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others launched a new generation of better antifungals
to replace it. Drawing from company scientists who
returned to Belgium from the former African colo-
ny, Zaire, Janssen had actually created the antifungal
market with miconazole, and other companies were
playing catch-up. Janssen researchers’ original quest
to cure a third-world disease had achieved global suc-
cess as the fungal-fighting agents took on multiple
human, animal, and even agricultural uses. When the
company turned its attention to the next wave of new
antifungal compounds in its pipeline, Janssen called
Cauwenbergh into his office again.

“Remember I said, you belong in R&D,” Janssen told
him. “That’s okay, but I'm having a ball in international
marketing,” Cauwenbergh replied. Janssen was firm:
“No, no, no, I want you in R&D.” He had decided to make
Cauwenbergh the head of development for the com-
pany’s emerging dermatology line — which, of course,
consisted mostly of antifungals at the time — as well as
infectious diseases, a new area for the company.

Janssen’s reason for wanting Cauwenbergh in R&D
was straightforward: “He felt I was very good at com-
municating complex scientific messages to the general
public, and to nonscientists in the industry. I would say
that skill belongs in marketing, but marketing for him
was only window dressing; he believed a good product
would sell itself on the strength of scientific evidence.
Actually, in 1986, he basically abolished international
marketing for a while.”

To the extent that well-explained science can per-
suade people — from early stakeholders to gatekeep-
ers down the line — Janssen may have been correct,
Cauwenbergh believes: “When you can visualize what
something does in clinical form, it hits home.” The abil-
ity to understand and explain the science of a product
begins in development, he adds. “Keep an open mind.
Look at early observations in clinical trials. You can
learn a lot from them, especially when you have a new
compound in a new class.”

Credentialing Up

Despite Janssen’s insistence, Cauwenbergh’s move
back to R&D was hardly simple or easy. He knew
heading the development group for an entire thera-
peutic area could exhaust the goodwill he had earned
previously with researchers who outranked him in
education and experience.

“At that point, I still only had my master’s degree
in microbiology, and I told Dr. Paul I didn’t belong in
research. How would the others feel about me running
a whole medical clinical department? He saw my point,
and we concluded I would need to earn a doctoral
degree. He picked up the phone and called the dean of
the faculty of medicine at the University of Leuven, my
alma mater, and told the dean I would like to do a resi-
dency in dermatology.”

Learning Cauwenbergh had no medical degree, the
dean offered to send Cauwenbergh a list of medical
books to read, in preparation for a jury exam to qual-
ify for the residency program. But, as part of the deal
with Janssen, while in the residency he would continue
working for Janssen on the development of Sporanox
(itraconazole), a compound he had just selected from
the company’s stable of antifungal candidates.

It turned out to be a good selection. Not only did
Sporanox eventually see use widely against toenail and
fingernail fungus, it was the first oral agent approved
for fungal infections in immuno-compromised
patients, such as blastomycosis, histoplasmosis, and
aspergillosis — affecting thousands of HIV-infected,
bone-marrow transplant, and cancer patients.

As the development of Sporanox and other prod-
ucts under his responsibility progressed, Cauwenbergh
worked on his doctoral thesis and saw patients once
a week supervised by a physician. Five years later, he
had earned a Ph.D. in medical sciences degree and
would continue leading the dermatology and infectious
diseases groups in R&D until Dr. Janssen’s retirement
from the company in 1994. During the same period,
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Cauwenbergh initially took on responsibility for the
company’s first anti-HIV drugs, the non-nucleoside
reverse transcriptase inhibitors, which then had prob-
lems with drug resistance and uncertainty over their
half-life in vivo, based on animal studies. With the
latter, Cauwenbergh literally took the problem into his
own hands — testing the drug on himself.

“In those days, I was allowed to inject myself to deter-
mine what animal species would be closest to humans
in how it metabolized the drug. When I was in charge of
the department, I made it a point of honor that I would
not test a drug in patients before I used it on myself, and
I kept that promise. I'm not allowed by the current rules
to do it, otherwise I would. In this case, we found I was
very close to a pig, which helped us choose to do the PK
studies in pigs instead of rats and dogs.”

Once the half-life problem had a solution, Janssen’s
non-nucleosides continued on the development path.
Two of them, Edurant (rilpivirine) and Intelence (etra-
virine), made it to market and are still used in anti-HIV
“cocktail” therapy. Early in the game, however, a new
figure entered the scene to continue the company’s
pioneering achievements in anti-HIV therapy. In 1994,
Janssen’s other “Dr. Paul,” Paul Stoffels, returned to
Beerse from Rwanda and subsequently took charge of
the company’s HIV-drug development.
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From left to right:
Dr. Paul Stoffels (then head of infectious diseases, Janssen),

Dr. Piet De Doncker (Cauwenbergh's right hand in clinical trial management), Geert Cauwenbergh

But that story begins years earlier, in 1989, when
Cauwenbergh was still running dermatology and infec-
tious diseases, and he hired the young, idealistic Stoffels
for work in Zaire. Having begun his education in Africa,
where he helped treat and study AIDS, Stoffels had just
contracted with an NGO (nongovernmental organi-
zation) to run a clinic there. “I don’t want to work for
the pharmaceutical industry,” he declared, thus win-
ning Cauwenbergh’s admiration for his candor. “But
the clinic job does not pay well, and I have three kids
and a wife. I'm willing to help you out with supervis-
ing and coordinating your AIDS-related clinical trials

there. We
do a lot
of work in
cryptococcal
meningitis in
AIDS patients.”

After about
a year and a half
overseeing trials for
Janssen, Stoffels took on
responsibility directing all of
the company’s activities in Zaire. But
in short order, those duties evaporated as local
violence mounted. What happened next is bet-
ter narrated in Cauwenbergh’s words:

“Paul didn’t want to leave Africa. He’s in love
with Africa. He took his family to Rwanda, and
they traveled on my budget, flying to Goma, the
Congolese city on the border with Rwanda, on an old
DC8. Then he drove into Rwanda and set up shop
close to the main hospital, the CHU of Kigali [Kigali
University Hospital Center]. For more than a year and
a half, I sent him all the latest publications, and he
managed a lot of our trials from the hospital. I visited
once, and one half of the pharmacy held all clinical trial
products in development, and the rest was full of prod-
ucts from all the other drug companies selling there.”

When genocidal violence between the Tutsi and Hutu
tribes erupted in Rwanda, Stoffels sent his family back
to Belgium but remained in Kigali at first, hoping to
protect some Tutsi people who were taking care of his
house there. Cauwenbergh forced the issue. “Finally, I
was told by Janssen management to call him and tell
him, ‘Paul, you take the next flight out or you have no
job anymore.” So he took the next flight out, luckily —
that was actually the last flight possible.”

Setting The Next Stage

At the outcome of this dramatic interlude,
Cauwenbergh’s world was in for another big change.
Stoffels had returned to become the natural candi-
date to take over leadership of the infectious diseases
development group, most immediately focused on HIV,
based on his extensive study of the disease in Africa.
With dermatology well in hand, Cauwenbergh sudden-
ly felt at loose ends.

“I was sitting there, supervising two really capable
individuals, so I looked for something else to do,”
he says. “I was focusing more on early clinical trials
because I like the observational adjustments you can
do at that stage, switching the drug to different tracks
as a result of clinical observations.”

