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Questions Linger on COVID’s Origin 

Was it natural zoonotic spillover that catapulted 
SARS-CoV-2 from an emerging virus into a pan-
demic pathogen or was it something much more 
sinister? Is it at all possible that a lab leak in 

Wuhan, China, was the spark that lit the fuse? 
Debate and discussion about the origin of the virus that causes 

COVID-19 have been at the forefront of the global consciousness 
since the first cases were reported in December 2019. 

Early on, whispers of a potentially engineered virus quickly 
grew to a roar and fueled speculation that China was behind the 
pandemic. This narrative was so pervasive that, in February 2020, 
a group of 27 public health scientists published a letter in The Lan-
cet disputing the lab leak theory and announcing their support of 
their counterparts in China: the scientists, public health officials, 
and medical professionals combating the pandemic (see https://
bit.ly/3A8CwPv). 

“The rapid, open, and transparent sharing of data on this out-
break is now being threatened by rumors and misinformation 
around its origins,” wrote the authors, who all declared no com-
peting interests in their disclosures as recommended by the Inter-
national Committee of Medical Journal Editors. “We stand 
together to strongly condemn conspiracy theories suggesting that 
COVID-19 does not have a natural origin.”

And although it’s true that analyses of the genomic sequence of 
the virus subsequently pointed to natural origins, the questions 
regarding China’s role persisted, led by pesky discrepancies and 
conflicting reports. 

Fast forward to June 2021 and new evidence that has breathed 
new life into those origin questions. In an update to the February 
2020 letter, The Lancet has published an addendum with revised 
disclosure statements from virologist and investigator Peter 
Daszak, one of the 27 authors (see https://bit.ly/3x6Ny62). In the 
revised document, Daszak noted that his remuneration is paid 
solely in the form of a salary from EcoHealth Alliance, a New 
York-based nonprofit research foundation of which he is president. 
The company has reportedly worked directly with Wuhan labo-

ratories and funded gain-of-function research at China’s Wuhan 
Institute of Virology. 

Consider, too, other odd associations. Recent reports have uncov-
ered financial ties between Google and EcoHealth. This comes after 
accusations that the tech giant was censoring lab leak “conspiracy 
theory” stories in its search results. Google’s health lead, David 
Feinberg, has dismissed those reports, insisting that the company 
is simply taking steps to protect users from unverified information.

Are these coincidences or “where there’s smoke, there’s fire” 
situations? It’s unclear. But they add to the bank of troublesome 
questions standing in the way of the truth about COVID-19.

The questions extend beyond origin theory, though. With the 
FDA’s green lighting of vaccines for adolescents and young adults 
comes hesitation over long-term effects: What is the effect on fertil-
ity? Do the vaccines cause heart inflammation? Dr. Robert Malone, 
an mRNA researcher, appeared on television recently, expressing 
strong concern over the risk-benefit analysis of vaccination for 
young adults, and the Centers for Disease Control and Prevention’s 
Advisory Committee on Immunization Practices recently met to 
discuss instances of myocarditis or pericarditis in people aged 30 
and younger who have received an mRNA COVID-19 vaccine.

Of course, the answer to our ultimate question is that we may 
never know. 

We may never know where this virus came from. We may never 
know what triggered the global pandemic that has claimed more 
than 3.8 million lives. And we won’t know the long-term effects 
until enough time has elapsed. What we do know for certain is that 
the incredible strength and collaboration of the scientific commu-
nity have allowed us to regain some semblance of normalcy. The 
development and rollout of multiple effective vaccine options have 
been the medical miracle of our lifetime. 

That, right now, will have to be the only answer that matters. 
Thank you for reading.

Mike Hennessy Sr.
Chairman and Founder 
of  MJH Life Sciences™
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Opposing 
Short-
Termism

In June, the Chief Executives for Corporate Purpose® (CECP), along 
with the Biopharma Sustainability Roundtable (BSRT), joined forces 
to present the Biopharma CEO Investor Forum. While the CECP 

regularly holds investor forums of CEOs from multiple industries, this 
event specifically focused on biopharma, and CEOs from small to large 
pharma participated. Central to CECP and the BSRT is environmental, 
social, and governance (ESG). ESG initiatives among the S&P 500 are 
more developed, as they have the resources, as well as longer exposure to 
the community of public company investors who have largely adopted ESG 
as a means to determine all-over stakeholder value. That is, to escape the 
short-termism of current equity markets that overvalue short-term targets 
vs. long-term initiatives that drive corporate value.  

As we have learned over the past year from our Sustainability columnist, 
Sandor Schoichet, co-founder of BSRT, biopharma needs to collectively 
show up and put its hat in the ESG ring so as not to risk being dictated to 
or limited to metrics that don’t properly reflect the industry. For example, 
climate change issues are a concern, but more so for the utilities sector. 
Whereas biopharma’s ESG centers closely with patient access to medicines 
and pricing, as well as diversity and inclusion, R&D, and attracting talent  
for innovation. 

Biopharma CEOs presenting at the Biopharma CEO Investor Forum 
included alumni presenter Emma Walmsley, CEO of GlaxoSmithKline; 
Christophe Weber, CEO of Takeda; and Ken Frazier, taking a victory lap 
in his closing days as CEO at Merck. Other CEOs included Paul Hudson 
from Sanofi; Hervé Hoppenot of Incyte; Pfizer’s Albert Bourla; his mRNA 
COVID vaccine companion-in-arms Stéphane Bancel of Moderna; and 
UCB leader Jean-Christophe Tellier. 

For more information about the trends, concerns, and long-term visions 
from these companies, please see this article: https://bit.ly/3vXvtWs.
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When people awoke on January 1, 2000, many 
were relieved to learn that the digital disaster 
known as Y2K had been averted. The fear that 
a worldwide software bug could wreak havoc on 

global computer networks was put to rest when systems didn’t 
crash on the first day of the 21st century. But by 
March, people had something new to worry 
about. Though the stock market had been 
f lying high due to the tech boom of the 
1990s, the bubble began to burst as thou-
sands of dotcoms went bust. The only tech 
some people were willing to invest in were 
Microsoft’s new Windows 2000 and Sony’s 
PlayStation 2 (PS2) gaming console.

The US was occupied with a controversial presidential election 
between  George W. Bush and Vice President Al Gore. The initial 
results spurred a recount because of disputed votes from Florida. 
After much ado that taught the world what a “chad” was, the 
Supreme Court ended the recount, announcing Bush the winner.

Beyond US boarders, the International Space Station wel-
comed its first crew in 2000. Since then, it has been continuously 
occupied by astronauts from around the world. Scientists also 
discovered that a hole in the ozone layer over Antarctica had 
grown from .62 sqaure miles to 17 square miles in just a year, 
spurring increased ecological concern. For entertainment, the 
world tuned in to the Summer Olympics being held in Sydney.

In 2001, Microsoft introduced its Xbox gaming system to com-
pete with the PS2. Though the gaming wars continue today, the 
PS2 still holds the title of all-time best-selling console. Apple was 
also busy introducing its iPod and iTunes. An increasing number 
of people downloading free music from online sites caused conster-

nation in the music industry. US primetime TV was 
ruled by the gameshow Who Wants to Be a Mil-

lionaire? In theaters, people watched A Beautiful 
Mind, based on the life of John Nash, who 
battled schizophrenia. Finally, the free online 
encyclopedia Wikipedia went live in 2001, 
chronicling all of these events and more.

The greatest mark on 2001, however, were 
the terrorist attacks that occurred on Sept. 11. It 

was a day that changed the world as we knew it, when hijackers 
took control of four commercial airliners that ultimately crashed 
into the Twin Towers, the Pentagon, and a field in Pennsylvania. 

As a result, the US invaded Afghanistan, with help from the UK. 
The invasion and ensuing hunt for Al-Qaeda leader Osama bin 
Laden kicked off the US War on Terrorism.

In 2002, the European Union voted to add 10 new countries, 
and the euro became the official currency of 12 EU nations. NATO 
also added seven nations, its largest expansion. In the UK, Queen 
Elizabeth The Queen Mother passed away, while Queen Elizabeth 
II celebrated her Golden Jubilee. Olympic fever 
returned with the winter games in Salt Lake 
City. South Korea and Japan jointly hosted 
the World Cup, where Brazil defeated Ger-
many. Fashion also took on a sporty side with 
the popularity of tracksuits in the early 2000s. 

The lines between celebrities and ordinary 
folk became more blurred in 2002, with Kelly 
Clarkson becoming the first American Idol.

THE PHARMA LANDSCAPE
In 2000, Pfizer acquired Warner-Lambert to become the top 
pharma company. This deal gave Pfizer the cholesterol-lowering 
drug Lipitor, which became one of its blockbuster products. The 
effects of new DTC advertising regulations were being realized; for 
every $1 spent on advertising, pharma retail sales increased by $4.20 
in 2000. The year also saw the first draft of the human genome and 
the creation of the global vaccine alliance Gavi, which increased 

vaccine access for children in poor countries.
In 2001, the industry came together again, 

agreeing to sell AIDS drugs for cost price in 
Africa to help fight the epidemic. Health con-
cerns in the US turned toward a series of 
anthrax attacks spread via mail. As demand 
for Cipro—the treatment of choice—exploded, 

the Department of Health and Human Services 
threatened Bayer with patent abridgement unless 

it lowered its price. Eventually, Bayer deeply discounted the drug. 
In other news that year, the world’s first contraceptive patch, Ortho-
Evra by Ortho-McNeil Pharmaceutical, was launched. 

In 2002, the Best Pharmaceuticals for Children Act became law, 
which encouraged industry to perform pediatric studies to improve 
labeling. And on the last day of 2002, AbbVie’s anti-inflammatory  
therapy Humira became the first fully human monoclonal antibody 
on the market. Today, it is the top-selling drug.                             

 — Elaine Quilici

Pharm Exec at 40 
Looking Back at 2000–2002

Anniversary
1981-2021
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3 Bold Moves to 
Stand Out in Rare 
Disease Branding
The steps manufacturers should take to separate from the         
pack in this critical treatment market

R are and ultra-rare diseases are not only difficult to 
live with and diagnose, but they are also complicated 
to treat. Companies that launch therapeutics in this 
area are bold and their branding should reflect that.

While each country has its own official definition of a rare 
disease, in the US, a rare disease is classified as a condition that 
affects fewer than 200,000 people. 
According to the National Institutes 
of Health, there may be as many as 
7,000 rare diseases. Of those condi-
tions, 95% have no treatment, 
according to the National Organi-
zation for Rare Disorders. So, when 
a new therapeutic emerges, it can 
garner a lot of attention.

In a sea of promises, a manufac-
turer must take steps to stand out 
from the competition to deliver their 
life-altering treatment to the patients 
who need them the most.

BE AN EARLY LEADER
Helping to shape the future of the indication is an important 
early step, especially for first-in-class products. Take a step back 
from the actual therapeutic and look at the disease from a holis-
tic point of view.

How is it currently being positioned? What is the current ter-
minology being used to describe it, and how consistent is it across 
the board? Is there a better way to approach it? What does a 
successful outcome look like, and how does it impact the person 
diagnosed with the disease and their care partners? What are 
the pain points for healthcare practitioners?

Doing this creates an opportunity for early innovation and 
understanding while also building consistency across the cate-

gory. If you can better define and refine your category from the 
start, it will pay off tenfold during the life cycle of your product.

ENGAGE ADVOCATES
It’s never too early to start partnering with those impacted by 
the disease, including patients, care partners, advocacy organi-

zations, and healthcare practitio-
ners. Find them, talk with them, lis-
ten to them, learn from them, and 
work alongside them.

Collaborating with advocacy 
organizations right from the very 
beginning can uncover beneficial 
insights and knowledge that will not 
just set a brand apart but could also 
be the difference between getting 
someone access to a lifesaving ther-
apy or not.

It also begins to build trust. Given 
the typically high treatment cost and 

small patient population for rare diseases, establishing trust early 
on is critical because they could turn into your biggest advocates.

PUT A STAKE IN THE GROUND
Researching, developing, testing, and commercializing a treat-
ment for a rare or ultra-rare disease is usually personal to those 
who take it on. Companies that take the leap should be recognized 
for tackling such an important task. Put a stake in the ground 
and own every aspect of the therapeutic category.

Don’t just be an expert in the field—be the No. 1 expert in 
the field. Be the leader of the therapeutic category, and don’t 
budge from that position. Every aspect of the brand, from its 
name to the way it is presented to healthcare practitioners, should 
reflect that boldness. 

BRANNON CASHION 
bcashion@leaderboardbranding.com

VINCE BUDD 
vbudd@leaderboardbranding.com 

Managing partners, Leaderboard 
Branding, a Fingerpaint company

Brand Insights - Thought Leadership
from Marketers | Paid Program

Don’t just be an expert in 
the field—be the No. 1 

expert in the field. Be the 
leader of the therapeutic 

category, and don’t budge 
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JILL WECHSLER
is Pharmaceutical Executive’s
Washington Correspondent.  
She can be reached at
jillwechsler7@gmail.com

Biden Budget ‘Wish 
List’ Maps FDA, 
Healthcare Priorities
White House backs big boost in funding for research, public health   

In laying out its formal budget proposal for fiscal year 2022, 
the Biden administration supports a notable increase in 
funding for public health and research as a lead priority for 
the coming year. While Congress will reject or modify 

many of the specifics, the federal government’s remarkable suc-
cess in combatting the COVID-19 pandemic continues to gener-
ate bipartisan support for advancing biomedical research and 
public health and safety. 

