
1

cmosummit360°

CMO 
Chief Medical Officer 360°

Newsletter 
August 2020 

https://theconferenceforum.org/


2

cmosummit360°

Welcome to the CMO360° Summer 2020 newsletter.

This interview issue explores the challenges and opportunities 
physician-scientists face as they advance and transition 
throughout their careers. These interviews cover topics such 
as adapting to a first-time CMO role, responsibilities with 
companies at different stages of drug development and 
commercialization, the responsibilities of a Global CMO of an 
international small pharma and the journey from CMO to CEO.

We also include coverage from the Chief Medical Officer 
Summit 2018 panel discussing the move from big pharma to 
small biotech and highlights from the upcoming CMO Summit 
360°, taking place October 26-27, 2020, virtually.

Enjoy reading.

Steven Zelenkofske, DO, CMO of SwanBio Therapeutics, 
a veteran CMO of four companies, talks about how the 
CMO role changes from company to company.

Aoife Brennan, MB, BCh, BAO, MRCPI, President 
and CEO of Synlogic Therapeutics, shares her career 
journey from CMO to CEO and what she looked for 
when hiring a CMO.

Ed Tucker, MD, MBA, CMO of Mirum Pharmaceuticals, 
discusses his first CMO role and leading his company 
through COVID-19.

Liz O’Brien Bergin, MB, MRCGP, Global CMO of Besins 
Healthcare Ireland Ltd, speaks about investing in assets, 
medical affairs, commercialization and her experience with 
the EMA.

Vasant Shetty, VP - Corporate Strategy, Transformation 
and Execution of Saama, highlights the role of AI for 
emerging biotechs.

CMO Summit 360°: Highlights for the upcoming 
virtual conference.

From the CMO 2018 Archive: Going from Big Pharma 
to Small Biotech Leadership, with Julie Krop, MD, Manu 
Chakravarthy, MD, PhD, Keith Gottesdiener, MD, Robert 
Wasserman, MD.
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Our path-breaking model attracts CMOs who 
demand a partner that share in their drive to 
conduct impeccable development and provide 
dependable clinical solutions for patients 
fighting for a better, longer life.

inSeption provides transparency and faster 
access to data ensuring our decision-makers are 
armed with timely information and the clinical 
insights they need, creating a level of program 
control and visibility no one else can offer!

100% client satisfaction

<6% turnover

>89% repeat business

We provide solutions 
that empower results.

If you would like to learn more about how inSeption 
has become a refuge for clients and professionals 

who have been stifled by mainstream, high-volume, 
commoditized outsourcing models, reach out to us. 

inSeptionGroup.com

Unified in our passion to bring therapies and an  
improved quality of life to patients around the world, 
inSeption Group is changing the outsourcing paradigm.

Known for our accessibility,  
responsiveness and flexibility

Vital Mission
to Transform
Patient Lives
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Can you tell us about the work you do with 
SwanBio Therapeutics?

I just started working as CMO of SwanBio. I am in charge 
of setting up clinical operations and clinical development, 
working on translational medicine and partnering on 
regulatory and clinical strategy. I support the CEO for 
positioning and any financing or investing interactions and 
support the Board interactions regarding the clinical and 
medical decision making and progress. It’s pretty much a 
standard CMO role.
 

What does your day-to-day look like?

I started this role in the middle of the COVID-19 crisis. It’s 
a lot of video calls as opposed to meeting face-to-face. It’s 
a mix of building teams, getting teams aligned, working 
across functions, providing leadership and coaching and 
then working on strategic work and physically getting 
things set up. 
 
My schedule is fuller with meetings than it would be if we 
were face-to-face. A lot of that has to do with the fact 
that, in a facility, it’s easier to sit down in the office for 5-10 
minutes and take care of issues and provide guidance to 
team members. With the video calls, your schedule fills up 
with hour-long meetings that tend to take the whole hour 
because they’re scheduled.

How do you make the most of those meetings and 
make sure you’re not in eight one-hour meetings 
all day?

I haven’t figured that out yet. As a CMO, my schedule has 
always been difficult. The challenge of being a CMO is that 
you probably wear the most hats in the company. Because 
you do that, your schedule is constantly in demand. That’s 
the case even when things are normal. It’s very easy now – 
because you’re working remotely, working from home, and 
on Zoom – to have meetings fill your day up that previously 
would not have taken as long or require as many people. 
 