His first development candidate, ketoconazole, illus-
trates his point. When testing the drug in high doses
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to treat cryptococcal meningitis, he noticed male
patients reported a loss of libido. He then decided to
measure patients’ hormones, and the results showed
extremely low, down to “castration levels” of testos-
terone in those patients. Ketoconazole was causing
abnormally low testosterone, which explained the loss
of libido. A light went on.

“How about prostate cancer?” — that was the ques-
tion he asked in the face of the clinical observation. He
pushed the idea of developing a separate indication
for the drug in prostate cancer, where testosterone-re-
duction had been an effective strategy. The program
gained management approval, and the ultimately suc-
cessful development program secured indications for
ketoconazole in prostate cancer. It is still in use as sec-
ond-line therapy for advanced disease.

For Penny, For Pound

After Paul Janssen had “retired,” only to become
cofounder and head of the new Center for Molecular
Design, and Stoffels headed off as well — to run the HIV-
drug spinoff Tibotec — Cauwenbergh found himself
dealing more and more with the corporate bureaucra-
cy, and enjoying it less. “It was becoming too big, with
lots of committee meetings I had to attend, and nobody
would make a decision,” he says. “I would push an idea,
and some political person would make sure that the
decision got killed. I was fed up.”

Time for another fateful encounter. In 1994,
Cauwenbergh crossed paths with Ron Gelbman, then
J&J’'s pharmaceutical group chairman, who had always
been friendly. “Ron asked me how things were going,
and I said T'm going to change jobs. I'm going to work
with another company.” But he said, ‘Come to the United
States. We're going to consolidate all J&] dermatology
products and companies, prescription and consum-
er, into one, and we need somebody to lead the R&D
group.” So, instead of fleeing the corporate environ-
ment, Cauwenbergh jumped into the center of the mael-
strom. He soon moved from the quiet rural setting of
Beerse to the New York area, where he would go to work
in J&J's New Jersey headquarters in New Brunswick.

“Consolidation didn’t sound then the way it sounds
these days. Now it means you're spending too much
money and you need to cut costs. In those days, I didn’t
get it yet, I was a pure research guy. I moved over to the
States, and I had a ball.”

Cauwenbergh did enjoy his time in the job, during
which he and his family became true natives of the
great metropolis around New York City, as well as
“pharma row” in New Jersey. But after giving it the bet-
ter part of a decade, he had concluded J&] Dermatology
was coming to a creative dead end. In his view, the
company was constraining the prescription side of its
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Geert Cauwenbergh speaking in Venezuela to a group of physicians
about opportunistic infections in AIDS patients.

R&D efforts in dermatology in favor of its true comfort
zone — retail.

“It became clear consolidation was not taking us
anywhere,” he says. “J&J didn’t want to do further drug
development. It is a big skin care company, but really
only in consumer skin care, not the development of
drugs. J&J’s Remicade is used in psoriasis, and it has
some successor compounds available, but only intra-
venous drugs. The company still has no oral drugs in
dermatology; that’s really not its space anymore.”

Once again, at just the right time, came the fateful
crossing of paths: In 2001, Cauwenbergh encountered
Robert Wilson, then J&J’s vice chairman. When Wilson
asked how it was going, Cauwenbergh was character-
istically frank: “Bob, I have the impression that I'm
wasting your money and you are wasting my time,” he
said. “We’re sitting on so much IP in dermatology that
we’re not using, why not create spin-outs?” Wilson
liked the idea. Yet, he advised Cauwenbergh to prepare
for selling the concept to the incoming chairman,
William Weldon. “One point you have to make — no
commercial drugs, no revenue for the spinoff,” said
Wilson. “It has to be an R&D company only; we don’t
want to give revenue away.”

Weldon was evidently convinced, because
Cauwenbergh spent his remaining years at J&J launch-
ing dermatology and other R&D spinoffs. Those includ-
ed DermCo, based on J&] IP as a result of its collabo-
ration with the University of Michigan; Transderm, a
topical-delivery company; and others such as a hair-
care company and a company based on biodegradable
catheter technology. @

See part two in our May issue for
the rest of Geert Cauwenbergh’s
story, when he leaves Big Pharma
to go out on his own, into the
startup world of biopharma.
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Regulatory agencies today are looking for Phase 3 trials to demonstrate a reduction
in mortality as well as greater patient mobility. Unfortunately, Phase 3 trials also
cost a lot of money to run, making them a challenge for small biotech firms. For a
rare disease, the challenge is even greater, since patient recruitment is more difficult.

ean-Louis Dasseux knows just how difficult

it can be to run these trials. Dasseux is presi-

dent and CEO of Cerenis Therapeutics, which

is headquartered in France and focused on
cures for cardiovascular disease (CVD). “Every year
CVD results in the death of 17.3 million people, or one
in every three deaths,” he explains. Current treatments,
which attempt to lower low-density lipoprotein (LDL,
also known as bad cholesterol), only reduce cardiovas-
cular events by 25 to 35 percent. The drug in develop-
ment by Cerenis attempts to mimic the role of natural
high-density lipoprotein (HDL, also known as good
cholesterol). Low levels of HDL caused by genetics have
no current treatment and qualify as a rare disease.

“If we were hoping to reduce CVD events, we would
have to perform an outcome trial that looked at the
incidence of heart attack and stroke,” says Dasseux.
“Those trials can last four or five years and would look
for a reduction in the mortality rates in those patients.
They are also very expensive and require 25,000 to
30,000 patients. That might be a good approach for
companies with a lot of money, but not for a small bio-
tech. As such, our strategy in the near term is to tackle
a related rare disease. We are focused on fixing the
absence of HDL caused by genetic defects.”

ONE PATIENT LEADS TO A PHASE 2 STUDY

Cerenis is currently running a Phase 3 clinical trial for
patients suffering from two genetic defects that lead to
very low levels of (or no) HDL. The company has come a

long way from its start years ago when it embarked on
an open-label Phase 2 study with just seven patients.
The first patient, from a poor community in Sao Paulo,
Brazil, had no HDL and was accumulating cholesterol
everywhere in his body. Cerenis was contacted by the
patient’s physician, who was aware of the company’s
development efforts.

We want to make sure every patient
entering the trial understands if they do
not complete the study, it could put the

whole trial in danger:

JEAN-LOUIS DASSEUX
President & CEO, Cerenis Therapeutics

“We knew it would be difficult for a small organi-
zation to run a trial so far away,” says Dasseux. “We
realized the preferred scenario would be for the patient
to come to Europe. We worked with the Amsterdam
Medical Center and were able to fly the patient from
Brazil to Amsterdam for treatment. It was his first
flight and he was scared, but he also had few options.
With the accumulation of lipids he was experiencing,
there were xanthoma, or lipids bumps, all over his
body, and lipids in the vessel wall lead to heart attacks.
He had three bypass surgeries and was getting worse.”
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The treatment the patient received was effective, and
Dasseux notes the drug was able to remove cholesterol
from the vessel walls and eliminate it from the body.
Based on those findings, seven patients were recruited
to take part in the Phase 2 study. In that trial Cerenis
demonstrated its ability to reduce the accumulation
of lipids. Consequently, the European Medical Agency
(EMA) granted two orphan drug designations to the
company to fast track the study.