FDA’s oversight and guidance in speeding the development of 
critical COVID vaccines, diagnostics and therapies is rewarded 
with additional funding to continue and strengthen those capa-
bilities. The new spending plan requests $6.5 billion for the agency, 
up 8%, with $3.6 billion in public appropriations and $2.9 billion 
in user fees paid by industry. The added $344 million, according 
to the Alliance for a Stronger FDA, is allocated primarily to three 
main areas: critical public health infrastructure, including data 
modernization and expanded laboratories, facilities and staff; core 
safety programs for food and medical products and global supply 
chains; and ensuring public health by increasing secure inspec-
tions, promoting health equity, and addressing the opioid crisis. 

Among the specifics, FDA seeks $19 million to enable its field 
inspection program to carry out site visits delayed by the pandemic 
and to avoid a reduced frequency in both domestic and foreign 
inspections going forward. To help end the opioid crisis, FDA 
would gain $38 million to support research for developing over-
dose reversal treatments and new non-opioid pain medications 
and to devise systems to better track and manage opioid use. 

For several years now, FDA has emphasized the need to mod-
ernize its data and communications systems for medical products 
and food, and the new budget may finally advance its Enterprise 
Technology and Data modernization efforts. An additional $45 
million would support wider use of AI and advanced IT systems 
to enable data sharing across product centers and ease communi-
cations among agency offices, streamline core business processes, 
and better track drug manufacturing to better anticipate shortages.

While the National Institutes of Health (NIH) would see a hefty 
22% rise in funding for a $50.5 billion 2022 budget, $6.5 billion 
of that increase would fund the new Advanced Research Projects 

Agency for Health (ARPA-H) within NIH, a hot-button proposal 
that has raised questions. Designed as a parallel to the Defense 
Department’s Defense Advanced Research Projects Agency, stake-
holders already are debating if ARPA-H should reside within NIH 
or be independent, how it could advance “transformational” 
research issues for multiple diseases, and how its projects would 
involve private sector R&D and technology transfer.

 
THE ACCELERATED APPROVAL DEBATE 
FDA’s surprise decision to approve Biogen’s treatment for Alzheim-
er’s disease has raised serious questions about the validity and value 
of  the agency’s accelerated approval process. FDA cleared Aduhelm 
based on data from one clinical trial that shows some effect on reduc-
ing amyloid beta plaques in patients with mild cognitive impairment. 
Unlike most surrogate markers supporting early approval, that effect 
has not been linked to clinical benefit, challenging its validity for 
anticipating patient gains. The broad labeling approved, moreover, 
has generated heated debate among scientists, researchers, patients, 
and payers as to the long-term impact of  the approval decision on 
the credibility and independence of  FDA decisions.

The high price tag set by Biogen also is heightening the debate 
over drug costs, reimbursement, and prescribing. In setting a price 
of  $56,000 a year, way above the cost-effective threshold of  $2,500 
to $8,000 calculated by the Institute for Clinical and Economic 
Review, Biogen stands to earn some $17 billion a year from the 
therapy, according to Wall Street analysts, particularly with a label 
that opens prescribing to early and severely debilitated Alzheimer’s 
patients. All eyes are on how Medicare and health and drug plans 
will set coverage parameters and how doctors and medical author-
ities will identify those individuals most suitable for treatment.

FDA’s accelerated approval process was launched in the 1980s 
to provide early access to treatment for dying AIDS patients with 
no available option. Since then, it has been used to speed approvals 
of  new therapies, primarily for AIDS and cancer where validated 
surrogate markers have provided evidence that a drug has potential 
for curbing disease. Some consumer groups and healthcare provid-
ers, though, complain of  long delays in confirming benefit and have 
questioned the often high cost of  paying for unproven drugs. 
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Beyond Ethnicity: 
Diversity in 
the Workplace
Practical perspectives on a complex issue

Whenever we talk about diversity, the usual 
response magnetically draws the conversation 
around ethnicity and enhanced productivity. 
But is this the end of the discussion or the 

beginning of it? We assembled a small roundtable to examine 
the broader effects of the issue. We’re using only first names for 
the sake of anonymity. 

Vince: Let’s go beyond the general observation of differ-
ent ethnicities impacting the need for diversity in the 
workplace. Why is diversity important to you all?

Michelle: I think of diversity as a career opportunity. 
When I see an Asian woman or man that is in a position of 
authority, I believe that I can aspire to that height as well. It’s 
like when you hear about the first woman astronaut or Vice 
President of the US—it suddenly wakes everyone up to the fact 
that we’ve been missing that reality for, well, forever. Busting 
the ceiling gives everyone hope that the same could happen in 
other fields.

Halen: Yeah, I agree. It’s funny. You don’t notice a lack of 
diversity until you belong to a company that puts it into practice. 
I was just doing my job at my former company, but when I moved 
on, I suddenly felt: wow, that was a backward place to be. But 
you should have both environments working together: people 
who do their job well, and people who are different from each 
other and non-judgmental about who thought up what idea.

Tina: But it seems like judgment is still with us. Ten years 
ago, only 2% of chief creative officers were female; now it’s 29%. 
Should we be cheering that the numbers have exploded in wom-
en’s favor, or still shocked at the existing inequity?

Vince: How else do you look at diversity as a principle 
in the workplace?

Marieli: Experience. This is my first real job outside of col-
lege. So, I’m consciously aware of how I need to catch up to the 

rest of the company. While I’m still a little intimidated by this, 
I feel that the company welcomes my youth because they want 
to pick my brain about the newest trends and design applications.

Vince: As one of the most senior corporate citizens, I’m 
your biggest fan in seeking out your fresh perspective to keep 
me current.

Halen: It’s really a two-way street though—a diversity of  
effort. It’s our responsibility to engage your experience, just as 
it’s your responsibility to be intellectually curious, which you are.

Michelle: I think personality is another principle of  diversity. 
Some companies actively recruit Type-A Workaholics. Why not 
have a healthy mixture of  personality types? And I say this as the 
child of  “Tiger” parents, who taught me to be aggressive and 
welcoming of  whatever challenge came my way.

Marieli: Wow, I envy you. I’m more of  a seeker first, and 
doer next. 

Michelle: Mutual envy is what we should practice.
Halen: That’s what I was talking about earlier. A diversity of  

personalities is needed to make the operation run effectively.
Tina: And different personalities create the need for a new 

kind of  communication. Should we talk to people who work or 
just to workers who happen to be people? The diversity of  cor-
porate culture mandates a new kind of  innovation where our 
personal selves are honored as much as our professional selves. 
We should practice “group individuality,” if  that’s a thing.

Vince: I agree. A friend of  mine at a top agency said, “We’re 
a machine, Vince.” And my first thought was, “Who would want 
to work for a machine?”

Halen: One last thing I’d like to add is about the diversity of  
geography. COVID-19 has taught us that you don’t have to rely 
on local geography to hire. With diverse talent coming from the 
virtual workplace, there is no such thing as urban superiority of  
resources. A suburb becomes as cosmopolitan as a city. 

Vince: Thanks everyone for your keen insights about this 
topic. 

VINCE PARRY 
EVP, Brand Strategy, 
Truth Serum NTWK
email: vparry@proximylhealth.com 

Brand Insights - Thought Leadership 
from Marketers | Paid Program
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COVID Blame 
Games Give Way to 
Lesson Learning
Summits, proposals outline advice on response to future pandemics

Just as there has been no shortage of finger-pointing as coun-
tries struggled to respond to the health threats of COVID-
19, there is now no shortage of advice on what everyone 
should do to be better prepared for the next pandemic.

Inevitably, the pharmaceutical sector has been at the center of 
much of these discussions, facing both accusations of avaricious 
exploitation of monopoly positions and praise for rapid development 
of vaccines. As the rate of infections appears to be peaking—at least 
in the richer countries that host most of the innovative drug indus-
try–it is a matter of conjecture just how much of the advice will 
actually turn into policy when the dust of COVID settles. 

The EU was quick off the mark with the Global Health Sum-
mit that it co-hosted with Italy in late May, when G20 health 
ministers committed themselves to “global solidarity” and put 
their names to the “Rome Declaration,” urging improved health-
care provision and scaled-up efforts to achieve universal access to 
affordable tools against the virus. But it also put in a strong plea 
for the need to “build on science and evidence-based policies,” 
and highlighted “the importance of continued investment in 
research and innovation.” The sentiments were subsequently 
endorsed by G7 health ministers and then by G7 leaders in June.

The UK got into the act with the plan that it drafted for G7 
leaders on a rapid response to future pandemics. This outlined 
the goal of reducing the impact of future pandemics by making 
diagnostics, therapeutics, and vaccines available within 100 days, 
and set out an ambitious list of prerequisites. It mercilessly cata-
logued insufficient investment in novel technologies, inadequate 
regulatory pathways, indifferent standards, underdeveloped infra-
structure, and widespread risk aversion. And it called for targeted 
research investment, institutionalized partnerships in manufac-
turing capacity, an international clinical trials network, stream-
lined assessment and approval procedures, normalization of 
sophisticated diagnostic testing, and stable and generous financing. 

Before June was over, the EU had delivered its own take: 
“Drawing the early lessons from the COVID-19 pandemic,” which 
it described as the “honest assessment that is essential if real les-
sons are to be drawn at the policy and political level.” It enumer-
ated the difficulties that were encountered in scaling up manufac-

turing and production capacity, in dependencies on global supply 
chains, and in the lack of a permanent integrated approach to 
research, development, market authorization, production, and 
supply. “A longer-term solution is needed,” the EU concluded.

So it recommended—in addition to broader suggestions on 
surveillance systems—a range of improvements to boost pharma-
ceutical sector capacity. These extended from seamless links 
between clinical and public health data and stepping up invest-
ment to more agile procurement, and from closer coordination 
among authorities to more effective incentives for innovation. It 
urged the permanent establishment of a large scale, flexible, well-
resourced platform offering strengthened support and simplifica-
tion for multi-center clinical trials and focused support for research 
and manufacturing technology improvements. “We can put in 
place frameworks to make our response more effective and our 
structures more resilient,” it pleaded.

Only days later, the EU–US summit led to a further round of 
commitments, promises, and proposals for recovering from the 
pandemic’s effects and for preparing to avert a repetition of the 
damage done. Again, the pharma sector featured prominently in 
the proposals, with “A renewed Transatlantic partnership” that 
comprised a joint taskforce on manufacturing and supply, “to 
deepen cooperation and identify and resolve issues around expand-
ing vaccine and therapeutics production capacity.” 

Something concrete may emerge from all this: the G20 Lead-
ers’ Summit in October is scheduled to review a report on progress, 
and a global pandemic preparedness treaty is under discussion.

But whatever benefits may emerge in the shape of improved 
investment, infrastructure, or operating context for the pharma 
industry will be counterbalanced by the ever-increasing attacks 
on the IP system that provides those temporary monopolies that 
provoke so much ire among so many with no direct stake in the 
industry. The pharma sector has covered itself in glory over the 
last year or so by its prodigious and largely successful efforts to 
combat COVID. But its very success has attracted renewed focus 
on—and resentment over—its business model, and the consequent 
pressures on patents and pricing will present it with challenges that 
will be every bit as demanding as combating the coronavirus. 

REFLECTOR
is Pharmaceutical Executive’s
correspondent in Brussels
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Enhancing the 
Content Experience
Inside the next generation of Medical World News

The onset of the COVID-19 pandemic forced us to iden-
tify new ways to fill the void in healthcare communica-
tion to keep health professionals informed in the midst 
of worldwide shutdowns. For MJH Life Sciences™, the 

largest privately held, independent, full-service medical media 
company in North America, filling that void led to the launch of 
Medical World News®.

Pharm Exec caught up with Michael Baer, Chief  Marketing 
Officer of  MJH Life Sciences™, to discuss the next generation of  
the healthcare industry’s first-of-its-kind 24-hour news program.

 
With MJH Studios already a part of MJH’s content strategy, 
what trends within the MJH network of information dis-
semination led the organization to believe that video was 
the next logical step?

Michael Baer: Video has become a leading way our audi-
ence prefers to consume content, demonstrated by the success of 
the multitude of multimedia content produced across the MJH 
Life Sciences™ portfolio. And, with audiences spending 2.6x more 
time with video and with video representing over 80% of all 
internet traffic in 2021, it has never been more important. The 
pandemic only accelerated the adoption of video and on-demand 
viewing. We wanted to help satiate their appetite through the 
launch of this next generation of Medical World News®. 

Medical World News initially launched in March 2020; 
what enhancements has your team made to this next gen-
eration of the platform?

Michael Baer: The pandemic hastened the shift to on-
demand viewing , which made it clear that our initial efforts could 
be improved with a library of content, the ability to choose what 
shows and which topics to watch, and when to watch them. And, 
while the content is paramount to the success of our platform, we 
also wanted to ensure that the design, look, and feel of the user 
experience was also exceptional. This next generation includes 
a combination of live and on-demand viewing options of our 
diversified content via the Medical World News® portal resource. 
 
To appeal to healthcare professionals across the spectrum, 
what types of content will Medical World News be producing?

Michael Baer: Medical World News® features a mix of con-
tent that ventures beyond the clinical aspects of practice. Topics 
surround physicians’ mental health and burnout prevention, spe-
cialty-specific aspects of practice, timely news, and glimpses into 
the lives of healthcare providers outside of their day-to-day prac-
tice. Our aim is to create the Netflix of healthcare video, catering 
to the wide variety of healthcare professionals across the industry 
by delivering engaging, informative, and relevant daily content 
on-demand (examples below).