I’m still working on trying to figure out how you avoid that. 
Some of that is around blocking time in your schedule and 
being cognizant of getting to the agenda quickly, getting 
to the point and trying to keep the meeting short. It’s a 
balancing act because you want the people you work 
with internally and externally to feel like they have the 
freedom of having you available but you don’t want to be 
in meetings all day.
 

You’ve been the CMO of four companies. How has 
the role been different from company to company?

It’s made up of a couple of factors. One is the status and 
the phase of the company. The role is different based on 
where the company exists in its phase of development 
and science, as well as its phase of maturity from finance, 
building, personnel and structural perspectives.
 
The second is the culture that exists. I’ve learned the easy 
way and the hard way that the culture the CEO sets and 
wants to set is extremely important. His or her interaction 
with the Board of Directors and how much of a role they 
play and how much the CEO builds the leadership team 
and gives them autonomy drives the job.
 
The third is how functional the people and functions are. 
There have been roles I’ve come into where things had 
not worked well before I got there and my job was really 
to reshape, retool, reorganize and reset the direction 
operationally from a delivery standpoint. There have been 
places I’ve come into where the strategy and direction 
wasn’t clear.
 
SwanBio is a startup. I came into pretty much a blank slate. 
The idea of that is to start to envision what an organization 
looks like. How does a highly functioning organization 
operate? What should your teams look like? What does 
your culture need to be? You have a lot of say with the 
CEO and the leadership team as to how that develops and 
evolves because you’re in early. 
 

Being that SwanBio is a startup and you have more 
say, what is your vision?

My vision is formed by the experience I’ve had both at 
large pharma, as well as from my other CMO roles. I’ve 
learned that partnership across the leadership team is 
unbelievably important. You don’t always have to agree 
but you have to be aligned.
 
The ability to build a team below you is really important. 
That group of people one level below the leadership 
team is unbelievably important to an organization. How 
they build, manage and structure their teams and how 

Dr Steven Zelenkofske, DO, is the Chief 
Medical Officer of SwanBio Therapeutics. 
He has previously held CMO roles with 
Achillion Pharmaceuticals, UniQure and 
Regado Biosciences.

Building a Culture of 
Responsibility, Accountability 
and Humility
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they communicate across that level is the lifeline of the 
organization. You want people to feel like they get to lead 
what they’re leading and drive what they’re driving but that 
they also have a level of accountability and a level of risk 
and reward. 
 
One of the mistakes that we make is that we drive 
accountability down but we don’t drive responsibility 
down for our teams. In that regard, they feel pressured 
to deliver but don’t feel like they have the freedom to do 
what they think is best. The right people don’t mind being 
held accountable if you’ve given them the steering wheel 
and gas pedal. It’s when you make them sit in the back 
seat and they don’t get to drive but then they’re yelled at 
because you made a wrong turn, that’s where you have a 
dysfunctional organization.
 

What should CMOs look for in potential companies, 
Boards and CEOs?

One of the biggest things I have learned in my career is 
the importance of being selective of who you work with 
and how that person runs their organization. The biggest 
trap you fall into is when you look at something and think 
“That’s really neat science. It’s a real unmet need. I’m 
going to help patients and change the medical world for 
the better.” That’s what we as physicians want to do and 
it is important to be involved in good science and unmet 
need and bring forward great treatments or diagnostics for 
patients. We don’t pay as much attention to what we do 
on a day-to-day basis and what our life is like. 
 
When I was a resident trying to figure out what specialty to 
go into, my chief of medicine told me to watch the doctors 
in the specialties I was considering and see how they 
live their lives. He told me to look at how they work, how 
much they work and how they balance home and work 
life. You may choose a specialty that you fall in love with 
scientifically or clinically but find out down the line that it 
isn’t the way you want to live your life.
 
The culture and the willingness of the CEO to have humility 
and the Board to feel like they don’t have to micromanage 
is extremely important. I’ve been in an environment with 
CEOs who have said the right things when you come 
in but don’t loosen the reigns. They want control of 
everything because they don’t trust and don’t see their 
own weaknesses and strengths. 
 
The same thing applies for me as a CMO. The most 
valuable tool you can have is real self-awareness and 
understanding that we’re all human beings with strengths 
and weaknesses. You need to have some humility. 
 
When I came to SwanBio, I spent a lot of time trying to 
understand the nature and the culture of the company and 
the leadership. I wanted to make sure that I felt comfortable 
working within the culture, behavior and guidelines that 
they live and work by.
 