FINDING PATIENTS STILL A CHALLENGE
Patients with low HDL are not identified preemptively.
If a patient happens to have a heart attack or CVD at
a very young age, a blood test looking for low HDL is
performed. This is how patients are identified for trials.
“Developing a drug for any rare disease is a chal-
lenge,” notes Dasseux. “Oftentimes you will be able to
locate only one or two patients. You often have to go
where the patients are, and that may mean running a
trial in multiple countries, which creates additional
challenges such as language barriers.”

To overcome the language problem, Cerenis works with
local CROs for help filling out documents to get patients
enrolled in trials. Those CROs also can assist with regu-
latory submissions. Still, Dasseux notes an even bigger
challenge is making physicians aware that help is avail-
able for patients. This necessitates reaching out to physi-
cians and clinics that might have potential candidates to
let them know there is a drug that can treat the disease.
To do so, Cerenis needs to build personal relationships
with physicians. Part of that effort involves attending
and speaking at conferences and getting on the radar of
key opinion leaders to make them aware of study results.

The current Phase 3 study, named Tango, is ongoing
and has 30 patients participating. Dasseux says there
is a story behind each one getting involved with the
trial. At one point he was contacted by a physician
who had a potential subject who was an electrician
and didn’t seem to be the typical low-HDL patient. The
patient was interested in participating in the trial, and
additional tests found his brother was also affected.
“We were always adding one or two patients at a time,
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and it was always a very emotional experience,” notes
Dasseux. “Tango is now a global study with patients in
the U.S., Canada, Europe, and Israel.”

RELY ON LOGISTICS PARTNERS

Administering a protein-based biologic to patients spread
across multiple countries and continents does compli-
cate the logistics of a trial. To remedy the situation, an
in-house team at Cerenis works with CROs to ensure the
supply of medicines to patients is not interrupted.

“Having just 30 patients allows us to handle shipments
on a case-by-case basis,” says Dasseux. “Much of the logis-
tics effort is handled through CROs in the various coun-
tries, but in some cases our internal team is also involved.”

Getting patients to the clinic is an additional chal-
lenge. For example, the patients in Quebec are in the
region of Chicoutimi, where the population is quite
dispersed, and travel time to the clinic could take 2 to
6 hours. Clearly this is not an ideal situation, especially
during the first two months when weekly IVs are man-
dated. In fact, some patients ended up not being able
to participate in the trial because of the lengthy travel
time. In some locations nurses traveled to the patient to
administer the drug locally.

“This is an emerging technique, and it’s important
to make sure everything is well validated,” explains
Dasseux. “We need every patient to come to the clinic
at the beginning of the study to have tests performed.
If they cannot do that, they cannot participate in the
study. We are doing our best to accommodate them.
Although we do not pay the patients, we are also doing
our best to make sure the trial is not costing patients
anything out of pocket.”

KEEP EVERYONE IN THE LOOP
It's very important to properly communicate with

10%

WW Orphan Sales as a % of WW Rx Sales (excl. Generics)

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022

WWloiphanlasielof WWIRX SOURCE: EvaluatePharma, February 2017

patients when running a rare-disease trial. In many
cases, they do not know much about clinical trials and
neither does their physician. For that reason, Cerenis has
lengthy discussions with the treating physicians.

“These are general practitioners,” says Dasseux.
“They do not have expertise in rare diseases or clinical
trials, so we need to make them feel comfortable with
the referral process. So, we discuss trials with them
and have our internal experts, as well as independent
industry experts, explain the process.”

Once the physician has a good understanding of the
process, individuals from Cerenis will visit them to
discuss the trial face-to-face. Later the CRO is brought
into the process as well. The main goal of all these inter-
actions is to preemptively identify potential challenges
and discuss solutions. Dasseux stresses there are no
one-size-fits-all activities when it comes to dealing
with rare-disease physicians and patients.

Normally the physician visits will incorporate train-
ing such as good clinical practices. A video will explain
how to properly prepare the IV solution. Refrigerators,
water baths, and infusion pumps are required and are
often provided by Cerenis to clinics that do not have
the proper equipment on hand. Generally, the in-person
visits take three days. If anyone is still uncomfortable
with the process, a return visit is scheduled. A hotline
is provided for sites to quickly connect with Cerenis or
the CRO if there are questions.

“With any rare disease trial, we often have to go
above and beyond what is typically required of a Phase
3 trial,” adds Dasseux. “We want to make sure every
patient entering the trial understands if they do not
complete the study;, it could put the whole trial in dan-
ger. Each patient is a major contributor, and losing even
one patient will have a big impact on the results.” @
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A common complaint I hear from patient advocacy groups has to do with the lack of
follow-up with patients after the conclusion of a trial. Patients often never hear back
from the company conducting the study or learn of the results. Some companies have
struggled to find a solution, while others have started providing data to patients at
the end of the study. Janssen has taken that notion to the next level: It is attempting to
make patient data available to participants while the trial is underway.

hen first considering this change,
Andreas Koester, MD, Ph.D., global
head, R&D operations innovation at
Janssen, notes his team had a lot of
questions. First, they wondered why no one else was doing
it. That got them wondering about the rationale behind
doing it, and if the action would be valuable to patients.
“When you look at clinical trials today, you know
that they are less than ideal. Costs are high, timelines
are too long, and patients often feel their voices are
not heard in the planning process. Of course, there
are a million things sponsors could do to address the
situation,” Koester says.

To improve the process, one of the first things
Janssen did was help create the Investigator Databank
(along with Merck and Lilly) to share data among
pharma companies in a way that met all legal and
regulatory requirements. The databank shares inves-
tigator information that companies have on file in
an effort to reduce the administrative burden for
investigators and increase the visibility of qualified
investigators to sponsors.

The next step was determining how to help patients.
Koester explains, “Inspired by what Pfizer did a couple
of years ago with the Blue Button project, we also want-
ed to give patients access to their data once the trial is
over. But then we decided to take it a step further and
define ways to give patients access to some of their
data during the clinical trial.”

€6 Even if only some data - like lab
values - can be shared during the
ongoing trial, this will give patients
actionable healthcare information
and make them the partners they
want to be. 99

ANDREAS KOESTER, MD, PH.D.
Global Head, R&D Operations Innovation, Janssen

40

APRIL 2017 LIFESCIENCELEADER.COM


http://LIFESCIENCELEADER.COM

PATIENTS ARE DRIVING INNOVATION

One concern is that offering patients a look at their
data at the conclusion of the trial may be too late. Many
patients have multiple health issues for which they see
other providers in addition to the trial investigator.
Trials have to be kept blind, which means not every-
thing can be shared, and this concern has kept many
sponsors from sharing any information with patients.
But Koester notes this approach would not work for
much longer. Healthcare is changing, and patients
expect more information to become active participants
and decision-makers in their own healthcare.

One event, however, convinced Koester that the pen-
dulum was swinging in the direction of patient rights
and greater data transparency. In 2014, the FDA amend-
ed the Clinical Laboratory Improvement Amendment
(CLI) of 1988, thereafter giving patients the direct
access they desired. Patients just needed to request
the data. Prior to that, information had to go through
physicians, as it was felt patients could not properly
interpret the data.