How are you utilizing the broad MJH portfolio of brands 
to enhance the content Medical World News is producing?

Michael Baer: With over 60 brands, we have the resources 
to create the best and most relevant content for our audience. 
We’re sourcing our editorial leaders as program hosts and inter-
viewers. Our partnerships with KOLs provide leading-edge tal-
ent for content. And our partnerships with leading medical asso-
ciations, health plans, advocacy groups, and medical institutions 
play a key role in providing talent and reach. It’s all a natural 
extension of being the largest independent healthcare media com-
pany in the country—and a leader in video and digital content. 

What do you see as the future of Medical World News?
Michael Baer: Our goal is to create a continuous stream of 

unique and engaging healthcare content that enlarges what video 
can do in our industry—and provides dynamic, relevant expo-
sure opportunities for our customers. We will evolve the MWN 
platform with new features, categories, and shows to continue to 
engage our audience. Above all, we will always remain true to 
the MJH Life Sciences™ mission—to improve quality of life 
through healthcare communications, education, and research.

To learn more about the next generation of Medical World News and 
view the full experience, please visit www.medicalworldnews.com.

Brand Insights - Thought Leadership 

from Marketers | Paid Program
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Many of us equate leading with being out in front. But 
according to Merriam-Webster, additional defini-
tions highlight directing, guiding, and channeling 
rather than being foremost. By focusing on those 

alternate aspects, leaders can tap into a powerful tool that can have 
great impact for themselves, their team, and their organization.

When leaders achieve a certain level of seniority, there is a 
tendency to step in and try to do too much. That can be due to 
the expectation that they are supposed to have all the answers 
and must be the ones to deliver solutions. But when that happens, 
the opportunity for others to come up with their own solutions 
gets lost.

“That essentially denies the value of the whole team,” says 
Paulo Fontoura, senior vice president and global head of neuro-
science, ophthalmology, immunology, rare and infectious diseases 
clinical development at Roche/Genentech. “If you use a team of 
senior leaders purely as an execution team rather than a collec-
tion of people who have different ways of seeing a problem and 
different ways of leading, that may be useful in the short term, 
but in the long term, you’re missing out on a lot of potential value.”

STRIKING A BALANCE
Knowing when to step up and when to step back requires instinct, 
a mindset of wanting to empower others, good judgment, and 
maturity as a leader. Of course, there will always be occasions 
where leaders need to take charge, but as soon as the visionary 
work is done and they have coached their team on how to proceed, 
they should almost immediately step back and trust that their team 
will pick up. 

“If  you are the only one pushing for a certain agenda, all the 
energy comes from you, whereas if  you get others to understand 
where you want to go and why it is important, then you can use 
their energy to multiply that vision,” says Fontoura.

This can lead to a triple impact. First, the entire organization 
benefits from having a more empowered and mature group of 
leaders, which can cause a cascade of empowerment throughout 
the organization. Second, it accelerates leaders’ development, giv-
ing them the autonomy and then the responsibility of having to 

deliver on something. Finally, objectives can be accomplished bet-
ter and faster than they would without any help.

Empowering others also builds trust among teams. When lead-
ers step in all the time, employees can feel micromanaged. When 
they reserve it for specific instances, employees assume leaders 
are getting involved only because it is necessary. That trust goes 
both ways. It also allows leaders to have the acceptance they need 
when they do step in because the team acknowledges that it is a 
unique situation.

LEARNING TO LET GO
Handing over responsibility can be difficult for some people. To 
do it successfully, the first step is building confidence by assembling 
a top-notch team. Leaders should be able to trust their teams 
implicitly and turn to them without hesitation. “Without a really 
high-functioning team of leaders and collaborators around you, 
it’s never going to work,” says Fontoura. “Spend as much time as 
you need to hire the best people, coach them in the right way, and 
support them so that when you want to step back, you are fully 
relaxed in doing that.”

It’s also essential for leaders to conduct a self-assessment. There 
are many reasons why they might find it difficult to temporarily 
hand over the reins, including:

• A sense that it is part of  their job and therefore if  they’re not 
doing it themselves, they’re not doing their jobs.
• An expectation that as leaders they have to be the ones always 
at the forefront; if  they’re not in front, then they’re not good 
leaders.
• Unconscious biases, such as they can perform the task better 
than anyone else.
• Insecurity that if  they don’t do it themselves, it won’t get done.
• Fear of  failure that someone else might mess it up.
• Protection of  their status or position; if  it’s a success, people 
might think they are no longer needed.
“When you have such high standards and work ethic, the first 

instinct is that you want to do it yourself,” says Fontoura. “But 
the secret to leadership is sometimes when you step back, you 
create the space and multiply your impact.” 

ELAINE QUILICI
is Pharm Exec’s Senior Editor. 
She can be reached at  
equilici@mjhlifesciences.com

The Advantages of 
Stepping Back to
Let Others Step Up
Give your team members opportunities to lead for greater growth
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Event Overview
Patient Activation is more than engagement. It reflects an individual’s 
current knowledge, skills and confidence to manage their own health 
and healthcare. As such, consistent and empirical measurement 
of patient activation can provide critical insight into who may be 
overwhelmed and ill-equipped to manage sustained participation 
in a clinical trial, or who might need a deeper level of personalized 
support to adhere to a treatment program. If program participants 
are falling through the cracks, and their health is suffering, they’re 
likely to be more of a risk to themselves and less useful to any 
programs designed for their benefit.

Key Learning Objectives
•  Discover how patient activation is predictive of an individual’s 

future clinical outcomes, utilization and cost
•  Learn how patient activation can provide personalized, reliable 

insights that enable support teams to better manage individuals 
and engage them in building better prevention and wellness skills

•  Understand that by using patient activation as a guide, resources 
for support programs and clinical trials can be more effectively 
and efficiently allocated

Who Should Watch
• Director/VP Digital Innovation
•  Director/VP of Clinical Operations, Clinical Research or Clinical 

Integration
•  Clinical Trial Manager 
•  Patient Support Program Managers
•  Goals include, conducting sound, meaningful and beneficial 

research studies; assessing effectiveness of new treatments/ 
interventions; having patients adhere to trial protocols; 
convincing participants to join their support programs and trials; 
initial engagement, program retention, and improved adherence – 
staying on therapy

Register for this free webcast at:  
www.pharmexec.com/pe_p/behavior

Sponsored by Presented by

For questions email 
mdevia@mjhlifesciences.com

ON-DEMAND WEBCAST
Aired: Thursday, May 20, 2021 

®

Reimagining Patient Support 
Through the Science of 
Patient Activation
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JULIAN UPTON
is Pharm Exec’s European and 
Online Editor. He can be reached 
at jupton@mjhlifesciences.com

The Data Challenge 
in Rare Diseases and 
Complex Therapies
Closing the gaps in complex therapy data remains a hurdle, but 
“getting clever” with AI can offer a path forward

The panelists at the “Data: The Cornerstone of  Suc-
cess” roundtable at Veeva’s North American Com-
mercial and Medical Summit last month were in agree-
ment that COVID-19 has not just created dramatic 

shifts in patient and healthcare provider (HCP) behaviors but is 
also changing the industry’s relationship with data. For Eric Solis, 
director and lead data scientist at Takeda, COVID has exposed 
the need for access to broader data sets. “We’ve been bringing in 
information outside of  our therapeutic areas to understand how 
much the new trends we’re seeing can be applied to our markets,” 
he said. COVID has served as an impetus “to challenge our data 
providers and ourselves to shift our ability to consume and analyze 
the data.” Saket Malhotra, Ipsen’s head of  data, digital, and com-
mercial IT, noted that, before COVID, companies were already 
trusting of  data and were shifting toward a data-driven or insights-
driven culture. However, he explained, “now we have accelerated 
the data, digital, and technology investments to focus on customer 
and patient-centric capabilities and experiences and we’re bring-
ing in more out-of-the-box innovative thinking to drive the busi-
ness’ strategic objectives—that is the shift post-COVID.” 

In complex therapies and rare diseases, however, the post-
COVID shift in attitudes and access to data has not been realized 
with the same sense of  optimism. Shekhar Sattiraju, executive 
director and head of  commercial operations at Chiasma, told 
Pharm Exec that while the data are getting “bigger and better,” 
processing speeds are doubling every few months, and analytical 
approaches are improving, there is still work to be done to improve 
lives of  patients with rare diseases, and a key step is to help them 
get diagnosed. “If  we consider the big picture, there are 7,000 
rare diseases and this equates to about 25 to 30 million patients. 
The unfortunate part is that among these, there are millions who 
are still looking for a diagnosis,” observed Sattiraju. “So, the crit-
ical question for us is, how do we maximize our ability to find 
those patients, and help them connect to an appropriate diagno-
sis? From my perspective, we are making headway through 
advanced analytics, AI, and machine learning; we are still in an 

early phase of  this journey and have much more progress to make 
when it comes to getting the most from the data.”

Solis agreed that in complicated therapy areas “there are a 
ton of different factors that are influencing the underlying behav-
ior that we’re trying to affect.” He told Pharm Exec, “The seg-
ments and nuances, and types of patients and physicians that 
we’re interested in don’t fall out of the data readily. You try to 
infer a diagnosis, a segment, a subset, a severity through longi-
tudinal views on patients and physicians, but you run into the 
problem of the data having gaps.” He pointed to the “Venn dia-
gram problem:” If two data sets are combined, certain patients 
or events occur in one but not the other and there’s an intersec-
tion that offers a more complete picture. “But as we add more 
context and nuance by bringing in other data sources, those gaps 
tend to multiply,” he said. “We need analytics approaches that 
deal with those gaps to get better insight and visibility.” 

Solis, however, is excited about how AI and machine learn-
ing can be leveraged “not necessarily to get to the answers, but 
to ask questions that can be followed up with more data to iden-
tify where we need to focus our efforts.” The “fun part” is “cre-
atively employing data science to get as much out of data as pos-
sible.” He explained, “You can get clever in the way you engineer 
features and build structure into your analytical approaches.” 
Solis’ team has been working with vendors to identify key gaps 
in the data and build in additional data sources. “We’ve been 
partnering closely with Veeva to leverage what we’re calling 
crowdsourcing. That is, understanding anonymized, large indus-
try trends, but at the individual prescriber levels, so that we can 
start to disentangle these individual shifts in HCP preferences. 
This is important if we want to get to a more advanced, predic-
tive, next best action, or a really tailored approach.”

By leveraging insights from broader behaviors across markets 
and therapeutic areas—especially the “idiosyncratic shifts” fueled 
by COVID—Solis’ team aims to “supercharge” their ability to 
understand customers. This approach is “a potential game 
changer for rare diseases and more nuanced therapy areas.” 
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CONTACT US
iqvia.com/contact

For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com

HCP engagement is a challenging environment for 

commercial teams in life sciences organizations. This situation 

has been made even tougher by the COVID-19 pandemic, 

while emphasizing the need for precision-driven approaches. 

Advanced HCP targeting solutions that maximize data, 

commercial analytics and the use of AI enable commercial 

organizations to strongly position their brands for growth.

This webinar explores how a disciplined and holistic targeting 

approach enables you to: 

• Create a true market opportunity assessment 

• Identify and prioritize your most valuable HCP targets

• Update your targeting as market dynamics shift through 

repeatable, scalable analytics 

3 Key Takeaways

• Uncover your addressable market by using AI to develop 

a keen understanding of the underlying patient population 

makeup in addition to HCP behavior

• Reveal true HCP demand drivers by leveraging multiple 

factors that go beyond prescribing behavior to include market 

access, influence networks, promotional response, and level 

of digital engagement, where available 

• Dynamically update targeting as market understanding shifts 

through repeatable, scalable analytics be deployed. 
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Advanced HCP Targeting for Brand Growth
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Today’s Accelerated 
Pace of Innovation:
Can We Afford It?
A remarkable run indeed, but cost questions can’t be ignored

Late last month, Intellia Therapeutics and its partner 
Regeneron rocked the biotech and CRISPR world with 
highly positive early data from the first patients ever to 
have their DNA edited with an in vivo CRISPR/Cas9 

therapy delivered systemically. This first-in-human gene editing 
data could possibly be a crowning moment of achievement, dem-
onstrating proof-of-concept data and opening up the potential for 
advancing cures for genetic diseases following years of research.  
Genetic diseases could ultimately be cured and patients who once 
faced short life spans in addition to challenges to their quality of 
lives could live normal lives.

The interim results from a Phase I study in patients with trans-
thyretin (ATTR) amyloidosis, a rare and fatal genetic disease, were 
reported at the Peripheral Nerve Society Annual Meeting and 
memorialized in The New England Journal of Medicine.

Intellia’s share price soared 50% on the news and (as of June 
28) was up 550% over the past year. The stocks of other gene edit-
ing hopefuls, CRISPR Therapeutics and Editas Medicine, were 
also up considerably. 

Innovations abound and the pace is accelerating. 
We have witnessed the unprecedented rapid and successful 

development of the COVID-19 vaccines; our industry does fun-
damentally change the lives of the patients it serves. The reopen-
ing of the economy and our ability to socialize, work, and enjoy 
life’s simple pleasures, such as a hug, is all due to heroic work and 
scientific accomplishments of our industry. 