What inspired you to enter the field of biotech and 
specifically CMO roles?

I spent the beginning of my life at academic centers, 
teaching, taking care of patients and running a research 
program. I got to a crossroads where I was either going to 

be fully clinical or fully research. I really wanted to spend 
my life doing research. It fascinates and challenges me.
 
At that crossroads, I found that the best place to do 
research was in the pharmaceutical industry. The 
resources and people are there and they’re driven by that 
desire to do new discovery, to get evidence and to use that 
evidence to improve medical care. I recommend starting in 
large pharma. When you come out of academia you don’t 
know what it’s like being with a sponsor. When you start 
in organizations that have been doing this for generations, 
you learn from the best. 
 
Ultimately, I wanted to move away from that structure. I 
wanted to explore the edges, do it faster and have more 
say in what happened on a regular basis in both decision-
making and how I build and run my team. Biotech was the 
place to do that.
 
I see myself predominantly as a researcher. I’ve never lost 
sight of the fact that that’s what I love to do. I’ve learned 
over time that the other thing I like to do is advancing other 
peoples’ careers. I like helping young investigators move 
along to a place where they can reach their fulfillment.
 

Speaking about moving other peoples’ careers, what 
advice do you have for new CMOs?

My first CMO role at a small biotech was with a startup 
without much structure. I realized that I was on my own 
and didn’t have all the help that I had at large pharma. You 
take for granted that you can walk down the hall and talk 
to a data manager, a drug supplier, or a biostatistician. 
They’re all there at a large pharma but at a small company 
you don’t have as many resources readily available. I called 
one of my old bosses from Novartis who left to work at a 
small biotech and asked him for advice. He told me not 
to panic because I had everything that I needed to know 
within me. He also told me to figure out what I needed to 
buy and rent and to work with people I know to identify 
where I can get that help.
 
You see those shirts that say, “Keep calm and take a deep 
breath,” and I think that’s what it is. That’s my advice to 
a new CMO. Take a step back and realize that there is 
always somebody out there who can help you achieve 
what you’re doing. Often you feel like you bear the weight 
of the company on your shoulders but when you realize 
that it takes a village and identify that need, there is always 
a way to get things done. 
 

Is there anything else you would like to add?

I feel very lucky. Whether you’ve done this a million times 
or you’re doing it for the first time, it’s pretty cool to wake 
up every day and learn something new. And it’s pretty cool 
to have somebody willing to trust you with their technology 
or their life dream. Don’t forget to enjoy it because there 
are a lot of responsibilities being a CMO and sometimes 
you forget to enjoy the ride.

https://theconferenceforum.org/
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Can you tell me about the work you do with 
Synlogic Therapeutics?

We’re applying synthetic biology to probiotic bacteria to 
create a new class of medicines that engineer bacteria 
to perform specific functions throughout the body. The 
company is still relatively young but consists of about 70 
people based in Cambridge, Massachusetts. We have two 
programs in the clinic and a third one moving forward.

What’s your day-to-day look like?

We’ve had to adapt to COVID-19. While some people 
go in for work that can only be done on site, most of the 
company works from home.

Initially, I was concerned about how we would 
run the company because we rely a lot on face-
to-face meetings. The culture of working through 
teleconferences and empowering individuals to get 
work done on their own volition and time wasn’t there. 
But the company has adapted really well. We had our 
first completely virtual investor meeting, investigator 
meeting, KOL advisory board and Board meeting. Even 
if there was an effective vaccine tomorrow, we have 
learned some things through this period that we will 
continue to embrace as we go forward.

What kinds of things have you learned?

We can have effective team members who are not 
physically in the same location at the same time. We had 
team calls even three or four months ago where people 
may have been comfortable with calling in on the phone 
but not with video calling. Now when we do team calls, 
90% of people are on video. 

We’ve been doing a lot of KOL advisory boards virtually. 
That’s been tremendous. They’re so much easier to 
schedule; physicians are available and are really engaged 
remotely; and you can get real-time feedback. When 
you’re trying to get 10 physicians from academic medical 
centers, it’s going to take you six to nine months to plan. 
Those virtual meetings can even be more valuable than 
an in-person meeting. You can get a teleconference 
together in a couple of weeks and you have a short burst 
of really great feedback with a lot of engagement. It’s 
opened up our thought process in terms of how we can 
work differently and still be very effective.