“That was a watershed moment symbolizing the
direction of where clinical care was going,” says
Koester. “Patient empowerment was a real thing.
HealthIT.gov, in that same year, proposed the notion
that in the future, patients would be the owners of
their data. Providers could no longer keep it in silos
and inaccessible.”

A few other events also helped usher in this paradigm
change. First, the VA developed the Blue Button stan-
dard, enabling all patients in their care to have access
to data when visiting other hospitals, clinics, or caregiv-
ers. Then the Society for Participatory Medicine noted
patients would be less of a passenger in their healthcare
and more firmly planted in the driver’s seat. Finally, Eric
Topol released his book, The Patient Will See You Now
(2015), another indication that healthcare trends were
moving toward increased patient empowerment.

IT'S MY DATA, NOT YOURS
At that point, Koester was wondering what all of this
would mean to the clinical trial industry. “It was clear
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to me that something would have to change,” he says.
“Suddenly, a patient could go to their doctor, know
what is going on, and have an open discussion. But
when participating in a trial, pharma is telling them
that here, everything is different and we can’t tell you
anything. There is no way that model could continue to
work. It would clearly have a huge negative impact on
future trial participation.”

With those insights, Janssen went to a number of
patients who had participated in a trial and asked
if they would be interested in seeing their data and
having access to it during and after the trial. The
response was overwhelmingly positive. Not only did
patients want their data, they noted the information
came from their bodies, they owned it, and they felt
they had a right to it. They also made it clear they did
not want to wait a year after the trial to find out if
they were on the drug or to find out the results of the
trial by reading a medical journal.

But one problem remained: How do you give patients
their data yet still ensure the clinical trial remains
blinded? Would the data sharing risk unblinding the
trial or adding bias to the study outcome? If so, what
could Janssen do about it?

Ultimately, the approach the company decided on was
simple: You will never be able to give patients all of the
data collected, but don’t let that keep you from sharing
any of it. The company would consider, at the outset of
the trial, what data can be shared with patients. Then,
by sharing that information, pharma can better engage
with patients and allow them to feel more like a partner
than a subject.

“We believe this is simply a first step,” notes Koester.
“I envision a future where we start defining which data
can safely be shared when we are in the process of
designing the protocol. Even if only some data — like
lab values - can be shared during the ongoing trial, this
will give patients actionable healthcare information
and make them the partners they want to be.”

WILL REGRET ENSUE?

Pharma has always been, and still remains, a conser-
vative industry. And any company contemplating this
type of change will have concerns about repercussions.
Still, Koester remains positive and seems to have effec-
tively mitigated the risks in cooperation with experts in
legal, privacy, and regulatory departments.

“Right now, I do not see anything that would make me
regret this decision,” he states, rather confidently. “I am
convinced this [sharing of information] is the direction
in which healthcare is moving. Clinical research either
has to evolve in the same direction or risk having stud-
ies become even more difficult to perform in the future.
That is a risk we cannot afford to take.”

CLINICAL TRIALS

Although confident, Koester notes there will be many
challenges; figuring out how to operationalize the
decision will be difficult, considering no one has done
it before.

Even though Janssen now has a logistical framework
hammered out, it took two years to figure out the
specifics of patient privacy, informed consent, and the
mechanics of online data access. It was also a challenge
to get everyone in the company on board, from the
executive management team down to the chief medical
officer. They all had to believe that, in the long run, the
effort would be a good investment for the company.

When you look at clinical
trials today, you know that they
are less than ideal.

ANDREAS KOESTER, MD, PH.D.
Global Head, R&D Operations Innovation, Janssen

Janssen is now in the first pilot program rolling
out patient data access in a large-scale, multinational
Phase 3 trial. Thus far the reaction to the effort has
been varied. Last year when the idea was presented
at The Conference Forum’s Patients as Partners con-
ference, representatives from the FDA applauded it,
patients embraced it, and pharma attendees asked,
“How is that even possible?” and said it couldn’t be
done. But Janssen believes that once every company
incorporates a similar approach, all patients will bene-
fit. Koester predicts patients will continue to talk about
their trial participation and will even measure lab val-
ues on their own. No one wants to be kept in the dark.
Pharma can put its head in the sand and pretend these
things are not happening, or engage patients and ask
what can be done for them.

“The dream is to have a system in place where
every patient in a trial can access their data without
unblinding or inserting bias into the trial and directly
access information at the close of the study to deter-
mine if they were on the drug or the placebo,” Koester
explains. “The government is mandating a layman’s
summary of the results by the beginning of 2018. We
want to go a step further. We want patients to get that
summary, but also see where in the dose-response
curve they fit and how they improved or deteriorated
while being on the drug or placebo. This is all just a
small first step toward more patient participation and
empowerment.” @
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By C. Mojica Rey

STATE FUNDING FUELS MICHIGAN'S LIFE SCIENCE INDUSTRY ‘

 GROWTH REGIONS

State Funding Fuels

Michigan’s Life Sciences Industry

CAMILLE MOJICA REY Contributing Writer

Following the Great Recession of 2007-09, leaders in Michigan came up with a plan
for diversifying its industries. The state’s dependence on the automobile industry,
the country’s largest, had threatened to cripple its entire economy until the federal
government intervened. The state — and the companies — might not be so lucky
next time. So, the plan for a more diversified Michigan of the future includes looking
to one of its core industries of the past: the life sciences.

ew people know that the first pharmaceu-

tical companies in the U.S. were founded in

Michigan (see sidebar). In the past 100-plus

years, the biopharma industry has become
bicoastal, with most large companies headquartered in
Massachusetts, New Jersey, and California. It has also
become an industry dominated by large multinational
corporations that began buying up Michigan’s larger
companies in the early 2000s.

“We’ve largely recovered from that consolidation
and have been growing at a nice clip,” says Stephen
Rapundalo, Ph.D., a former pharmaceutical researcher
who now heads the Michigan Biosciences Industry
Association, known as MichBio.

The current growth in Michigan’s life sciences indus-
tryislargely due to efforts at the state level to fund inno-
vation, provide affordable wet-lab space for fledgling
companies, and offer incentives for established ones
that are looking for a business-friendly place to relocate.

According to a 2016 Bio/TEConomy report, a total
of 44,277 people are employed in the life sciences
industries in Michigan, with an employment multiplier
bringing that number to 248,348. Of those, 8,813 were
employed in biopharma, ranking Michigan 11th in the
country in terms of biopharma employment. The state
is home to 105 life sciences companies, ranking it 13th
in the U.S. with respect to such establishments. About
85 percent of the state’s companies are located in the
southern part of the state. The Michigan Economic
Development Corporation (MEDC), a quasi-govern-

ment agency that is responsible for economic growth
and attraction across the state, has made it a priority
to make Michigan one of the top 10 states for biotech
in the country.

About half of our funded
companies are making exits
now in one way or another,
either through licensing of
products or startups.