AFFORDING THE COST OF OUR SUCCESSES
Pfizer has projected a whopping $26 billion in its COVID-19 vac-
cine revenues in its first full year of sales—which is a level nearly 
double the annual sales the top-selling pharmaceutical drugs of 
all time have achieved over more than a decade on the market.

What will curative gene therapies cost? Who and how will we 
pay for them?

And these new breakthroughs, like the COVID-19 vaccine, 
will likely be adopted by large numbers of patients, for example, 
the recent entrance of Biogen’s Aduhelm, a disease-modifying 
treatment for Alzheimer’s disease. These have broad-reaching 

societal impact that will need to be addressed, in terms of access 
and affordability.

IMPLICATIONS FROM ADUHELM
FDA’s decision to approve the first Alzheimer’s therapy in nearly 
two decades sparked controversy. The regulatory debate centered 
around Aduhelm’s murky clinical benefits. The drug was approved 
on a surrogate endpoint and was given a label for a broader pop-
ulation than was studied in the clinical trials. FDA’s decision also 
went against a no vote from the agency’s independent advisory 
committee. Biogen’s decision to price the drug at $56,000 per year 
—above even the most-lofty analyst forecasts—has invited wide-
spread criticism from payers, Medicare, and politicians. The Kai-
ser Family Foundation found that Aduhelm’s bill to Medicare could 
hit $29 billion annually, more than twice Biogen’s sales in 2020, a 
hit that threatens to increase premiums for all 56 million enrollees. 

In 2017, about two million Medicare beneficiaries used an 
Alzheimer’s treatment. If  one quarter of  them took Aduhelm, you 
reach the $29 billion, which is about 78% of  Medicare’s total 2019 
spending on Part B drugs. The Alzheimer’s Association has called 
Biogen’s price simply unacceptable after pulling for its approval.

CMS is investigating the FDA approval, and coverage of the 
drug. Lawmakers are also jumping on board; senators Elizabeth 
Warren and Bill Cassidy called on the Senate Finance Commit-
tee to hold a hearing on Aduhelm’s costs and the financial chal-
lenges facing Medicare. One senator even called for the removal 
of FDA Acting Commissioner Janet Woodcock. 

This is, sadly, reminiscent of the fallout when Gilead launched 
Sovaldi, a cure for hepatitis C virus, at $84,000, and in a targeted, 
much smaller population. The mistake there was made of not 
seeding the value proposition with payers and patients and fight-
ing the consequences; life was tougher than it needed to be. 

I was so gratified to see the Harris Poll approval ratings for our 
industry skyrocket through COVID-19 as the world recognized 
that biopharma was literally the path out of the pandemic. The 
therapeutics and vaccines were delivered, and we had a huge 
impact on society. Leaders, let’s build on that momentum for the 
long term; let’s not break it down. 

BARBARA RYAN
Founder, Barbara Ryan
Advisors, and a member
of Pharm Exec’s Editorial
Advisory Board
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For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com

When designing a commercial forecast model, one 

of the key challenges every forecaster must face 

is how to segment their market. And it’s no wonder 

– by country, line of therapy, biomarker status, 

age, site of care, comorbidity - there are so many 

options! Previously, re-doing a patient or market 

segmentation was a big endeavor, and there were 

limited data resources to support very detailed, 

granular segmentation.

Recently, the availability of real-world data 

has enabled a massive increase in the level of 

detail forecasters can use to approach their 

segmentation strategy. In this webinar, we’ll look 

at different methods of market segmentation and 

how to evaluate the tradeoffs between different 

segmentation strategies for your product.

3 Key Takeaways

• Why market segmentation matters for your 

product strategy

• How real-world data is changing the way 

forecasters segment their forecasts

• Can more detailed segmentation help  

drive revenue?
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Coach First,
CEO Second
Influenced by lessons from 
the playing field, former rugby    
athlete James Robinson, today 
president and CEO of Urovant 
Sciences, discusses the keys to 
establishing a high-performing 
team culture in biopharma—and 
the end-game wins in treatment 
gain and patient need

By Lisa Henderson
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There is not enough sports talk in pharma. 
Most athletes know staying in the game 
means practice, focus, attention, and a will-
ingness to be coached. Coaches can’t say 

enough about what it means to build a great team, tak-
ing individual strengths and complementing strategies 
to make the whole greater than the parts. After the 
strength of  team and leadership, sometimes you get the 
rewards from competition…winning the game, the 
series, the championship. Sports lessons and metaphors 
can surely apply to leading a biopharmaceutical com-
pany today. And that’s definitely something to which 
Urovant Sciences President and CEO James Robinson 
can avow. 

Robinson played baseball and football through his 
school years, and then rugby, which he played through 
college and into an adult league for the remainder of  
his 20s. “I really benefited from the collegiality and the 
camaraderie of  being a part of  a team,” he says. “And 
I was attuned to the concept of  a team, what can be 
done with a team, and the level of  enjoyment you have 
with a high-performing team.” 

Don’t get Robinson wrong, the team won—a lot. 
And the winning was good. But it was second to being 
a part of  a larger whole. 

Many pharma professionals enter the industry as 
sales reps “carrying the bag” and Robinson is no excep-
tion. He started with Schering-Plough in 1992, out of  
college, as the company was expanding its primary care 
sales force for the launch of  Claritin, then a prescrip-
tion medication. He looks back to that time with grat-
itude. “I think what defines my career is the fact that 
I’m so grateful,” he says. “I feel so fortunate that I’ve 
been able to be in the industry for my entire career. I 
could not imagine myself  in any other industry, doing 
anything else.” In fact, his aspirations at the time were 
to become a district sales manager. “If  that would be 
the pinnacle of  my career, I would retire a happy per-
son,” he says.

Clearly, Robinson stayed the course in pharma, ris-
ing through the ranks at Schering-Plough (the company 
was acquired by Merck in 2009), then Astellas, leaving 
as president, Americas operations, to Alkermes, and 
then to Paragon Biosciences as president and chief  
operating officer, before taking his current role at Urov-
ant. An early pivotal point was when he became a sales 
representative in Chicago and its suburbs and was com-
municating regularly with healthcare providers. “Hav-
ing the conversations with a physician or a nurse on 
your product and the engagement with healthcare pro-

fessionals on our products gave me a profound sense 
of  helping and making a difference,” he says. This idea 
that he was part of  the larger healthcare system, being 
part of  a larger sum of  the parts, reinforced his 
career decision.

Each successive role in pharma gave Robinson both 
mentors and opportunities to learn more broadly what 
makes a successful pharma company—moving medi-
cines through the various stages of  development and 
then getting them out in the market. He also was able 
to view what personal and professional possibilities were 
open to him, as well as learn what engaged teams look 
like. Here, another sports analogy comes into play. 

“As a sales rep, succeeding feeds your competitive 
nature,” he says. “And then the coaching aspect comes 
in. You’re coaching the person next to you, because of  
the fact that the play is always dynamic, it’s never static. 
And so you’re constantly moving. That’s how you suc-
ceed on the rugby field. But it’s the same coaching peo-
ple as managers. What is going well, what’s not going 
well? Then coach on how you get better.”

CULTURE OF ENGAGEMENT
Coaching requires engagement, which Robinson says 
is achieved through time spent one-on-one with team 
members, to understand what is important to an indi-
vidual in their professional and personal lives. 

“In driving a culture of  engagement, it starts with 
me,” says Robinson. “As CEO, I’m engaging with my 
leadership team on a regular basis. I want to make sure 
that I’m not removed from what matters and that I’m 
viewed as part of  the team that works two levels up and 
two levels down every single day. I’m a huge believer in 
that, and I’ve seen it work in my life.”

At Astellas, where Robinson remembers it wasn’t 
the largest company in pharma, or even the largest in 
their therapeutic areas, his team would consistently 
achieve No. 1 or No. 2 in sales for its product’s thera-
peutic category. He attributes that to the commitments 
the team had to each other, as well as their larger goals.  

Robinson believes a culture of  engagement creates 
a multiplier effect. That is when one person is hired to 
do a job, if  they are engaged to want to do more and 
contribute above and beyond, that multiplies across the 
organization. It produces a significant exponential 
effect, where 300 becomes 600. 

That multiplier effect will come in handy as Urov-
ant, at press time, was two and a half  months into its 
launch of  GEMTESA® (vibegron) 75 mg tablets, its 
beta-3 adrenergic receptor agonist, for the treatment 

 

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


PHARMACEUTICAL EXECUTIVE JULY 2021

WWW.PHARMEXEC.COM

Executive Profile20

of  overactive bladder (OAB), with symptoms of  urinary urge 
incontinence (UUI), urgency, and urinary frequency in adults. It 
may be no surprise that Robinson was appointed to lead Urov-
ant in March 2020, shortly after the company submitted its new 
drug application.

He was on Urovant’s board of  directors for the year previous, 
and oversaw the commercial launch of  two OAB treatments, 
including Myrbetriq, at Astellas. 

His first order of  business was to 
continue to build an A-plus leadership 
team, culled from his extensive Rolo-
dex. “A’s attract A’s, so that talent 
attracted other talent, and we have been 
able to build the company from a peo-
ple perspective for the launch,” says 
Robinson. 

He met with the leadership team to 
build a sense of  collegiality and cama-
raderie, and then community, which 
then fostered the larger part of  reputa-
tion and the concept that talent matters 
when building a company.

“The lesson here is the engagement 
piece is so important,” says Robinson. 
“I was fortunate to start with a nucleus of  A talent, and that 
nucleus of  A talent attracted more potential A’s.” In fact, there 
were almost 10,000 applicants for 150 sales rep positions, which 
is no small feat, considering COVID-19. Robinson notes that 
building engagement virtually requires stepping up. “You have 

to be very focused on communication, over communication, and 
consistency of  communication,” he shares.

Robinson believes healthcare professionals who experience an 
engaged sales rep, with an engaged company, is one of  the true 
paths to success. “If  they see you’re committed to their therapeu-
tic area, and if  they see that you’re passionate about their patients’ 
needs, that helps a lot,” he says. 

To that end, in the days, weeks, and 
months since GEMTESA received 
FDA approval on its PDUFA date, the 
team spent time on video calls engag-
ing with the urology community. 

“We want their feedback on chal-
lenges they face today in terms of  treat-
ing their patients—with a product like 
GEMTESA now approved, do they see 
it having a benefit to their patients and 
would they use it in their practices?” 
says Robinson.

From approval to launch was 90 
days, and in that time, the team went 
into deeper-dive conversations with the 
urology and long-term care community 
on the product label and clinical data. 

Robinson says his experience with the urology community, as 
well as his “A team” who come from the urology area, were more 
easily able to establish GEMTESA and Urovant credibility. “Rela-
tionships still matter when you’re a rep that can get access. It 
helps them know that you’re aligned with their goals and treating 
patients and you understand what their needs are,” says Robinson. 

Along with the healthcare provider community, the payer com-
munity also gave positive response on the clinical differentiation 
of  GEMTESA, which goes a long way toward patient access and 
affordability. In addition, GEMTESA has been named to the 
formulary of  Express Scripts, one of  the largest pharmacy ben-
efit managers (PBMs), as well as the formularies of  Blue Cross 
Blue Shield of  Massachusetts and Humana.

A PIPELINE FOR PATIENTS
For Robinson, whose OAB commercial experience started in 
2006, he understands the problems of  quality of  life and the 
clinical pathway progression for these patients. “I think about 
this: if  you spend your life waking up every morning, figuring out 
your bathroom map, or not doing things because you’re afraid 
to do them, it must be a challenging existence,” he says.

Robinson explains that when patients are initially diagnosed 
with overactive bladder, the first step is behavioral and lifestyle 
modifications, such as reducing fluid, sodium, and alcohol intake. 
The second line is generally oral pharmacological therapy, which 
falls into two buckets—anticholinergics that have been around 

Relationships still matter
when you’re a rep that 

can get access. It helps 
[physicians] know that

you’re aligned with their 
goals and understand what 

[the patient] needs are

FAST FOCUS

» James Robinson was appointed president and CEO of 
Urovant in March 2020, following a year of service on the 
company’s board of directors.

» Before joining Urovant, Robinson was president and chief 
operating officer at Paragon Biosciences, and previously 
he served as the president and COO of Alkermes, where 
he was responsible for global commercial, new product 
planning, corporate planning, manufacturing, quality, hu-
man resources, and business development functions.

» Robinson was formerly president of Americas operations 
at Astellas Pharma, where he oversaw about $4 billion in 
revenue generation within North and South America and 
presided over the commercial launches of two of the most 
successful overactive bladder therapies in the US. He be-
gan his career at Schering-Plough, where he rose through 
the ranks to become VP in charge of hepatitis sales.

» He has served on the board of directors of the Pharma-
ceutical Research and Manufacturers of America (PhRMA) 
and served as chairman of PhRMA’s State Committee.
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for over 40 years and the beta-3 agonists. The beta-3’s, of  which 
GEMTESA is one, expands the capacity of  the bladder, allow-
ing the bladder to hold more urine, which provides patients the 
ability to hold longer and not have accidents. The third line of  
therapy is when the patient moves to a medical procedure or 
Botox injections. 

OAB affects over 30 million Americans and it is considered a 
high unmet medical need in terms of  options. 