Your first CMO role was as Synlogic Therapeutics 
first CMO. What challenges did you face and what 
did you need to learn?

Early in my career I worked for a small biotech called 
Tolerx. I had a false security going into the role at 
Synlogic because I thought I knew what it was like 
to work at a small company. What I didn’t anticipate 
was that while those companies weren’t so different in 
terms of headcount, there were differences in terms of 
maturity of the internal structures and processes. I was 
the first CMO and was probably the first drug developer 
at Synlogic. It was a group of really bright, enthusiastic 
scientists doing lots of great research but in terms of 
putting in the discipline and framework around that 
research to transition to a development organization, that 
was all new for me and the company as well. 

It was a bit of a culture shock for the first couple of 
months but if I have one special skill, it’s reaching out 
and getting help from people. I bought a lot of people 
lunch those first couple of months to try to help think 
about prioritization. I would call up and email people - 
even people I didn’t know - who were from similar-sized 
companies, were CMOs, or were heads of regulatory. 

There’s also a cultural shift that was more challenging. 
Small companies go through cultural shifts that are 
difficult to manage. When shifting from research to 
development, you need to make sure that the research 
team continues to feel valued and involved in the 
process. There can easily be resentment as the center of 
gravity shifts from the research side where it’s all about 
interesting discoveries to the development side where 
it’s all about timelines, progress and milestones. If you 
don’t actively reach out and engage the researchers who 
understand the science of the platform, they may check 
out or feel disempowered and unvalued.

We ran training courses and made opportunities for 
people who wanted to transition from research into 
development. We have an employee who previously was 
the lab manager and is now a clinical research associate. 
I had to learn about that growing pain that companies go 
through. There are probably similar growing pains and 
cultural changes that need to occur at multiple stages 
along the evolution of a company.

Aoife Brennan, MB, BCh, BAO, MRCPI, 
is the President and CEO of Synlogic 
Therapeutics. She was previously the Chief 
Medical Officer of Synlogic Therapeutics and 
has served in roles of increasing responsibility 
with Biogen and Tolerx.

From CMO to CEO: Leading 
an Evolving Biotech
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CEO Perspective
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How were you able to address those challenges as 
the company went through this evolutionary period?

One of the keys for me is to be transparent and open. If 
we had an advisory board, we invited the research team 
to hear what patients and KOLs had to say. We have a 
weekly company meeting where each function presents 
what they’re doing. That cross-functional education is 
important. You don’t expect a research scientist to write 
a clinical protocol, but if they understand what is required 
to execute a clinical protocol successfully, they appreciate 
what different people in the company do.

We also make sure people are recognized. It’s not just 
recognizing the people who execute the clinical study 
when something goes well but also recognizing people 
involved upstream. They need to feel like it’s their 
success, not like something has been taken from them to 
the clinic. 

Can you explain the learning curve going from CMO 
to CEO. What new things did you need to focus on 
and how did you balance them?

One of the biggest challenges for me is balancing. I need 
to balance long-term vision for the company and the next 
three steps we need to take. Finding that balance has 
been important. Having Richard Riese as our CMO helps 
because it allows me to set up the big picture strategy 
and when it comes to the specific questions about what 
we’re doing next and what have we shown already, he is 
very much grounded in the day to day.

I’m still evolving in terms of working with the Board. 
I feel like I learn something each Board meeting. I 
understand how patients, physicians and regulators 
think but understanding how investors think and evaluate 
companies has been a learning experience for me in the 
CEO role. 

The other big role is managing functions where I’m not 
the domain expert. As CEO you’re expected to lead 
finance and manufacturing and lots of different function 
areas with no domain expertise. What I have found is 
that the recognition when someone is doing well and a 
function is healthy is very similar from function to function. 
You don’t need domain expertise to spot the signs that 
there’s trouble.

As a CEO/CMO, what were you looking for in the 
person who would take over your CMO role?

For CMO, I wanted somebody who could be a drug 
developer and critical thinker. I was looking for somebody 
who had demonstrated that they could step outside of 
their specialty, learn about a new disease area, advance 
a drug development program and have exposure to more 
than one therapeutic area.

I wanted somebody who had early phase experience but 
also understood what happens at the end of the road 
when getting the product through the development and 
registration. While we’re still in early development, having 
someone who’s gotten the product through is important 
because you can make mistakes in early development 
that have implications on your label. Unless you’ve been 
through that registrational phase of development it can 
be hard to have an appreciation for what the endgame is.