KEVIN WARD, M.D.
Executive Director, Fast Forward Medical Innovation (FFMI)

Published in 2016, MichBio’s Roadmap for Success
will be updated every year to reflect any changes, chal-
lenges, or successes the state experiences. The current
plan calls for the state to focus on “agri-biosciences,
medical devices, biopharma, R&D/testing, and biol-
ogistics.” The document is essentially a “to-do” list
that helps people like Rapundalo guide discussions
with lawmakers and decision makers. He says MichBio
looked at the list of other comparable-sized states and
saw that top states all had published strategic plans.
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MICHIGAN'S PHARMA LEGACY

By the time the first automotive companies were setting up shop in
the early 1900s, Michigan was already home to Parke-Davis (1871)
and Upjohn (1886); both eventually were bought by Pfizer. Another
company, Perrigo, was founded in 1887 and for many years was the
world'’s largest manufacturer of OTC drugs in the country. Its CEO is
still based in the town in which it was founded, Allegan - a city of
just under 5,000 residents.

That prominence continued into more recent times. The world's
largest-selling drug, Lipitor, was invented and developed by the Ann
Arbor facilities owned and operated by Warner Lambert/Parke-Da-
vis. Pfizer, which was co-marketing and distributing Lipitor when it
was launched in 1997, bought Warner Lambert/Parke-Davis in 2000.
Zantac, Motrin, and the anthrax vaccine - to name a few - were
also developed in the state. Consolidation of companies in the
2000s, however, led to economic chaos in the state. The state was
left without a large pharmaceutical company headquartered there.
Upjohn and Parke-Davis were lost. Then, in January 2007, Pfizer
announced it would be closing down R&D facilities in Kalamazoo
and Ann Arbor, costing Michigan 30 percent of its biopharma jobs
at the time. A part of that loss was later turned into a gain when a
former Pfizer research facility in Plymouth Township was purchased
by a public-private partnership and turned into the Michigan Life

Sciences and Innovation Center (see main story).

“We now have our own guide that lets us say, ‘This is
what we need to compete with other regions, domesti-

29

cally and globally.

EXPANDING FUNDING

MichBio’s road map calls for technology transfer and
entrepreneurial activities between academic research
centers and the bio-industry to be better integrat-
ed. To that end, state leaders decided recently to
build upon the success of a five-year-old program at
the University of Michigan’s Medical School called
Fast Forward Medical Innovation (FFMI). Using
funds from the Michigan Translational Research and
Commercialization (MTRAC) statewide program, FFMI
has awarded funding to 34 projects over four years,
resulting in 10 new startups.

“About half of our funded companies are making exits
now in one way or another, either through licensing of
products or startups,” says Kevin Ward, M.D., FFMI’s exec-
utive director. The success of the program lies in mentor-
ship. The program provides specialized education that

includes mentorship and a team of venture capitalists,
medical industry partners, and commercialization experts.
“No matter where a research team is at on the innovation
road map, we have something to offer,” Ward says.

In July 2016, the Michigan Strategic Fund extended
FFMI by creating the Life Sciences Innovation Hub,
focusing on innovation in four areas: devices, diagnos-
tics, therapeutics, and healthcare IT. The statewide hub
is co-managed by the FFMI program and the universi-
ty’s Office of Tech Transfer. The hub opens up $3.5 mil-
lion in MTRAC grants to researchers on and off-campus
at any nonprofit, university, or health system that
can apply for either early-stage Mi-Kickstart awards
($25,000 to $30,000) or midstage Mi-TRAC awards
($100,000 to $200,000).

The hub just completed its first round of funding and
is working toward helping investigators reach their
next milestones. “This is a partnership between the
university and the state to get researchers that extra bit
of money, and, most importantly, mentorship to turn
ideas into products. This is something you see being
implemented across the country,” Ward says. “What
makes us unique is that we are integrating mentorship,
business development, education on project funding,
and commercialization.”

PROVIDING CRITICAL WET-LAB SPACE

Fostering the next generation of biopharma com-
panies, as MichBio’s plan calls for, is not easy when
buildings that contain wet-lab space are the most
expensive per square foot in any real estate market.
For those fledgling companies, Michigan offers sev-
eral innovation centers across the state that include
wet-lab space. One of the most successful innovation
centers with wet-lab space is the 57,000-square-foot
Michigan Life Sciences and Innovation Center (MLSIC)
in Plymouth Township.

“This facility is developing many exciting and innova-
tive products,” says Fredrick Molnar, MLSIC’s executive
director and VP of entrepreneurism for MEDC. “We
have some great ideas and some excellent companies
here. It’s our job to support them and see that they
make it past the idea stage and into the expansion
phase where they can go out on their own and help
diversify the Michigan economy.”

MLSIC is the fortunate result of one of the state’s
pharmaceutical industry’s most dramatic job losses. In
2007, Pfizer closed R&D operations in Ann Arbor and
Kalamazoo, leaving 2,400 people without jobs and cut-
ting the biopharma workforce by 30 percent overnight.
While the University of Michigan bought Pfizer’s main
campus in Ann Arbor, a newly remodeled R&D facility
in nearby Plymouth Township was eventually pur-
chased from the company by a public-private partner-
ship between MEDC and several private foundations.
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By C. Mojica Rey

STATE FUNDING FUELS MICHIGAN'S LIFE SCIENCE INDUSTRY ‘
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“We needed a space for those talented people who
were thinking about leaving the state,” says Roger
Newton, Ph.D., founder of Esperion Therapeutics.
Newton is codiscoverer and product champion of
Lipitor, the best-selling pharmaceutical ever. To help
keep people in the state, Newton joined forces with
Mike Finney, who was then the executive director of
Ann Arbor SPARK, an entrepreneurial support group
started in 2005. Together, they negotiated with Pfizer
for the purchase of the Plymouth Township facility.

One of MLSIC’s first tenants was Newton’s Esperion.
Newton sold Esperion to Pfizer in 2004 and, when Pfizer
shut down R&D in Michigan, Newton bought back the
Esperion name, also bringing with him senior talent
and two patents from the original Esperion portfolio.
Today, “Esperion 2.0” has a drug candidate, bempedoic
acid (ETC-1002), in Phase 3 clinical trials that reduces
LDL, the bad cholesterol, without an increased risk of
muscle pain/weakness associated with statin use.

MLSIC is now home to a diverse group of startup
companies run by new and serial entrepreneurs. These
companies have a wide range of products in develop-
ment. These include Tissue Regeneration Systems,
which is developing skeletal reconstruction and bone
regeneration technology; Celsee Diagnostics, a com-
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pany making products in the emerging field of liquid
biopsy; and Tespo, which has developed a Keurig-like
countertop machine for dispensing vitamins that does
away with excipients.

ATTRACTION & FUTURE OUTLOOK

In addition to fostering the growth of new compa-
nies, MichBio’s road map calls for establishing a busi-
ness-friendly environment. “We have eliminated over
2,100 industry regulations for businesses over the past
six years,” says Tino Breithaupt, MEDC’s senior vice
president for national and global business develop-
ment. Breithaupt is responsible for attracting existing
companies to the state.