Urovant is hoping URO-902, a 
novel gene therapy for OAB and UUI 
patients who have failed oral pharma-
cologic therapy, could one day offer 
another line option for patients. URO-
902 is in Phase IIa clinical trials, enroll-
ing its second dosing cohort. The Urov-
ant gene therapy treatment would be a 
next-generation therapy and the first in 
OAB if  it is approved. Along with 
GEMTESA for OAB, Urovant is study-
ing vibegron in men with benign pros-
tatic hyperplasia who have OAB.

The successful launch of  GEM-
TESA is important for both Robinson and Urovant on many 
levels. Besides being the first new, oral branded OAB medication 

to reach the market in almost a decade, it is the first product Urov-
ant is bringing to market. 

“The successful launch of  GEMTESA will be our calling card,” 
says Robinson. “The future really is now, and we have to define 
that future with the successful launch of  GEMTESA.” That 
proven performance would enable Urovant to be the partner of  
choice for companies that are looking to out-license their product 
to a company that has the research to development to commer-

cialization capabilities, as well as poten-
tially enable Urovant to go beyond OAB. 

Robinson, for now, is focusing on 
the immediate future of  GEMTESA 
and its patients, and he’s optimistic. 
“Generally, doctors will bubble up if  a 
patient responded well,” he says. “I 
spoke to one physician the other day 
whose patient said she’s not having any 
more accidents, and the patient cried.” 

Robinson says that the feedback 
from patients and doctors is a huge 
benefit of  this job. “It’s very rewarding 
that you actually help patients, and that 

to me, again, goes back to the gratitude piece,” he says. “It’s very 
fulfilling to know that your efforts are helping patients.” 

James Robinson, president and CEO of Urovant, with Cornelia Haag-Molkenteller, MD, PhD, the company’s executive vice president and chief 
medical officer.

I want to make sure 
that I’m not removed 

from what matters and 
that I’m viewed as 
part of the team
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I n the days following the death of  George Floyd at the hands 
of  three Minneapolis police officers on May 25, 2020, 
pharma was prominent among the organizations and 
industries conveying their shock, grief, and, most impor-

tantly, their renewed efforts to tackle the crisis of  social justice. 
Among those companies issuing statements condemning the mur-
der and reasserting their commitment to diversity, equity, and 
inclusion (DE&I, or D&I) were Bristol Myers Squibb, GlaxoSmith-
Kline, Genentech, Merck, Novartis, Bayer, Sanofi, and Pfizer. In 
the first weeks of  June 2020, several companies pledged millions 
of  dollars to tackle racial inequality in communities and in their 
workplaces. J&J, Amgen, and the Vertex Foundation reported they 
would be committing $3 million, $7.5 million, and $4 million, 
respectively, to this endeavor over the next three years. Eli Lilly 
announced a pledge of  $25 million and 25,000 employee volun-
teer hours of  service (see chart on page 24). 

There’s a difference, of  course, between choosing the right 
words to say in the heat of  the moment and achieving real, mea-

surable results further down the line. But ana-
lyst, educator, and thought leader in the 
global talent market, Josh Bersin, Dean of  the 
Josh Bersin Academy, told Pharm Exec that 
“there are a lot of  very serious efforts going 
on in pharma” in the DE&I space. The John 
Bersin Academy’s recent report, Elevating 
Equity: The Real Story of  Diversity and Inclusion, 
conducted in partnership with Perceptyx, has 

assessed how much the US has actually “moved the needle” on 
DE&I after all the billions of  dollars invested in training, tools, 
tech, and HR strategies. 

“Our research found that pharma was one of  the top indus-
tries in DE&I maturity (in the top quintile) based on all the factors 
we studied,” says Bersin. “It’s an industry characterized by diverse 
scientists, engineers, and salespeople, and they serve a diverse set 
of  customers and stakeholders. I think in many ways it’s a role 
model for other industries.”

Indeed, drilling down into some of  the things big pharma com-
panies have introduced in the year since the George Floyd news 
issued a wake-up call to much of  western soci-
ety reveals a number of  progressive programs 
and initiatives focused on making systemic 
change happen “We truly value creating an 
environment where every person can be their 
authentic self,” GSK President, US Pharma-
ceuticals, Maya Martinez-Davis, told Pharm 
Exec. “So, you can imagine how events of  
2020 affected us,” she continues. “Witnessing 
scenes of  racial injustice, including the murder of  George Floyd 
and others, and the violence and hatred imposed on Asian-Amer-
icans made us consider how we as individuals and how collectively 
GSK as a company first and foremost support our employees, but 
also it made us consider how we could make a difference.”

GSK employees wanted “to accelerate conversations on the 
key issues that were affecting them, their families, and their 
friends,” so the company created internal opportunities for 
engagement through open “Listening Session” forums, designed 
to “ensure that those discussions could be had” in an environment 
where employees felt safe. It has fostered a growing sense of  
awareness, says Martinez-Davis, for those who may have not real-
ized the impact of  these external issues on their colleagues. More, 
importantly, the discussions have “reinforced the need to imple-
ment impactful change.”

At Novartis, Marion Brooks, vice president and US country 
head of  diversity and inclusion, saw in the tragedy of  the social 
justice crisis an opportunity to increase empathy, sensitivity, and 
connectivity across the organization. “So that’s exactly what we 
did,” he told Pharm Exec. “We became very active in ensuring that 
we allow people to have a voice, and through our Standing 
Together communications we were very clear about what we 
stand for and do not stand for as an organization.” 

Like GSK, Novartis instigated forums to give associates an oppor-
tunity to speak “and also to learn.” Says Brooks, “One outcome was 

Building Belonging
Pharma’s New Focus in DE&I  
Along with the industry’s massive effort to tackle the health and social problems exposed by 
COVID, pharma companies have spent the last year addressing the internal impact of racial 
inequalities following the murder of George Floyd

By Julian Upton

Josh Bersin

Maya  
Martinez-Davis
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that we realized that a lot of  people had assumptions—but not 
insights—around the experiences of  Black and African-American 
people. So, it was a teachable moment, and an opportunity for us 
to connect at a higher level than we have in the past.” He adds, “I 
know I personally shared some experiences in some of  the forums 
that I had never shared at work. We were able to do that by creat-
ing a comfortable space where we can have uncomfortable conver-
sations. You don’t grow by being comfortable or complacent.”

D&I has been part of  AstraZeneca’s business and internal 
strategies for many years, but since the murder of  George Floyd 
the company has introduced additional measures to “ensure 
racial equity in our workforce and in 
access to our medicines,” Rebekah Mar-
tin, AZ’s senior vice president, reward 
and inclusion, told Pharm Exec. The mea-
sures were shaped by input from employ-
ees across the organization on the local 
impact of  health inequities and how AZ 
could address them. “It’s important to 

know where we are 
so that we can recog-
nize gaps,” Martin 
explains. “We’ve set 
a target for 2025 to 
increase voluntary 
disclosure of  race and ethnicity data to 80% 
completion in those countries where employ-
ees are able to disclose. This will help us bet-

ter understand our organization and recognize where we need 
to do more.” She adds, “We recognize that organizations like 
ours have a responsibility to walk the talk and help put an end 
to systemic racism.”

For Novo Nordisk Inc., the social justice crisis shook the com-
pany’s confidence in its long-established D&I activities. “We felt 
good about what we were doing; we had programs focused on 
helping communities with diverse populations meet their health-

care needs—helping to ensure access to equi-
table healthcare and life-saving medicines,” 
Doug Langa, executive vice president, head 
of  North America operations and president, 
Novo Nordisk US, told Pharm Exec. “This 
perception and our approach to D&I quickly 
changed in the days and weeks following the 
murder of  George Floyd.” The tragedy 
“ignited something visceral,” says Langa. 

“We saw a range of  emotions—anger, hurt, confusion and an 
intensified call for systemic, societal change. Through ‘coura-
geous conversations’ with an intention to listen, heal, and learn, 
we realized just how much pain our employees were in, and how 
they needed our organization to support them.” The company 

also learned how much opportunity there was to “truly integrate 
D&I into our organization,” adds Langa. “We’ve created dedi-
cated teams and frameworks that allowed us to more effectively 
listen, learn, adapt, and act when our employees needed us.”

TO REACH DIVERSITY, ACHIEVE INCLUSION
Having surveyed more than 800 organizations and analyzed more 
than 80 different practices and programs, the Elevating Equity 
report concluded that the tone of  the conversation around DE&I 
has changed. “The issue is no longer just about ‘diversity,’” the 
report states. “The new focus is on inclusion, because we know 

that diversity without inclusion will fail.” 
One of  the study’s key themes is that 

“inclusion should be the goal and diversity 
is the result—thereby flipping the focus to 
actual behaviors.” Bersin explained further 
to Pharm Exec: “Many companies push for 
diversity in hiring, but then Black or 
minority hires leave because they don’t feel 
included. Companies can assess their 
[approach to] inclusion or ‘belonging’ 
using lots of  assessment tools (usually, 
engagement surveys ask a few questions 
like, ‘How well does the company listen to 
your ideas?’).” Bersin’s research found that 

inclusion or belonging was “the No. 1 driver of  employee engage-
ment during the pandemic.” He adds, “We like to say, ‘inclusion 
drives diversity’—not the other way around.”

To pharma’s credit, a number of  companies have grasped this 
concept. At Novo Nordisk, says Langa, the listening sessions over the 
last year, which serve to empower employees to speak up and comfort 
and allyship to those who need it, “demonstrated that community is 
about belonging. “They inspired us to include belonging in our diver-
sity, equity, and inclusion framework, now known as DEI&B.” 

One of  the internal events that Novartis implemented amid 
2020’s social justice crisis was the Day of  Reflection. 

“This very much focuses on inclusion,” says Brooks. “It’s a day 
where we come together to make sure that everyone feels they 
have a voice and that we see and hear them and that they matter.” 

The Day has associates come together to explore, learn, and 
connect on topics that impact us all. “We’ve just completed our 
second Day of  Reflection—that’s nearly 13,500 people partici-
pating over the last two years,” says Brooks. “Eighty-nine percent 
said that they found the first one extremely valuable, and this 
year, feedback looks to be the same.” Novartis also had 15,000 
associates complete two phases of  “Inclusion in Action” training, 
first addressing bias and stereotypes and, second, looking at how 
to shift from behavior to impact.

For its part, GSK has introduced annual mandatory inclusion 
training, aimed at preventing exclusion and bias, and has included 

Inclusion should be the 
goal and diversity is 
the result—thereby 
flipping the focus to 

actual behaviors

 Rebekah Martin

Doug Langa
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a specific focus on DE&I in its leadership development programs, 
adding new questions on creating an inclusive environment in the 
organization’s annual manager feedback tool. Across the US, each 
business area has an inclusion and diversity board composed of  
employees who create plans for activities and actions that help 
foster an inclusive culture. 

AZ is also introducing mandatory conscious inclusion training 
for all staff, says Martin. “Beyond that, our commitment needs 
to be long term,” she adds. “Our five corporate values are sup-
ported by 10 behavioral statements that we hold ourselves account-
able to. Last year, following the murder of  George Floyd, we 
updated our behaviors to better reflect our commitment to inclu-
sion and diversity, both within our company and in the diverse 
patient populations we help. We ensure we are all living these 
behaviors by embedding them into how our contribution is evalu-
ated and rewarded.”

Further facilitating efforts in inclusion are employee resource 
groups (ERGs), which have, in many cases, increased the educa-
tion, support, and action they offer to employees. At Novartis, 
ERGs “have seen a 160% increase in engagement since last year; 
9,400-plus associates are now part of  an ERG,” says Brooks. They 
play an integral part in the Day of  Reflection, helping to moder-

ate the Q&A breakout sessions, for example, and during COVID, 
“ERGs drove 62 events that offered opportunities for us all to 
connect, learn from each other, and focus on our common human-
ity versus what makes us different.” 

At AZ, ERGs continue “to grow exponentially,” says Martin. 
These global communities—which include Network of  Women, 
African Heritage, Working Parent, LGBTQIA+, and Safe Space 
(mental health)—“contribute to an environment where people, 
regardless of  background, seniority or geography, feel safe and 
able to speak their minds.” Each AZ ERG is supported with a 
structure and funding and empowered to drive activities that fos-
ter inclusion and diversity in the organization.

TALENT AND LEADERSHIP
Among the “very serious” DE&I efforts happening in pharma, 
“the first is highly diversifying the hiring pool,” says Bersin. “Most 
pharma companies I talk with are working very hard to recruit 
diverse candidates, looking for people with varied backgrounds 
and experiences, and trying to avoid ‘credential bias’ based on 
university degree.”

Speaking to Pharm Exec a year ago, Novartis’ Brooks said that 
the company had just implemented new hiring guidelines “to help 
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For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com

Wondering how you can expand real world evidence 
(RWE) knowledge and buy-in in your Pharma or MedTech 
organization? Curious about how you can initiate increased 
innovation around RWE? Regardless of the size and scope 
of your organization, how can you help address these 
considerations and turn them into opportunities for innovation? 

During this on-camera webinar, IQVIA experts will be joined by 
a current IQVIA customer to highlight strategic approaches and 
actionable tactics for building and improving RWE knowledge 
throughout your organization to help tap into new opportunities. 
Whether you work for an established organization or a growing 
one, there are different needs and often gaps that can be 
closed by taking the time to educate and train teams in an 
interactive and rewarding way. IQVIA’s Real World Academy On-
Call is an effective resource to help you meet those needs. 

The webinar will be of most interest to those in biopharma 
and medical device and diagnostics companies, with roles 
focused in RWE Centers of Excellence, HEOR, Medical Affairs, 
Epidemiology, Clinical Development, Market Access, and Brand. 