There were also attributes we were looking at from a 
personality perspective. We wanted someone who could 
fit in our team structure and who was open to feedback 
from other team members. We didn’t want someone 
who would erect big walls around clinical and not 
communicate cross-functionally. 

How do you think your past CMO experience 
affected your interactions with your CMO, Dr 
Richard Riese?

My sense is that if I came from a business or commercial 
background, I would probably leverage Richard much 
more on the external side of things. In every role you 
need to bring something to the table and get something 
from the career development perspective. We were able 
to find someone in Richard who had a lot to bring to the 
table but also felt he was getting something in terms of 
mentorship and professional development in the role.

As a CEO, what’s your advice for CMOs?

To be a good CMO, you have to have one leg in science 
and research and one leg in business so that your 
decisions around paths, risks and tolerance is informed 
both by understanding what the basic research tells 
you and also where the company is at in a business 
perspective. You need to understand the context in 
which the company is operating, the cash position and 
the company strategy, to really be effective in the role. 

What’s the best advice you’ve received in your 
professional career?

Be part of the solution. It’s easy to identify a problem and 
most of the time when you’ve found a problem you aren’t 
the first to find it. If you can be somebody who both 
identifies a problem and then solves it and is part of the 
solution, that is recognized in organizations big and small. 
People who are able to solve problems are highly valued 
and have lots of career advancement opportunities. 
Being part of the solution is one of my personal mantras.

What advice do you have for other leaders in a 
challenging time period?

Sometimes when you’re faced with challenges you go 
into your cave until you have the perfect solution that 
takes into account all of the eventualities. One of the 
most difficult things about the COVID-19 pandemic is 
that there were no answers early on. It’s a big mistake 
to crawl into your cave and not communicate. I have 
been really authentic saying that we don’t know what’s 
going to happen or when this will be over but here are my 
priorities and what I’m trying to get answers to. No one 
expected me to have all of the answers but I think they 
appreciated the outreach and proactive communication. 

I think it is similar when you hit a roadblock in a clinical 
program. Come out and say what happened and where 
we are and that while we don’t know what the next steps 
are we will work it out. Get comfortable communicating 
and making yourself available for questions. Share the 
unknowns but also share the resolve about focusing on 
priorities and getting through this together. 

https://theconferenceforum.org/
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Could you describe the work that you do with 
Mirum Pharmaceuticals?

Mirum Pharmaceuticals is a clinical-stage 
biopharmaceutical company focused on the development 
and commercialization of a late-stage pipeline of novel 
therapies for debilitating liver diseases. We currently have 
two ASBT inhibitors: maralixibat focused on pediatric 
cholestatic liver disease [Alagille syndrome, progressive 
familial intrahepatic cholestasis (PFIC) and biliary atresia 
(BA)], and volixibat focused on adult cholestatic liver 
disease [primary sclerosing cholangitis (PSC) and 
intrahepatic cholestasis of pregnancy (ICP)].

What does your day-to-day look like?

Day-to-day, I balance numerous external- and internal-
facing activities.  I lead several key development groups 
including clinical development, safety operations, 
safety science and quality assurance. For each one of 
those groups, I am responsible for building our teams, 
establishing the infrastructure to enable success, 
aligning our strategy with that of the business and 
ensuring we deliver on our commitments – to transform 
Mirum from a development-stage to a commercial 
company and bringing meaningful change to the way 
rare liver disease is treated.

On the external front, I frequently join our CEO and 
CFO discussions with the investment community 
and meetings with Mirum’s Board of Directors. Other 
external engagements include our medical congresses, 
advisory boards, regulatory agency interactions and 
KOL outreach.

Mirum went public in July 2019 and you were hired 
in October 2019. What’s it like as a first time CMO 
joining a company that recently IPO’d?

There is a lot to do and a lot of great opportunities 
to make a difference. We have a small team that is 
dedicated to advancing and accelerating our pipeline. 
It’s a small company with big goals, and a significant 
aspect of my role is helping to ensure my teams are 
motivated with their eye on the goal, which in our case 
means bringing new treatments to patients where there 
is critical unmet medical need. It’s fast-paced - in my first 
two weeks at Mirum, the FDA informed us that our Type 
C meeting was changed to a Pre-NDA meeting and now 
we have a path to begin submitting our first NDA later 
this year. We are also busy designing future studies in 
ICP, PSC and BA which makes this a very exciting time to 
be at Mirum.

