biggestimpact. We
need faster developmentof drugs but
controlled access, but we need tofind a way
toincentivize the industry. It'sabigeffort.

How do you, as one of the largest
healthcare companies, facilitate the
acceleration of innovativeideas into
real-timeprojects?

Whatwe try todoinour innovation network
externally is to make it easier for people to
accelerate science to translational research

Q ON ZIKA VIRUS THREAT

Thereisneed for basicrese-
archinevery virusthat we
know andtogetittoastage
thatwhenitbreaksout there
should beavaccine available

People think ‘let us outsource innovation’ but
thatdoes notwork. You have tohave
extremely good internal scientists to work
with the external groups and so they both
form agood partnership.

Given the global threat that the Zika virus
poses, how should the world react to such
unexpected catastrophes?

| have no opinion on how to control this type of
global threat besides what we candois to help
get avaccine. There is need for basic research
ineveryvirusthatweknowandtogetittoa
stage that when it breaks out thereshould be a
vaccine available. That should be done with
theindustry, usingits capability of
development and production of a vaccine.
Basic researchshould be contributed by the
government or institutions, and we canoffer
our platforms. If we cando thatonfive toten
viruses, we probably could prevent outbreaks
like MERS, SARS and influenza. But Zika was
neveronthelist, so we need to go astage
higher and see more to counter such global
threats. Because if we could doit for Ebola, we
should have answers for the other diseases.

Given the quick changes that we are seeing
in cancer drugs, where do you see cancer
treatment isheaded?

Cancer therapies thatareemergingand in
various combinations will become like the
presenttrends seenin Hepatitis C, where the
cureratesareimprovingdramatically. We
havetobelieve init and then we can put
ourselves for the work to make it happen. We
haveto dream, work hard and make that
dream happen.

What would you say about theraging
globaldebate on value versus cost of
drugs?

If we don't focus on the value we bring to the
patient, we will not get true innovation. If we
focus on costs, westay stagnant. We try to
focus onanswering ‘can we get a disease
suppressed or cured’. We invest massivelyinit
andas acompany we hope tobe able to be
compensated for the value that we bring. It has
tobe value based, but it also hasto be a viable
business proposal because otherwise we will
never get to deploy innovation for access. We
have tiered pricing models for whatthe
countries canbear indealing with diseases.