In order to simplify the tax code, Breithaupt explains,
the state has implemented a flat 6 percent corporate
tax. The state also passed legislation eliminating the
personal property tax for manufacturing and technol-
ogy businesses. “From a community perspective and
a state perspective, this puts us in a better position to
attract business.” Breithaupt also says MEDC supports
companies once they have relocated. “We meet with
these companies on a regular basis to see how things
are going for them and see if there is anything we can do
to assist in their growth short- and long-term.” @
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By C. Mojica Rey

THE WORLDWIDE WAR ON COUNTERFEIT MEDICINES

[C L0 JUINITLELRIFIELLIT TN (G ‘ PHARMA CRIMES

The Worldwide War

On Counterfeit Medicines

CAMILLE MOJICA REY Contributing Writer

This is the third article in a five-part Life Science Leader series examining the
current state of the counterfeit medicines problem.

t’'s a sobering trend for the pharmaceutical

industry. The counterfeit medicines market is

growing at twice the rate of the market for

legitimate prescription drugs. That’s according
to the Center for Medicine in the Public Interest, a New
York-based research group partially funded by the phar-
maceutical industry. The organization estimates that
the sale of fake pharmaceuticals generated $75 billion
in 2010. The group estimates that the figure for 2016 will
rise to $95 billion.

“It has been a real growth industry,” says Travis
Johnson, the primary lobbyist in Washington, D.C. for
the International AntiCounterfeiting Coalition (IACC).
Johnson oversees all aspects of the IACC’s government
relations and policy development in North America.

The potential for harm due to fake drugs has made
fighting this problem a top priority for the IACC, an
organization founded in 1979 that originally focused
on stopping the sale of counterfeit apparel and luxury
goods. Today, it aims to stop all product counterfeiting,
including fake pharmaceuticals. “A knock-off designer
purse is not going to kill anyone. A fake drug that is
manufactured in unsanitary conditions or contains
contaminates just might,” Johnson says.

Counterfeit drugmakers are not just unscrupulous;
they are creative. They are always looking for new ways
to get their products out on the market. Over the years,
everything from antifreeze to yellow highway paint has
been found in counterfeit drugs. “The whole point is to
make as much money as they possibly can. So, if they
can use cheap ingredients, they will,” Johnson says.

Winning the fight against counterfeit drugs requires
global cooperation, Johnson says. The IACC is made
up of 250 members from a cross section of business
and industry. It also includes law firms, investigative

and product security firms, government agencies, and
intellectual property associations. Coming together,
these players have allowed the IACC to put a dent in
pharmaceutical crime, especially when it comes to fake
drugs being sold via the internet.

The web did not even exist when the IACC was created.
Today, fighting the sale of counterfeit products online is
one of the organization’s most effective strategies. It has
developed two programs — the RogueBlock Program
and the IACC MarketSafe Program. RogueBlock is used
to track down the sources of illicit products and take
away criminals’ ability to receive payment for their
illicit goods, while MarketSafe is used to take down
fake product listings on Chinese online marketplaces
Taobao and Tmall.

TAKING DOWN PHONY ONLINE PHARMACIES
RogueBlock was the IACC’s first program for tracking
down counterfeiters online. The program has led to the
termination of 5,100 merchant accounts representing
an estimated 200,000 websites selling a wide variety of
goods, from the traditionally counterfeited items, such
as electronics and automotive parts, to the more recent
emergence of entertainment software and movies. The
IACC does not keep track of how many of those mer-
chants were trafficking in fake pharmaceuticals, but
Johnson says the number is substantial.

Thousands of rogue online pharmacies exist, Johnson
says. “These are entirely unlicensed and unregulated
sites,” he says. Many advertise that they sell drugs
approved by foreign regulatory agencies. It is still, how-
ever, illegal to import those goods. “The vast majority
of online pharmacies are trafficking in nothing but fake
medicines,” Johnson says.

The statistics back up this claim. A 2013 survey of
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10,000 websites by the National Association of Boards
of Pharmacy showed that 97 percent of these sites did
not meet industry standards. The increase in rogue
pharmacies is part of a shift from manufacturers of
fake drugs shipping counterfeit medicines in large
shipping containers to distributors to the manufac-
turers filling the orders themselves. “It appears the
counterfeiters have cut out the middleman. They don’t
need an operation based on two continents,” Johnson
says. Instead, they rely on express delivery and courier
services to get their products around the globe quickly.

BLOCKING SALES

RogueBlock was created to find those manufacturers.
It is a vast improvement over the traditional system
in which illegal online pharmacies were taken down
one at a time through civil litigation over trademark
infringement. “The processes that were available were
rather slow and not effective in the long term because
it is so easy to register a new domain,” Johnson says.
In addition, there were jurisdictional issues because a
website could be operated overseas and, due to the use
of privacy and proxy services, it was nearly impossible
to find out who was operating the website.

It appears the counterfeiters
have cut out the middleman.
They don’t need an operation

based on two continents.

TRAVIS JOHNSON
Lobbyist For The International
AntiCounterfeiting Coalition

RogueBlock uses computer algorithms to track credit
card payments and pinpoint the sources behind online
pharmacies. “Most people think there is a 1:1 correla-
tion, one person one website,” Johnson explains. In
reality, there is usually a fairly large, sophisticated
organization running hundreds or thousands of web-
sites. “They are saturating the market, so, if a site goes
down or gets blocked, there are many other sites still in
operation,” Johnson says.

Credit card companies’ rules state that merchant
accounts cannot be used to traffic in illegal or stolen
goods. These are global policies, so there are no juris-
dictional issues. “The criminals are in violation, and it

is justified for the banks to terminate their credit card
accounts,” Johnson says. Still, criminals might find
someone else to take the responsibility for opening
bank and credit card accounts, but at least RogueBlock
makes it harder for them to do business. “One of our
goals was to contract the online market. We have done
that. We have also increased awareness and educated
our partners in the financial sector,” Johnson says.

IACC MarketSafe is a similar program that targets
storefront listings on Taobao and Tmall, the Chinese-
language version of eBay or Amazon. The IACC worked
with the platforms’ owner, the Alibaba Group, to
streamline its process for submitting and processing
complaints. Nearly 5,000 seller storefronts have been
removed and the sellers permanently banned from the
site using this initiative. According to Pfizer’s chief of
security, John Clark, his company used both programs
as models for creating its own. (See the second article in
this series in our March issue.)

INCREASING LATIN AMERICAN COOPERATION

In addition to fighting online pharmaceutical crimes,
the TACC looks for trends and ways of addressing
them. The organization held a meeting in June 2016 in
Miami attended by 250 representatives from 15 Latin
American countries. Economic growth in the region
is leading to greater consumer powers. Latin America,
therefore, is widely viewed as a growth market for both
authentic and counterfeit products. IACC is focusing
on improving public awareness and training customs
officials to recognize counterfeits.

Raising the awareness of Latin American lawmakers
is also important because the distribution models for
counterfeit medicines have gotten quite sophisticated.
Counterfeiters have taken to shipping products from
the country of origin, usually China, through ports in
Central America on their way to other countries, like
the United States. “If products enter a port in one coun-
try destined for another, there is not the same level of
scrutiny,” Johnson explains.

Currently, the U.S. is one of few countries that will
take action against illicit goods in transit to other coun-
tries. IACC’s job at the Miami conference was to encour-
age collaboration and advocate for new laws. Johnson
says he is hopeful that kind of change will come to the
region because most countries, in addition to sending
agents who work in the field, also sent high-ranking
customs officials to the meeting.