I attained some good experiences building organizations 
up at my previous company, Acerta, where I was COO 
following the company’s acquisition by AstraZeneca. At 
Acerta we developed a vision for the company, laid out 
our key priorities to ensure we delivered on our promising 
pipeline and ensured our teams were supported and built 
for success, through robust organizational structures 
and systems with the global support and expertise of 
AstraZeneca.  Bringing those learnings and skills and 
adapting them to the CMO role at Mirum has been 
extremely valuable.

What is the transition from COO to CMO like? What 
different challenges are there and how do you face 
those challenges?

In my former role as COO, the majority of time was spent 
on internal operations and programs with exception 
and some alliance management work. As the CMO 
at Mirum, I am more focused daily on the clinical 
development and safety strategies while representing 
the company, externally, as the senior-most physician. 
Clinical development in a small company encompasses 
Phase I to Phase III and beyond; there is no division as 
you might see in larger companies. So, the CMO role 
is more focused around the development pipeline and 
functional build-out, as opposed to the COO whose role 
is very much focused on organizational health, ensuring 
that the company supports both development and the 
commercialization.

What challenges do you face in interacting with the 
investor community for the first time?

There is a different lens between investors and the 
science and clinical community. Firstly, as the company’s 
senior physician focused on product development 
and patient safety, speaking directly to our programs, 
ongoing development and specifics around our studies 

Ed Tucker, MD, MBA, is the Chief Medical 
Officer of Mirum Pharmaceuticals. He 
was previously the Chief Operating Officer 
of Acerta Pharma and held leadership 
positions in clinical development, medical 
safety and medical affairs at Bayer, Janssen 
Pharmaceuticals and Genentech.

Transitioning from COO to CMO 
and Adapting to COVID-19
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for investors and answering their question.  Secondly, 
some of those questions really make you see concepts 
in a new dimension and you can appreciate investors’ 
concerns and ideas and bring them back to the team 
as advice and adjustments.  Thirdly, it’s important to be 
trained on the importance of SEC compliance.

How have COVID-19’s effects in both the biotech 
world and finance world affected your job?

All industries are challenged by shelter-in-place orders. 
In the biotech space, we have seen changes in how we 
are enrolling, monitoring and treating our patients due 
to health and safety precautions for all involved in the 
clinical studies. The safety of healthcare personnel and 
patients is paramount during this time of unprecedented 
challenges created by this pandemic, yet there has been 
helpful guidance provided by the FDA and EMA to enable 
continuity of our studies, while helping ensure the safety 
for all involved.

We have been working closely with our study sites 
to facilitate continued supply and access of our 
investigational treatments to patients enrolled in our 
studies and conducting virtual check-ins with our site 
investigators as opposed to hospital visits. This ensures 
a level of continuity in our programs while we navigate 
this unprecedented time, and importantly, promoting the 
health and safety of all involved.

All that said, we are on track to deliver several key 
milestones, including the initiation of our first NDA later 
this year.

What advice would you have for people considering 
taking the CMO position and new CMOs?

First, understanding the role and associated 
responsibilities is key. Seek a clear vision from the 
CEO about what those are, where your growth will be 
and the challenges, both intrinsic to the role but also 
intrinsic to the company you’re joining. Take a look at 
the opportunities at the role- and company-level and 
how they match to your clinical interests, experience and 
growth areas. I look at the team I would be potentially 
joining, the opportunity for medical development, the 
time and timing to develop, and also their financial 
stewardship. Can the company achieve its goal and 
mission based on the leadership team and the financial 
structures in place, either through a strong balance sheet 
or strong investor bench? A dialogue with the CEO and 
potentially the Board on these points, to assure you of 
your next career investment, is high value.  Ultimately, 
do you believe that the compounds in development can 
make a large difference to patients, above existing and 
future treatment available.

You mentioned that you are responsible for 
managing and building up three or four different 
departments. What do you look for in employees 
and what do you look for in teams? 

I look for people with experience and drive, and with a 
creative and innovative spirit to make the most impact 

possible. Again, we are small, so everyone has great 
responsibility. Our teams comprise of people who are 
self-motivated and can work independently, but who 
are also collaborative. Creativity and innovation are 
also essential as we build our development strategy 
and look to positively impact the lives of our patients. 
I also look for high energy people who demonstrate 
strong accountability, adaptability and a willingness 
to be strategic and also jump into the weeds. It takes 
a certain phenotype to join this type of company. It’s 
a tough space to be in and you have to enjoy it. If 
you’re willing to take the wins with the challenges, it’s 
a great space. After all, the goal is to help people live 
healthier lives, and in many cases, save lives. You need 
enthusiasm, curiosity and stamina. 