3 Key takeaways

• Actionable ways to fill RWE knowledge gaps, ranging from 
foundational education to innovative applications

• Best practices by which to generate internal support for 
RWE and communicate its value at a product level 

• Use of tactics that can amplify a consistent and unified RWE 
message for your product both internally and externally 
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us to engage with diverse communities and to build a pipeline of  
diverse talent.” Last month, Brooks told us that these guidelines 
are successful. “In 2020, 86% of  our candidate slates were gender 
diverse, and 84% were racially and ethnically diverse,” he says. 
“We’re looking to improve upon that. Research shows that if  you 
only have one person of  color or woman in a candidate pool, 
statistically, they don’t have a chance of  receiving an offer because 
of  confirmation bias. So, this was a major step by us to make sure 
there’s representation at every level of  qualified talent.” 

Brooks also points to the success of  Novartis’ pilot multicul-
tural engagement program, which identified, invested in, and 
supported diverse candidates who did not necessarily feel they 

were able to pursue the roles they wanted to 
go for. “Sixty percent 
of  the associates in 
that pilot program 
have already received 
promotions or stretch 
assignments,” notes 
Brooks. Based on the 
pilot’s success, “we’ve 

now expanded the program to all divi-
sions in the US, and we’ve expanded the 
program to include Black and African-
American talent and Latinx talent.” The 
company plans to continue growing the 
engagement program and “provide 
opportunities for people that are diverse 
to move into senior leadership roles by 
investing in them and supporting them, 
not just for a year but for the long term.”

GSK is also working on increasing the 
ethnic diversity of  its senior leaders in the 
US and UK. “For the US, our goal is to 
reach at least 30% ethnically diverse leaders by the end of  2025; 
we are currently at 23%,” Martinez-Davis told Pharm Exec. “While 
we’re expecting to see progress across all ethnically diverse groups 
in leadership, we are expecting year-on-year increases in the per-
centage of  Black and African-American and Latinx senior lead-
ers,” she added. GSK has signaled its commitment to these targets 
by disclosing its representation and its aspirational targets in its 
annual report to “ensure transparency and accountability.” 

Meanwhile, GSK’s leading role in efforts such as the Philadel-
phia STEM Equity Collective is addressing talent issues at a more 
nascent level, increasing access to STEM (science, technology, 
engineering and mathematics) education in homes and commu-
nities to “create diverse education-to-career pathways and build 
work environments where Black people, Latinx people, and 
women thrive.” The company has awarded more than $1 million 
in grant funds to local organizations to support in-school, out-of-

school, and career training programs targeted to girls, women, 
and Black and Latinx Philadelphia students; additional grant 
funds will be awarded to local organizations later this year. 

Martin says that AZ is committed to increasing ethnic minor-
ity representation across the organization, “to ensure our work-
force is representative of  the communities we serve.” And this, 
she adds, starts from the top. “At senior leadership level, we 
have more than 30 nationalities in senior vice president roles 
and nine different nationalities represented on the senior exec-
utive team,” says Martin. “To help ensure this diversity is rep-
resented throughout our company, we’re also investing more 
than $5 million in early talent programs to increase ethnic 
minority representation in our business.”

THE JOURNEY CONTINUES
The Elevating Equity report notes that “the 
effort invested in DE&I is skyrocketing” 
across all industries in the US. When the 
study was published in February 2021, 
there were more than 48,000 jobs open 
for directors or vice presidents of  DE&I. 
And big pharma companies such as 
Novartis, AZ, GSK, and NNI are taking 
a lead in this space. According to Elevating 
Equity, the companies that are succeeding 
in their DE&I efforts are doing so because 
they listen to employees and act accord-
ingly, they have leaders who drive change 
into the organization,“and they have clear 
measurably goals that go beyond diversity 
representation and instill accountability 
across all levels.”1

But while pharma is making advances, 
the trend for diversity in the US is actually 

“backsliding,” the report explains. Progress has “reversed” since 
the abandonment of  the affirmative action goals of  the late 1970s, 
which saw “people of  color and women get equal access to hous-
ing, voting rights, and business opportunities…” Currently, “only 
three of  the Fortune 500 companies are led by a Black CEO, 
down from seven a decade ago, and there have only ever been 
two black female CEOs in this category.”2

Thus, we are still, as Novo Nordisk’s Langa observes, “at an early 
stage in our journey.” But he adds, “As my mother-in-law always 
says, ‘Dream big, be better, and do better.’ If  the last year has taught 
us anything, it’s that we can’t predict the future, but we can be posi-
tioned to innovate and adapt to whatever comes our way.” 

References
1. Elevating Equity: The Real Story of Diversity and Inclusion, Josh Bersin Academy, 
2021, p. 36
2. Ibid., p.2
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W hen the topic of  diversity emerges, it’s common 
to discuss all underrepresented voices as one 
connected group. And while minorities’ expe-
riences in the workforce include a number of  

commonalities across race, ethnicity, gender, sexual orientation, 
and more, each group has its own story to tell.

Here, Rogelio Braceras (far right), MD, vice president and 
head of  medical, general medicine business unit, North America 
at Sanofi, and Nicki Vasquez (right), PhD, senior vice president, 
alliance management/portfolio strategy and operations at Sutro 
Biopharma, share their thoughts on the past, present, and future 
of  the Latino experience in the pharmaceutical industry.

PE: How does the Latino community identify with and differ from other 

minority groups within pharma?

NICKI VASQUEZ: The Latinx community shares a lot in common 
with other underrepresented minorities from lower-income and 
immigrant communities in the industry. What’s different about 
the Latinx community is that we’re a very diverse group. We 
come from all different racial and ethnic backgrounds—we might 
be black, white, Native American, often we’re a mix of  all of  the 
above. The other piece is that we tend to come from very differ-
ent cultural backgrounds. I’m from a Mexican American back-
ground, and there are people from South America, Central 
America, Puerto Rico, Cuba. That rich cultural experience is a 
real positive for the pharma industry, because we bring a diverse 
set of  perspectives.

ROGELIO BRACERAS: There are a lot of  commonalities among 
the different minority groups. We are all trying to tackle inequal-
ity by addressing questions such as: How can we get more 
involved? How can we feel more that we belong? How can we 
diminish the perception to some that we are solely a corporate 
quota and truly be identified as a force of  nature that brings 
important value to pharma and society?

The Latino community is truly a melting pot. We all come 
from different cultural backgrounds, religions, and ethnicities. 
These differences bring an invaluable element of  strength and 
creativity to pharmaceutical organizations.

PE: Do you think the Black Lives Matter movement has been impact-

ful to diversity as a whole?

BRACERAS: In a way, because the Black Lives Matter movement 
was in the media a lot. It’s not that people weren’t aware there 
were racial and minority inequalities. It just made it more prom-
inent. It became something more pressing and current. It was 
definitely an unfortunate event, but the silver lining was that it 
became a sort of  jolt for people and society to say, this is some-
thing that’s been going on for a while and it’s time to do some-
thing about it.

VASQUEZ: Over the last year or year and a half—thanks, espe-
cially, to the Black Lives Matter movement—things have changed 
a lot. I work and live in the San Francisco Bay Area. At work and 
in my community, I can see a dramatic increase in awareness of  
social inequities and problems particularly facing the Black com-
munity but also more broadly underrepresented minorities. 
There’s a new awareness. It’s a very positive thing. The big chal-
lenge now is can we translate this awareness and new sense of  
urgency into actions. I’m very hopeful that we can.

PE: What can pharma do to address inequality within the industry?

BRACERAS: Companies should have a genuine commitment to 
diversity, equity, and inclusion (DE&I) strategy. At Sanofi, our 
DE&I strategy is focused on impact—impact on our workforce, 
our workplace, and our marketplace so that we leverage the 
power of  our collective difference. We know that the best way 
to deliver impact is by doing it together as an organization with 
our people, our stakeholders, and society. We believe that our 
leaders and teams must reflect the vibrant diversity of  the com-
munities we serve so that we are able to act for our patients and 
customers in a way that makes a difference through our diversity 
of  thought. These strategies should foster an open and sincere 

Firsthand Views: Latinos in Pharma
Latino executives share their experiences and insights on the community’s contributions to the life 
sciences industry
By Elaine Quilici
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dialogue and ultimately an action plan. Another important ele-
ment to consider is that these strategies, in order to be successful, 
cannot be a one-time event; they have to be frequent and sus-
tained in the long term.

VASQUEZ: Building outreach to the Latinx and other under-
represented minority communities and lower-income communi-
ties, is essential. It’s an area that we are focused on at Sutro, but 
in general, I think it’s important for the industry to move in this 
direction. At Sutro, we partner with an organization called Stu-
dents Rising Above, and they specifically work with and support 
low-income, first-generation college students. They support them 
throughout their college career and connect them with industry 
leaders for summer internship programs. 
We’re very active in that program.

For a number of  years, I’ve also been 
a mentor in the Women in Bio mentorship 
program. While it doesn’t specifically tar-
get underrepresented communities, the 
program is an avenue for career growth. 
For the first time, it just happens that this 
year’s summer intern in my group is a 
recent Latina college graduate and my 
mentee for Women in Bio is also a young 
Latina scientist just starting out in her 
career. It’s been really fun to be able to 
give back to Latina women at two differ-
ent stages early in their careers.

PE: What else can companies do to reach the 

Latino community better?

VASQUEZ: I feel strongly about support-
ing STEM education opportunities. It’s absolutely critical. In our 
industry, anything we can do to promote STEM education ini-
tiatives, carrying them throughout elementary school, high 
school, and college is critical. I loved science from when I was a 
little kid. When I was about eight or nine, I asked for a chemistry 
set for Christmas and I was incredibly lucky to have a supportive 
family. My dad was an electrician, and my mom was a home-
maker. It wasn’t that we were surrounded by scientists and doc-
tors. They just said, if  that’s what you want, that’s what you’ll 
get. It really was a continuum from my first chemistry set when 
I was little all the way to a PhD in immunology. I was encour-
aged all along the way. Not all kids have that, especially those in 
lower-income and immigrant communities. The kids might be 
curious, but their curiosity isn’t always nurtured. We have to start 
young, and we have to target those communities so that children 
like me can realize it’s really cool playing with test tubes and lit-
mus paper.

Another aspect that we need to be mindful of  is that kids often 
get excited in these STEM programs when they’re in elementary 

school, but we lose them in high school. We need to be reaching 
to the high school students, especially the girls, keeping them 
engaged in science, and then offering programs like Students 
Rising Above once they go into college, just giving them that 
extra bit of  support so that they know there’s this career for them.

I’m always surprised when I’m talking to college students who 
are getting degrees in biology, chemistry. Very often, they don’t 
realize that there’s a career path in biotech and pharma, and 
they don’t realize what a broad career path it is. It can be in the 
labs, and sometimes they’re aware of  that, but they don’t know 
that there are whole career tracks on the business end of  biotech 
pharma, in clinical development, moving toward the commer-

cial side of  the business. There are mas-
sive opportunities that they know abso-
lutely nothing about. So I really support 
industry initiatives where we’re reaching 
out to the colleges and [presenting] this 
world to them to explore. I think that’s 
really important.

BRACERAS: Reaching into the Latino 
community is a valuable and important 
long-term investment. We have to, among 
other things, foster programs such as fel-
lowships and internships. The key to 
inclusion is to truly be visible to those 
communities and interact with them early 
as young students and professionals. You 
would be surprised to learn about how 
many people are not aware the pharma-
ceutical industry provides great career 
and development opportunities.

As an example, several years ago, I remember showing my 
assistant, who was Hispanic, an article published in Pharmaceuti-
cal Executive featuring an Hispanic leader. She shared the article 
with her high school daughter who wanted to pursue a science 
career but had no idea that a pharmaceutical company could 
offer a job opportunity. A few years ago, I learned that she ulti-
mately studied pharmacology and joined the pharmaceutical 
industry. That shows the power of  information being a source 
for inspiration and motivation. We need to find ways to engage 
with the Hispanic community early on and in a way that is pro-
ductive and motivating.

Many companies have fellowships in different therapeutic areas, 
allowing people to engage in something they’re passionate about. 
These programs also expose individuals to different areas in the 
company, fostering cross-collaboration and network opportunities. 

PE: How do you build diversity into corporate leadership?

VASQUEZ: There’s a general understanding and acknowledgement 
that it’s important for an entire organization to have diverse voices 
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and perspectives. But one of  the things that we sometimes forget 
about is that what’s good for the program team, what’s good for 
an R&D team and a commercialization team, is equally good for 
the executive suite. We also need to be very diverse, and we’re a 
stronger executive team if  we are.

I’m really lucky at Sutro in that 
we have quite a diverse executive 
suite. In fact, we have two Lati-
nos—Mexican Americans, spe-
cifically—on our executive team, 
myself  and our chief  medical offi-
cer. But not every company is like 
that. As an industry, we need to 
do better.

BRACERAS: It’s important that 
we have diversity at every level of  
the organization, not only 
because of  the immediate posi-
tive impact that the person brings 
as an individual, but also diversity 
brings tremendous value to internal and external stakeholders, 
serving as inspiration and motivation to people within and out-
side the company.  

We want to create a safe and inclusive space where everyone 
feels they can bring their best selves so that we unleash the full 
creative potential of  individuals and teams. Our impact should 
go beyond the walls and transform our business, and extend into 
the communities in which we live and operate.