According to Johnson, the pharmaceutical industry is
doing all the right things, including moving the world
toward employing universal unique identifiers or bar
codes. He expects more progress to be made against
counterfeit medicines in the coming years. ®
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By C. Richards

DIVERSITY IN THE BIOPHARMA BOARDROOM: MOVING PAST GOOD INTENTIONS ‘
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Diversity In The Biopharma Boardroom:
Moving Past Good Intentions

CHRISTOS RICHARDS

After years of being relegated down the governance agenda, diversity in the
boardroom is now an acute optic and has become a priority for many biopharma
companies. The focus on increasing the number of female and non-Caucasian
directors continues even as biopharma boards are grappling with a tougher
investor environment, unresolved pricing issues, and the uncertainty brought by

the new Trump administration.

hough concerns such as these tend to

push social responsibility initiatives to the

back burner, the issue of boardroom diver-

sity is now more than a societal impera-
tive — it is an integral part of a best practices approach
to corporate governance. It has been well established
that diversity provides a hedge against groupthink,
enriches debate, and helps lead to a more rigorous
evaluation of risk.

With the board at the top of the organizational chart,
diversity in the boardroom also has become a highly
visible proxy for a company’s culture, increasing the
company’s desirability as an employer. Smaller or ear-
lier-stage companies once got a pass on this issue, but
that exemption is evaporating given the competition for
boardroom talent that all companies now face. A recent
analysis by Catalyst Advisors and Atlas Ventures’ Bruce
Booth suggested that biopharma firms, from startup to
post-IPO, will need more than 600 new directors in the
next several years — after having depleted the director
candidate pool by adding 250 new directors in the past
two years. The cold reality is that no biopharma com-
pany, large or small, can hope to succeed if it excludes,
even inadvertently, any of the market’s executive talent
from the candidate pool.

While it is only one aspect of the overall diversity
landscape, gender diversity provides an easily quantifi-
able measure of equality of opportunity. Examining the
board composition of the 164 publicly traded compa-
nies in the NASDAQ Biotechnology Index shows how

much work remains to be done: As of the beginning of
this year, only 15 percent of board members are women,
and 26 percent of the companies in the index are still
without a female director. In comparison, among S&P
500 companies, women hold 20 percent of board seats
and 2 percent of those boards remain all-male; among
the traditional Big Pharma companies, 26 percent of
board seats are held by women and every board has at
least one female director.

Organizations like Women in Bio and MassBio help
keep a spotlight on gender diversity. Last year, Women
in Bio announced a program to identify and provide
boardroom training for female board-ready biopharma
executives. While this year’s JP Morgan conference was
taking place, MassBio released a letter signed by more
than 100 biopharma leaders committed to implement-
ing gender-diversity best practices, including asking
current board members to act as active sponsors of
women ready for their first board seat. But these initia-
tives beg the question of how it is that the industry’s
good intentions on gender diversity have such diffi-
culty being translated into reality.

HOW GOOD INTENTIONS FALL BY THE WAYSIDE

To answer that question, it is necessary to closely
examine how the director search process typically
unfolds. When looking to fill a board vacancy, nominat-
ing committees often start out eager to add a woman to
the board’s roster. Once the recruiting process begins
in earnest, however, many committees can fall back
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PERCENTAGES OF TOP EXEC POSITIONS FILLED BY WOMEN

HEALTHCARE

BANKING & (NON-PHARMA/

INSURANCE CONSUMER BIOPHARMA) TECHNOLOGY

48 Companies 92 Companies 16 Companies 74 Companies
Percentage
of CEOs who 4.0% 1.4% 0% 6.7%
are women
Percentage of
other CXOs and
business unit 15.9% 19.0% 13.6% 11.5%
leaders who
are women

Table 1

on default behaviors that prevent them from fully
considering the complete talent pool available to them.
Understanding how this happens will make it easier for
nominating committees to fulfill their intentions for a
more diverse boardroom.

In the heat of a search, it is not uncommon for nominat-
ing committees to become focused on pursuing a “name”
director, such as the CEO who commands a well-known
multibillion-dollar market-cap company. The common
belief is that such an appointment will bring the board
instant credibility with investors, a powerful professional
network and the insight of knowing what it takes for an
organization to reach the upper tiers of its industry.

The “name” director is, of course, the extreme case
of the more general impulse to recruit a sitting CEO.
But with only nine female CEOs in the NASDAQ
Biotechnology Index, there simply aren’t enough
female biopharma CEOs to go around. Of course, we
need to increase the number of women who move
into the CEO role — but that alone won’t appreciably
improve the percentage of women biopharma direc-
tors. In addition, one must remember that regardless
of the number of talented women who do move to
the corner office, boards often restrict the number of
outside board commitments their CEO may accept — a
practice reinforced by recently issued ISS (Institutional
Shareholder Services) guidelines.

SIDESTEPPING SELF-IMPOSED BOUNDARIES
Though the situation seems intractable, nominating

committees can broaden their pool of female director
candidates without compromising their standards
if they are willing to rethink two long-held assump-
tions. The first is that only current or former CEOs —
whether “names” or not — can make stellar directors.
As Women in Bio and others have pointed out, the fact
is that a great many executive committee members
and business unit leaders have experience and judg-
ment that would benefit the boards of biopharma
companies preparing to scale operations and commer-
cialize products. The business unit head who oversees
a company revenue of half of a $20 billion market cap
can certainly provide useful counsel to the CEO of a
$1 billion company looking to lead that company into
the next bracket. Non-CEO directors also tend to have
less demanding travel schedules than CEOs, as well as
fewer other obligations which might diminish outside
boardroom bandwidth and availability. Indeed, the
board that accepts a highly qualified regional presi-
dent will be getting a director hungry to prove herself
at the highest echelons of the industry. (It’'s important
to note that the due diligence on these candidates
needs to include a thorough examination of potential
conflicts of interest.)

The second assumption is that the technical nature
of the industry largely limits the pool of directors to
biopharma and traditional pharma. Even though board
work is much more demanding and complex than it
once was, it is still ultimately about advice and over-
sight rather than running the business. More impor-
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By C. Richards

DIVERSITY IN THE BIOPHARMA BOARDROOM: MOVING PAST GOOD INTENTIONS ‘

DIVERSITY

tantly, purposely cross-pollinating and recruiting direc-
tor candidates from among seasoned C-level executives
in other industries may bring perspectives and experi-
ence that could greatly benefit a biopharma CEO while
also increasing the pool of women under consideration.
This strategy, however, is typically reserved for the
more mature (and often commercial-stage) company,
and is most fruitful if leveraged in specific disciplines
such as finance, legal, and human resources.

Greater diversity in the
boardroom will ensure that a
company is better equipped to
respond to its evolving challenges
and opportunities.

E

If we combine these two strategies — looking both
deeper and wider — the pool of highly qualified female
director candidates significantly expands. Table 1 shows
how, across S&P 500 companies in four major industries,
the percentage of women jumps when looking one level
below the CEO. In absolute terms, these women repre-
sent an additional 610 potential director candidates.

In a recent engagement, for example, we were able
to offer one biopharma client a gender-diverse slate
of director finalists when we turned to executives
from the reimbursement/managed care sector. In a
current engagement, we are looking to the luxury
goods sector to fill a board seat for a company devel-
oping an aesthetic therapy ultimately paid for by
the consumer. Whomever the nominating committee
ends up selecting, that choice will be all the stronger
because it comes from a finalist slate that is diverse in
both gender and experience.