You said that one of the bigger challenges with 
COVID-19 is patient enrollment and continuing 
clinical operations. How have you addressed that 
issue?

Being resourceful with centers that have remained open 
for enrollment and utilizing guidance from the FDA and 
EMA has enabled us to monitor remotely and utilize 
remote consent. Screening new patients coming into a 
study can present the biggest challenge: how do you 
screen new patients in a center being locked down due 
to COVID-19? There is a clear and dramatic cessation 
of studies in many countries around the world. We have 
been very fortunate to continue enrolling our ongoing 
studies, complete studies and obtain the results, due to 
the dedication of the site staff, enabling our programs to 
proceed while minimizing impact. 

What challenges does remote monitoring 
and remote consent bring up and how do you 
address them?

This is new technology with new processes. We follow 
the FDA and EMA guidance using a risk-based approach 
and document our aggregate COVID-19 responses. 
We’re pleased to have that flexibility and we recognize 
that we need to document those adjustments that we’ve 
made to maintain our processes and patient safety.

What advice would you give to other CMOs and 
R&D leaders who are leading multiple departments 
in a challenging environment like this pandemic?

It’s important to remember that while there may be 
challenges and adjustments to our day-to-day processes, 
we have to adapt because what we do impacts the 
lives of the patients we serve. They have committed to 
participating in the studies and we are committed to 
ensuring that the studies continue forward in the safest 
manner possible. We have a duty to continue both for 
patients in the trials now and the others who could 
potentially benefit in the future. We also have an obligation 
to maintain access to medicines. As CMO, I am dedicated 
to making every effort to continue to source and provide 
access to those medicines.  Despite COVID-19 adding 
additional barriers, patient needs for new medicines are still 
urgent and we want to respond accordingly.

https://theconferenceforum.org/
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Can you tell me about the work you do at 
Besins Healthcare?

Besins Healthcare is a global pharmaceutical company. 
It’s small but has a classic infrastructure with a strong 
sales and marketing commercially focused agenda in its 
area of specialization, hormonal therapies. I came into 
the company over a year ago with a mandate to bring 
science to the fore and to drive the medical function 
agenda. I oversee data generation, medical affairs, clinical 
programs and pharmacovigilance and naturally work 
closely with medical quality, global regulatory affairs and 
compliance functions as well as the usual suspects of 
commercial and business development. To be honest, 
where I spend most of my time – because we are small 
and relatively new to the whole data generation sphere 
outside of our area of expertise – is focusing on our 
research agenda and driving new programs. Besins 
Healthcare is a rapidly expanding company, leveraging 
its excellence in hormonal therapies into new frontiers 
in oncology, ophthalmology, paediatric rare disease 
for example. It is a great privilege to bring scientific 
leadership to this strategic transformation.

What does your typical day-to-day look like?

I wish I could answer that. There is no typical day. It’s 
such a broad scope with so much diversity and that is 
why I love it. No one day looks like the other, except now 
during COVID-19 where I feel very much hemmed in 
compared to normal.

Generally, even the topics I cover from day-to-day are 
broad. I’m responsible for classical medical affairs, such 
as building and developing KOL relationships as well as 
planning for geographical expansion across our base 
business. But another day it could just as easily be 
looking at business development assets, scoping out an 
assets medical value, looking for new assets and working 
with the National Cancer Institute on a Phase III program 
for one of our current assets. 

Usually pharmaceutical physicians are career channeled 
into either a clinical development or medical path but 
in this role I straddle everything including the things in 
between such as business development. It’s incredibly 
stressful but I find that stress to be a positive energy that 
can be channeled into focusing on how to get the best 
value out of my time. At the end of the day, we really only 
have 24 hours in the day and you have to sleep, eat, 
exercise and socialize in balance too.

How do you determine what to spend your time on 
and how to get the best value?

It’s not easy. Part of it is one’s innate sixth sense and 
understanding of the research and the Pharma 2020 
landscape and where it’s going. You always have to keep 
on top of developments in the field. 