PE: How does cultural background enrich pharma?

BRACERAS: There is no doubt it brings tremendous value to the 
organization and the patients we serve. In particular, because we 
have to be mindful and consider cultural insights and differences.  
As an example, the way diabetes management is approached in 
the Hispanic community is different than other communities 
because of  the prominent role that the family plays in a success-
ful disease management. Therefore, in addition to materials 
geared toward physicians and patients, materials that involve the 
family have proven to be beneficial, particularly, when it comes 
to compliance.  

PE: As a Latino yourself, what has it been like being in a leadership 

role in pharma?

BRACERAS: It has been extremely fulfilling. One of  the most 
rewarding aspects of  being a leader in pharma is that it has 
allowed me, along with great colleagues and teams that I had the 
privilege to collaborate with throughout the years, to bring many 
medications to the market that have helped millions of  patients 
worldwide. As a physician in the clinic, you only help one patient 
at a time. It is something very humbling that fills me with pride.

However, the journey requires a lot of  endurance and disci-
pline. Whether you’re Hispanic or not, you must become a cor-
porate athlete. When you look at professional athletes like LeB-
ron James, he practices two to three hours per day. It’s not that 

he forgets how to play basketball, 
but he practices his craft and tries 
to improve it every day. As a 
leader, you have to become a cor-
porate athlete, so never stop 
learning, never stop trying to 
improve or acquire new skill 
sets—scientific, innovation, lead-
ership, or otherwise.

As Hispanics in corporate 
America, we are unfortunately 
a minority, so we have to be very 
present. It’s important that we 
take advantage of  great oppor-
tunities to share our vision and 
experience like this interview, 

are intentional about reaching out to the Hispanic commu-
nity, and become an advocate for diversity, equity, and inclu-
sion programs. 

VASQUEZ: I’ve been incredibly lucky in my career. My good 
fortune has come from supportive teachers, supervisors, and men-
tors, and that’s been a huge plus. Although, it’s not that I haven’t 
occasionally had some negative experiences.

One of  the biggest obstacles that Hispanic people and often 
everyone in underrepresented minorities face is skepticism about 
whether you’re qualified or not. You encounter this sort of  thinly 
veiled skepticism periodically. Are you really qualified? The key 
is not to be discouraged and not to give up. Every now and then 
you’re going to face some headwinds. When that happens, don’t 
give in. You just might need to shift gears and put yourself  in a 
different situation that’s more supportive.

PE: What was your experience getting into pharma?

VASQUEZ: It was almost by accident. When I graduated from 
college, I didn’t know if  I wanted to go to medical school or 
graduate school, so I worked for a couple years in a lab before 
deciding. Rather than working in an academic lab, I was work-
ing in a biotech lab. This was the mid- to late ’80s, and biotech 
was brand new. I worked for a couple years, knew I wanted to 
get my PhD, and when I finished my PhD, I was again at this 
crossroads where I could go into academia or enter into an indus-
try postdoc program at Genentech. Ultimately, because I’d had 
that early experience as a research associate at a biotech, I 
decided that was the career path I wanted. I felt like I had more 
opportunity. So I kind of  stumbled onto this path, but it’s been 
incredibly, incredibly rewarding.

As a leader, you have to 
become a corporate athlete, so 
never stop learning and trying 
to improve or acquire new skill 

sets—scientific, innovation, 
leadership, or otherwise
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D iversity and inclusion (D&I) issues are top-of-mind 
for many industries, and pharmaceutical organiza-
tions are no exception. As C-suites work to be more 
diverse from an executive management perspective, 

pharmaceutical teams can expand the directive by ingraining 
diversity throughout the product life cycle and viewing more 
activities through the lens of  inclusion.

Pharmaceutical teams look outward—to both key opinion 
leaders (KOLs) and patients—for feedback and direction on crit-
ical projects that have wide-ranging ripple effects. In a global 
organization, it makes sense to include global voices—and har-

nessing a more diverse stream of  input based on real-world expe-
riences benefits all participants.

By identifying opportunities to be more inclusive, pharma 
companies can gain a better understanding of  healthcare pro-
vider (HCP) and patient experiences, learn more about the mar-
kets they serve, and improve patient outcomes while building a 
competitive advantage.

BARRIERS TO DIVERSITY FOR KOLS AND PATIENTS
What are the barriers to more diverse perspectives from both 
KOLs and patients? For KOLs, it might be a matter of  being a 

The Diversity Mindset 
Benefits of Tapping External Sources
Seeking opportunities to be more inclusive can help pharma companies 
gain a deeper understanding of key opinion leader and patient 
perspectives and build diversity into the entire product journey 

MEERIM ALMAZBEK
Senior Solutions Director, 
Community Planning and 
Optimization, Global Team 
Lead, Within3

Another advantage that I don’t take for granted is that 
when I started my PhD, I had the benefit of  having an early 
fellowship that was specifically tailored to underrepresented 
minorities. Little advantages like that make a huge difference. 
I appreciated being recognized; there’s a lot of  empowerment 
in just getting the message ‘We want you.’ I don’t think that 
can be underestimated. I love any kind of  initiative that makes 
Hispanics and other underrepresented minorities see ‘We 
want you.’

BRACERAS: When I was doing my neurology fellowship at the 
National Hospital for Neurology and Neurosurgery in London, 
my mentor invited me to an advisory board. This was a new con-
cept for me and the first time I was exposed to pharma in order 
to help develop clinical trials. In South America, at least 30-plus 
years ago, physicians did not have interactions with pharmaceu-
tical companies beyond the visits from the sales representative. I 
was fascinated about the impact of  being able to design and con-
duct clinical studies that would benefit patients worldwide, includ-
ing studies focused on diseases that affect our Hispanic commu-
nity, such as hypertension, diabetes, and heart disease. Upon 
completion of  my fellowship, I came to the US and began my 
journey in the pharmaceutical industry, holding positions of  
increased responsibility and leadership in US and global medical 
affairs and clinical development.

PE: Do you have any advice for Latinos looking to pursue a leadership 

position in pharma?

BRACERAS: I’ve participated in many Hispanic leadership forums. 
Sometimes I hear people feeling discouraged about pursuing a 
career in pharma because Hispanics are underrepresented in cor-
porate America, which unfortunately is correct. However, I encour-
age all of  us, in particular the younger Hispanic generations, to 
become trailblazers and change that reality. The only way to do 
this is to become involved, take action, be an agent of  change. Do 
not let the past define your future. Also, be proud of  your heritage 
and who you are, embrace the differences, and be confident.

VASQUEZ: I’d say don’t be discouraged. If  you have your sights 
on a senior executive leadership role, be vocal about it, let your 
supervisor know. Find mentors to help you achieve that. People 
don’t necessarily think that a young Hispanic scientist is going to 
want to be an executive, so I really encourage people to seek out 
opportunity. Let your ambition be known. 

I think the biggest setback people sometimes have is when 
opportunities pass them by for no other reason than the decision-
makers just didn’t realize that that’s what this person was interested 
in. You’ve got to let people know that this is what you want and 
not be discouraged. There are places for all of  us here. I know 
from experience there is a seat for all of  us at the table. Just some-
times we have to push a little harder.   
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rising star as opposed to a superstar. Some KOLs find it difficult 
to get away from practicing in-clinic, due to a busy schedule or to 
being the only HCP in a large or remote geographic area. And 
many others simply don’t want to miss work or family commit-
ments to travel for a one- or two-day meeting. There’s also the 
issue of  hierarchy influence, in which less experienced profession-
als may remain quiet in face-to-face 
settings, or simply defer to more senior 
or experienced colleagues.

Patients face a different set of  chal-
lenges. If  travel is required for partici-
pation in a clinical trial, patients and 
caregivers may be unable or unwilling 
to make several trips to an investigation 
site because of  work, family, or health 
reasons. In cases where pharmaceuti-
cal teams want to engage patients indi-
vidually or in groups for insight-gath-
ering purposes, patients may be 
reluctant to speak openly about per-
sonal health information or be candid 
about sensitive topics.

Many of  these barriers can relate 
back to socioeconomic factors, particularly for patients, where it 
is one of  the key factors in clinical trial dropout rates.1 This has 
ramifications for the length of  the study, and can potentially lead 
to incomplete data sets and increased costs. These financial con-
cerns can easily be overlooked while focusing on end objectives; 
as a result, patients from lower socioeconomic backgrounds can 
be excluded.

IDENTIFY THE TOOLS TO BREAK DOWN BARRIERS
Once the boundaries to representation have been identified, the 
next step is to implement the tools to remove them. For KOLs, 
this might mean reimagining how advisory boards and other 
expert interactions are designed and conducted. 

For patients, options can include seeking input about clinical 
trial design or offering new ways for patients to engage in a more 
private and secure format. Both audiences could benefit from the 
ongoing reach of  digital transformation, including virtual engage-
ment platforms.

Virtual engagement lowers barriers to inclusion by eliminating 
dependence on location- and time-fixed meetings so pharma teams 
can increase accessibility across the board—both for KOLs who 
find it challenging to travel and for patients who have privacy or 
health concerns. Pharmaceutical teams report that gathering peo-
ple around a virtual conference table creates a more equitable 
platform for forthright communication—junior HCPs can confi-
dently share their relevant experiences, more reticent participants 
can contribute at length, and patients can participate without shar-

ing identifying or sensitive information, regardless of  their ability 
to travel to the clinic or other destination.

In a virtual setting, groups that have traditionally been excluded 
from important conversations can have the same access as anyone 
else, which results in more holistic feedback to inform patient treat-
ment and education, better trial design, and HCPs who are better 

informed about how different patients 
may experience their condition.

EVALUATING THE PROGRESS
A clear vision for a more equitable 
experience for KOLs and patients, and 
the tools to implement it, only go so 
far. If  pharma companies are serious 
about ensuring a diverse range of  
viewpoints and insights across the full 
spectrum of  their business, evaluation 
measures need to make up the final 
part of  the process.

Pharma companies should ask 
themselves which metrics they are look-
ing to improve—is it patient retention 
or enrollment in clinical trials? Is it 

including KOLs from a variety of  global regions and career levels? 
Approaching each project with the intent to increase the diversity 
of  perspectives will have a direct impact on whatever metrics are 
chosen, and will, in turn, inform how future projects are planned 
and executed.

Developing a diversity mindset may begin at the top levels of  
the organization, but building diversity into the entire drug devel-
opment life cycle ensures that it is an ongoing priority and a nat-
ural requirement of  engaging with external stakeholders. KOLs 
and patients are eager to share their experiences in hopes of  
improving the science or helping others—it’s up to pharmaceuti-
cal companies to build a better way to engage them.

All of  this comes down to communication and self-reflection. 
Direct consultation with groups you’re looking to engage inside 
or outside the company, can lead to additional insights, measur-
able feedback, and new avenues for representation that were pre-
viously untapped. 

Reference
1. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6092479/
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F or young, ambitious biotechnology companies, phar-
macovigilance (PV) demands could easily present a 
barrier to international success, unless they can devise 
optimum strategies for fulfilling the differing safety 

demands of  respective regulators. That’s because the PV burden 
is the same for companies large and small, irrespective of  their 
relative resources. After all, patient 
safety is paramount—especially at the 
cutting edge of  life sciences. So, where 
to begin?

Companies with global ambitions 
tend to favor filing product submissions 
in the US before tackling Europe with 
its multiple jurisdictions. On top of  the 
US market’s vast size, it benefits from 
being a single country governed by one 
main agency—FDA.

In Europe, drug marketing authori-
zation can take much longer because 
beyond the central European Medicines Agency (EMA) each EU 
member state has its own unique requirements to navigate.

Taking the US and EU as key territories, the diverse PV 
requirements highlighted ahead give a flavor of  just what’s 
involved and where biotechs are likely to need selective support.

PRE-MARKET PV CONSIDERATIONS
Although in the pre-marketing stage of  development, most PV 
requirements are harmonized across the European and US mar-
kets, there are some small, noteworthy variations—for instance, 
FDA’s particular requirements around causality assessment, affect-
ing what’s submitted in the two regions.

Even at a central level, EMA submissions have a different look 
and format to US dossiers, so require different handling. For 
example, the Summary of  Product Characteristics (SmPC), and 
labeling in relation to side effects, are not presented in the same 
way in Europe.

Differences exist too between the risk management approaches—
FDA’s Risk Evaluation and Mitigation Strategies (REMS) versus 
EMA’s Risk Management Plan (RMP)—and one cannot be sub-
stituted for the other. Failure to factor in these differences could 
present an issue at the time of  filing. In addition, national EU-
specific requirements may be requested in certain countries, on 

top of  the RMP EU requirements, even 
for centralized procedures.

To successfully and efficiently navi-
gate the differences between regions, 
biotech organizations must set out a 
clear strategy and timeline for how they 
will file to their target markets, and plan 
for multiple markets concurrently (it 
could take a long time to prepare for 
EMA’s diverse requirements—and 
those of  each EU country beyond that, 
plus the UK, which now sits outside of  
the EU/EMA).

It isn’t just European information and formatting requirements 
that differ and are more involved than in the US. Standard oper-
ating procedures (SOPs)/process requirements can be more com-
plex in Europe too. Although, during the pandemic, “crisis mode” 
enabled emergency acceleration of  these processes to expedite 
the marketing authorization of  vital products such as the US-
originating Moderna vaccine for use in European markets; this 
approval was “conditional” and such measures are temporary 
and cannot be expected going forward.