GETTING TO YES

Updating the selection criteria is critical, but that is
only half of what must be done for boards to success-
fully diversify. Boards must also position themselves
to be attractive to female director candidates who are
aggressively pursued by other boards, which will offer
them competitive options. In addition to all the regular
due diligence on the company’s leadership, finances,
and science, boards should expect that female candi-
dates will closely scrutinize the company’s track record
on diversity in both the boardroom and within man-

Table 2

PERCENTAGE
OF BOARD
SEATS HELD

BY WOMEN
BIOPHARMA

S&P 500 BIG PHARMA

agement. Companies currently operating without any
female directors will find themselves in a challenging
position on this score and will need to make a compel-
ling argument regarding their commitment to diver-
sity going forward, assuring female director candidates
that the company isn’t simply putting a bandage on a
deeper deficiency. The situation is similar to that of a
board composed of investors and founders looking to
bring on its first non-investor independent director.
The most desirable candidates will want to ensure that
though they may be “the first,” they won’t be “the only”
indefinitely. And with good reason: Only after an under-
represented group reaches a critical mass — thought to
be between 20 and 30 percent — can they begin to fully
integrate into the larger group.

That more and more biopharma boards are making
diversity a priority is another sign of the sector’s ongo-
ing maturation. However, to make that priority a reality,
biopharma nominating committees will have to broaden
their approach to recruiting and be able to demonstrate
their commitment to the diverse director candidates
they hope to elect. Forward-thinking nominating com-
mittees will do these things even while the company is
private so that a diversity orientation is hard-wired in
from the start. Regardless of where a biopharma firm is
in its trajectory, greater diversity in the boardroom will
ensure that a company is better equipped to respond to
its evolving challenges and opportunities. @

© CHRISTOS RICHARDS is a partner at
Catalyst Advisors, a global recruiting firm
specializing in finding board members, CEOs,
and senior leaders for biopharma companies
across all stages of growth.

52

APRIL 2017 LIFESCIENCELEADER.COM



http://LIFESCIENCELEADER.COM

201/ HBA
wWoman

of the
Year

ceventl

Join over 2,000 attendees
11 May 2017 | NYC Hilton Midtown

1 Woman of the Year
Bahija Jallal, PhD
executive vice president,
AstraZeneca and head of
Medlmmune

Honorable Mentor
‘( Joaquin Duato

. L S - 4 "‘\ worldwide chairman,
NG C f ‘}; "y pharmaceuticals,
NS o I{\ : Johnson & Johnson
% ':*-‘156 : -y

* :\‘-‘*a‘: % ‘._ ¥ “

’ S~ FAE a «: { E "3 ‘J STAR
Z < ud P o K Ceci Zak

=\ 3 principal and COO at
g Batten & Co (a strategic
consulting firm within the

Omnicom Group)

Register
Anet.orc



http://HBAnet.org

By S. Lafair

HOW TO DIAGNOSE AND TREAT TEAM CONFLICT ‘

LEADERSHIP LESSONS

How To
Diagnose
And Treat
Team Conflict

SYLVIA LAFAIR, PH.D.

© SYLVIA LAFAIR, PH.D., author of Don't
Bring It to Work is a business relationship expert,
named One of the World's Top 30 Leadership
Professionals for 2016 by Global Gurus Top 30
Leaders, and creator of the award winning Total
Leadership Connections Program.

hen many highly educated people

work together in a culture heavily

focused on logic and science, the rela-

tionship realm, with its underbelly of
subtle emotions, is often brushed aside. This can lead
to systemic difficulties that derail productivity and
limit success.

When tempers flare and issues are handled quickly,
that’s excellent. You have resolved a problem. However,
if the same concerns show up over and over, including
disappointments, disapproval, and discounting, you are
staring at a pattern. Situations that constantly repeat
need a different type of understanding to be resolved.

TYPES OF BEHAVIOR PATTERNS THAT CREATE HAVOC
» THE PERSECUTOR: embarrasses associates
with finger-pointing and blaming. No resolutions
occur because everyone is afraid to take them on.
This leads to gossip, rumors, and disconnection.

» THE AVOIDER: leaves the scene, either phys-
ically or emotionally, when the going gets
rough. Meetings are short-circuited, projects are
delayed, and excuses are superficial.

» THE DENIER: pretends everything is per-
fect, with a desire to maintain the status quo.
Facts and statistics are distorted to keep from
changing course.

»  THE VICTIM: cannot speak up for himself and
will take all the blame yet is unable to offer
options for making positive change.

» THE SPLITTER: talks out of both sides of the
mouth telling individuals what they want to hear
rather than being consistent, thus causing mis-
understandings that fuel the fire.

» THE DRAMA QUEEN/KING: takes center stage
with over-the-top concerns that lead nowhere and
waste time rather than lead to a helpful solution.

ETIOLOGY OF RELATIONAL PATTERNS AND WAY OUT
In his book, Blink, Malcolm Gladwell reports on stud-
ies that indicate our overwhelming predisposition for
“instant knowing.” People make snap decisions about
whether they like each other without realizing it. When
bosses or colleagues don’t match our expectations, we
realize this in a matter of seconds, and just like that the
seeds of conflict are sown.

The “blinks” of remembrance come from early in life,
from our original organization, the family. We have cre-
ated work to resemble the family structure. There are
bosses, like parents, and colleagues, like siblings. Just as
there is a protocol to take a family history for physical
illness, the same is needed for conflict resolution.

Handling underlying conflict is always a two-step pro-
cess: Understand what triggers your own behavior and
then help direct reports explore their reaction patterns.

Power is diminished by observing the ingrained,
outdated patterns of reacting that create conflict. Next,
understand this is more than just a reaction to the pres-
ent situation, and the intensity is diffused. Then it is
possible to transform the pattern to one that is positive;
seeds of honesty and trust are planted.

There is room for discussion and change once you and
your direct reports can see through those automatic,
knee-jerk tendencies to respond. It is only when you stay
in the rut of ingrained, outdated responses that no new
movement is possible nor real dialogue can happen. @
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"1 In a business of numbers, these are the kind that can have human impact.

At inVentiv Health we believe the best way to help patients is by doing our jobs better, smoother
and faster. That's why we purpose-built our organization in a unique way — commercial and clinical
disciplines working together under one roof as teammates and colleagues, not distant relatives. At
inVentiv, the consistent sharing of knowledge capital, data and insights helps each phase of the process
go smoother and more successfully. Which can result in savings of both time and money. And while
this may sound like just good business practice (which it certainly is), it's actually driven by a singular
desire to help you help people. Sooner rather than later.

*We have achieved the results described above with some clients. As you know, every situation is different and results may vary.
Our goal is constant improvement on costs and time.

inVentiv
Health

Learn more at inVentivHealth.com/faster Shortening the distance from lab to life”
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Formula to
finished dose.
Delivered.

Our clients bring us their one-of-a-kind
breakthroughs. Our experience gives them a
reliable and efficient journey into viable products.
We offer complete drug substance and drug
product services for small molecules. Plus, a
comprehensive range of dosage forms. Let us
apply our expertise to help you overcome your
toughest solubility challenges and accelerate
your path from concept to proof of concept to
commercial launch.
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