REAL-WORLD REPORTING
The post-marketing regulatory environment is highly regulated 
and inspection-driven, and it is here that biotechs are likely to 
find the greatest challenges in managing their PV obligations. 
Here, the differences between US and European requirements 
are starker.

Europe overhauled its post-marketing PV requirements a cou-
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filing in the US before 

tackling Europe with its 
multiple jurisdictions
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ERIC CAUGANT, PhD

Both pharmaceutical industry     
and pharmacovigilance veterans, 
and Advisors to Arriello

Navigating PV Divergence
Compliance Tips for New Entrants
With small biotechs facing similar expectations as large pharma in drug 
safety and pharmacovigilance, despite less resources, identifying the 
key differences between US and EU requirements can help these 
companies craft a practical path to multi-region compliance 
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ple of  decades ago, making these very clear and prescriptive. 
For post-marketing safety studies, for instance, it has broken 
down the requirements for interventional versus non-interven-
tional studies and what needs to be 
reported—or left out—for each. 
In the US, equivalent post-market-
ing safety requirements are much 
older and leave much to interpre-
tation, so companies tend to tread 
a more cautious path.

Where Europe is content with a 
final study report, in the US com-
panies still file expedited single-case 
reports (in the EU, expedited report-
ing is required for Individual Case 
Safety Report (ICSRs) for post-
marketing safety studies). If  studies 
are used to support a product claim, 
and the right data hasn’t been col-
lected in the right way for the given 
market, this could pose problems. So the different requirements 
must be well-understood and designed into post-marketing and 
market research studies.

PLUGGING SKILLS GAPS
Although biotechs may lead the way with product expertise, this 
is not typically matched in understanding and expertise in PV 
requirements and process rigor. To mitigate safety compliance 
related risk, emerging life sciences organizations need to establish 
both the right knowledge and experience, plus skills in writing 
SOPs and setting up PV systems which, in Europe, must be in 
place from the time of  marketing authorization filing.

Relying on a third-party safety services provider to take on this 
burden without in-house oversight is not recommended—not least 
because the marketing authorization holder retains ultimate respon-
sibility for PV compliance. Irrespective of  a biotech company’s size 
and scale, then, it will need to bring in someone experienced who 
understands PV and can keep a check on vendor quality.

In Europe, a nominated qualified person responsible for 
PV (QPPV) is personally responsible for the safety of  the 
human pharmaceutical products marketed by that company 
in the EU. There will need to be a designated person inside 
each region, too: so a US company with European marketing 
authorization must have a named QPPV based in Europe; 
and potentially also at a country-level (in France and Spain 
this is a regulatory requirement).

WHO’S RESPONSIBLE?
Where biotechs have entered into distribution relationships with 
other marketing authorization holders, there will be additional 

considerations—such as who will coordinate and be responsible 
for the PV requirements in a given market and how this will be 
written in any contracts. The marketing authorization holder 

in the local country always is ulti-
mately responsible for meeting PV 
requirements in that country. 
There is also the decision of  who 
will be the global PV database 
holder (usually the company that 
developed the product and 
secured approval).

PV capabilities shouldn’t stand 
still, either.

Emerging biopharma organiza-
tions will need to keep pace with 
both changes to regulatory require-
ments across all markets globally, 
and evolving channels and tech-
nologies when tracking safety sig-
nals. Companies have an obliga-

tion to monitor and filter web/social media forums for potentially 
important real-world safety information, where digital media is 
company-sponsored. 

The increase in combination treatments involving drugs and 
devices, for instance, may trigger new rules clarifying how respon-
sibility for adverse drug reactions is apportioned, another situa-
tion that needs to be tracked.

Setting aside an appropriate PV budget, and taking a strategic 
approach to filling gaps in capability, are essential steps for any 
biotech with global ambitions. 
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W hen negotiating a digital health collaboration 
agreement between a technology service pro-
vider and a life sciences organization, whether 
for the development of  artificial intelligence or 

other software, the provision of  data hosting and analysis services, 
or a more complex alliance, the participating parties should con-
sider the following factors in structuring the contract.

BUSINESS CULTURE DIFFERENCES
How does each party negotiate deals? What is each party looking 
to get out of  this relationship? Are there differences in the parties’ 
FDA regulatory approaches and risk 
tolerance? Do the parties’ styles and 
goals align enough to get the deal 
done efficiently and work together? 
Differences in the parties’ cultures and 
specific business drivers to engage in 
the deal can impact negotiations and 
the parties’ working relationship mov-
ing forward.

While technology companies tend 
to move fast and have higher risk tol-
erances, they should understand that 
life sciences companies often require 
more advance planning and detailed 
diligence and will also be more atten-
tive to regulatory considerations. Life 
sciences companies may also have 
priorities and goals that will necessitate more regulatory obli-
gations (e.g., to develop a digital health solution for use with an  
FDA-regulated medical product or that will be eligible for  
reimbursement).

IP OWNERSHIP AND LICENSE RIGHTS
One of  the most important considerations is intellectual property 
(IP): Who owns the IP, and how can it be used? Is the IP an off-

the-shelf  product, or is it being customized specifically for one 
party? Where a tech company provides its technology for a life 
sciences partner, it would typically insist that it will retain the 
rights in the IP. But the biopharma partner may want certain 
exclusivity rights due to its involvement in the alliance and shar-
ing of  know-how or other unique market positions, or to ensure 
its ability to procure necessary regulatory clearances/approvals.

Further, if  new integrations and additional IP will be devel-
oped over the course of  the deal, the parties need to define what 
will be developed and who will have rights to it. Is ownership 
necessary or will broad license rights provide the parties with 

the rights they need? 
If  you are working on a cross-bor-

der deal, make sure to check with 
local counsel to address any local 
laws or provisions on IP ownership 
and licenses that may automatically 
apply unless specifically addressed in 
the contract.

REGULATORY 
RESPONSIBILITIES
One of  the first questions the parties 
should consider is whether they are 
working on a product that is or may 
become regulated and, if  so, what 
regime applies. FDA regulates soft-
ware and other digital health technol-

ogies that meet the definition of  a “device” under the Federal 
Food, Drug, and Cosmetic Act. This includes both software as a 
medical device as well as software in a medical device. Digital 
health technologies intended for use with specific medical prod-
ucts—such as pharmaceuticals, biologics, or medical devices—
also may be subject to FDA oversight. 

If  the parties determine that the digital health technology is 
regulated, the agreement will need to clearly describe each party’s 

If new integrations and 
additional IP will be 

developed over the course 
of the deal, the parties 

need to define what will be 
developed and who will 

have rights to it
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Bockius LLP

Digital-Deal Alignment
Considerations for Tech Agreements
The eight key areas biopharma manufacturers must stay on top of 
when planning and executing alliance agreements with prospective 
digital health partners  
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respective responsibilities for FDA-regulated activities, both pre-
market and post-market. Additionally, as noted earlier, the party 
responsible for any required FDA clearance/approval submis-
sions likely will need access to key IP.

To the extent the regulatory status of  the digital health tech-
nology is ambiguous (e.g., because the FDA’s guidance docu-
ment on clinical decision support software is not yet finalized) 
or is expected to change over time (e.g., by adding new uses or 
features for future releases), the parties will need to agree on an 
appropriate regulatory strategy to account for these issues.

EXCLUSIVITY
In some alliances or product development agreements, a party 
may not be providing the technology but may be providing valu-
able insight or know-how. Exclusivity can be used to meet the 
business needs of  such a party. To that end, the parties can nego-
tiate a specific term of  exclusivity, or restrict use of  the product 
or information shared by restricting future use in certain markets, 
fields, use cases, and territories, or with certain competitors. 
However, parties must be mindful of  antitrust restrictions that 
may apply.

DATA USE
The parties should align on which partner is providing the data, 
if  any; how the data will be protected; how each party can use 
the data and the results of  the data combined with the services; 
and how a party can retrieve its data once the relationship is over. 
In digital health projects, regulatory requirements on data pro-
tection and privacy often drive the architecture of  the end prod-
uct due to numerous restrictions on the processing of  sensitive 
health data.

CUSTOMER/USER SUPPORT AND MAINTENANCE
If  applicable, the parties should have a clear agreement on who 
is providing customer support, what the service level agreement 
is, and what the remedy is for failure to meet the service levels. 
This can vary greatly depending on whether the product (and 
the associated support) is mission-critical.

GOVERNANCE
Ensuring continued alignment as well as compliance with cur-
rent and evolving rules and regulations for each partner’s indus-

try typically requires the involvement of  specific committees to 
deal with IP matters, compliance and regulatory issues, policies 
and controls, and/or some oversight of  the alliance by the par-
ties. Governance can help the parties achieve the right balance 
between control and efficiency, so consider including separate 
rules, including how decisions can be made (e.g., by the project’s 
steering committee), in your contract agreement.

TERMINATION
The partners should agree on how and when the alliance can be 
terminated by either party, and what happens upon termination 
by either party. The contract agreement should address, among 
other things, what happens to the IP rights, exclusivity, data use, 
and support discussed earlier upon any termination or expiration 
of  the agreement. 

In digital health projects, regulatory requirements on data protection 
and privacy often drive the architecture of the end product
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Time for Pharma 
to Reimagine the 
Medical Affairs Role
Commercial-model shift demanding greater influence of these teams

Pre-pandemic, employed physicians had less time avail-
able for sales reps, and their influence on purchase deci-
sions had been diluted by committees on which they 
were just one voice among many. Fewer, larger organi-

zations brought buyers with greater sophistication and more 
diverse purchase criteria. And tightening finances meant tougher 
questions about economic and clinical value like budget impact, 
downstream cost avoidance, off-label use, and method of action.

The pandemic-induced lockdown has made virtual meetings 
and digital marketing a permanent part of pharma marketing and 
accelerated all the preexisting trends. The post-pandemic future 
holds more of the same—on steroids.

This shift to omnichannel communication makes it easier for 
manufacturers to customize communication for the wider and 
more sophisticated range of buyer-side representatives involved 
in purchase decisions. However, it’s important for manufacturers 
to recognize that the nature of their questions still go well beyond 
what sales reps are trained for or qualified to answer.

Medical affairs teams, who have historically operated behind 
the scenes on a referral basis, are best suited to answer these ques-
tions. The growing range and sophistication of buyers, plus the 
omnichannel hybrid form of communication that is becoming the 
new normal demands an expanded role for medical affairs in the 
commercialization process. Buyers want evidence-based answers, 
and medical affairs teams are the personnel best suited to answer 
them. In addition, the pandemic has wrought other changes that 
call for the scientific expertise these teams bring.

Another trend accelerated by the pandemic has been to rede-
fine expectations regarding the length of the development and 
marketing lifecycle. Companies have less time for mistakes and 
miscues—they can’t afford to ignore any opportunity to tune into 
the voice of the customer. As medical affairs teams increase their 
customer involvement, they are perfectly positioned to provide a 
feedback loop to commercial about the effectiveness of marketing 
efforts, and to development and marketing about clinical concerns 
that need to be addressed.

Recognizing these multiple pressures for role redefinition, 
Numerof & Associates recently undertook a survey of medical 

affairs executives across 29 small, midsize, and large pharmaceu-
tical and medical device organizations. The survey found that 80% 
of interviewees said their company is already taking steps to recon-
figure their medical affairs teams. Of those, 28% were classified 
as “leaders” compared to industry peers, because they had taken 
steps to transform medical affairs’ role even before the pandemic. 
Fifty-two percent were classified as “followers,” because they’d 
recognized that changes were needed to the role of medical affairs 
but hadn’t made them prior to COVID-19. And the remaining 
20% of respondents were classified as either “fence-sitters” or “resis-
tors,” depending on their current intention to restructure the role.

That said, the time to expand medical affairs’ role is now. 
There is still competitive advantage to be gained by manufactur-
ers for being an “early adopter” in transforming the role. That’s 
not to say that doing so is as simple as writing a new job descrip-
tion, though. With a change in role come demands for new 
skills—in digital marketing, in managing client relationships, 
and in structuring effective communication, to list a few—and 
in some companies, this work is already underway.

For example, 45% of the respondents in our survey have already 
started to train medical science liaisons (MSLs) on how to better 
engage clients in virtual meetings. Some have put medical affairs 
staff into positions that allow them to more easily collaborate with 
other company leaders, and some have already created three-
pronged leadership teams featuring medical, clinical, and R&D 
staffers, tasked with the responsibility of developing short- and 
long-term goals for their products. Others have put processes in 
place so that MSLs can more quickly provide feedback for evi-
dence-generation purposes. In taking similar steps, manufacturers 
can not only benefit from enhanced effectiveness of the current 
product cycle, but can even shorten the time to new product solu-
tions. One surveyed medical affairs team’s efforts to highlight a 
rare product complication ultimately led to a solution for another, 
understudied disease, for example.

The value that science brings is, indeed, the key to future 
manufacturer success. But medical affairs teams are the ones who 
hold that key. Now is the time for manufacturers to make sure 
they use it. 

MICHAEL ABRAMS
Co-founder and managing 
partner, Numerof & Associates

 

MASTER THE SCIENCE OF SUCCESS 

https://www.pharmexec.com/


CONTACT US
iqvia.com/contact

For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com

The pandemic has exacerbated the challenges 
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engage with stakeholders. Covid has reduced time available 

for commercial engagements, created new issues around 

patient adherence, increased the claim burden on payers and 
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