A big part of our business is acquiring assets. In order 
to do that, you need to understand costs, trends and 
where therapy areas are moving. You need to be on top 
of industry development guidelines at FDA, EMA and 
other region level. You have to be fully conversant and 
knowledgeable on what FDA and various regulatory 
bodies need. 

You prioritize based on what you have and where you 
want to go. You can’t let everything become urgent and 
important. It’s dangerous. You have to base your time 
management on where the biggest potential for your 
business is. What asset do you have in your portfolio that 
really will deliver the best return on investment? To me, if 
there genuinely is medical value, then more often than not, 
there is also commercial value. They’re the same thing. 

How do you determine which assets to invest in 
and when?

It depends on your spending abilities. There are some 
assets out there that in a heartbeat, I would love to 
develop. For example, there are some lovely new 
non-hormonal therapies coming down the line that 
are potential game changers because of some of the 
misconceptions out there around hormonal therapy. You 
need to understand the development and treatment 
landscape and the concerns of physicians and patients. 
The patient is central to everything.

At some point, there will be assets that are in an early 
stage of development or moving from Phase II to III 
and companies will be looking to partner, either to 
commercialize or co-develop. If you’ve got to have a 
really sharp mind and a good sense of the market, you 
can acquire something early in development, but the 
stakes are higher because you need to develop the asset 
yourself and you don’t know if it will be successful.

Liz O’Brien Bergin, MB, MRCGP, is 
the Global Chief Medical Officer of Besins 
Healthcare Ireland Ltd. She spent many 
years at the European Medicine Agencies 
Efficacy Working Party of the CHMP. She 
has also previously held leadership roles 
with Sanofi, Astellas Pharma and Pfizer 
within clinical development, operations, 
medical affairs and executive management.

Balancing Act: Managing an 
International Small Pharma
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You have previously held positions at the IMB (now 
the HPRA) and EMA. How has that work helped you 
in your current role and throughout your career?

To me, it’s been the most defining role in my career; 
between that and being a physician. My first thought 
when making a call on something is to consider what the 
regulatory guidelines say. While they are not mandated, 
the guidelines are an incredibly good framework that 
you need to know when you’re trying to define what a 
development program should look like. Having worked at 
the agency, I understand the mindset and personality of 
the agency, the mechanics of how things work and I still 
have a lot of connections in the agency. 

There’s an intuitiveness that comes when you have that 
perspective. It demystifies the agency. People sometimes 
think that the agencies are big surreptitious groups that 
you can’t access. But they’re just people doing their jobs 
and you can have conversations with them the same way 
you do any other professional body. 

It also lends a lot of credibility. When I introduce myself 
to people and scope out partners for different things, 
as soon as you say your background is at the EMA and 
you’ve worked with the Efficacy Working Party, it’s instant 
credibility to your profile. I would recommend anybody 
who is thinking about joining the industry or looking at 
career options outside of clinical medicine, if there is an 
opportunity to spend time at any regulatory agency, do it. 
It’s transformative. 

You have worked in development roles in both the 
US and Europe. What are the differences there?

The regulatory environment is different. In the US there’s 
a real air of governance and compliance. There is a very 
clear commercial, clinical and medical strategy. The 
Office of the Inspector General has the ability to track and 
trace. Because it’s so visible and public, when companies 
are under corporate integrity agreement because of 
breaches of the code, there are huge financial impacts, 
penalties and stigma. Some of the drawbacks are that 
if you legitimately want to engage on data gaps or in an 
advisory capacity, it needs to be navigated very carefully 
because people are highly alert in the US. 

Outside of the US, it’s perceived as less stringent. It’s 
pretty well regulated in places like the UK and France in 
particular, but having experienced it, I feel like it’s easier to 
access thought leaders outside of the US, particularly if 
those thought leaders work in the NIH or are considered 
as government employees. 

What are challenges and best practices in the 
medical affairs space?

We’re a small company. When you’re very thinly spread 
across everything it’s hard to excel at everything. Try not 
to excel but put a structure in place that’s good for now, 
meets your regulatory requirements, brings the business 
forward and puts you on the map and onto a better growth 
culture. As opposed to trying to do that overnight, plan a 
mid-to-long-term plan. There are lots of small companies in 
pharmaceutical development with a classic framework that 
try to act like big pharma without those resources. 

As an example, I read a report recently about where 
doctors and patients go for information. It wasn’t MSLs or 
representatives; it was from social media and digital platforms. 
As small companies, we need to invest in education through 
digital media and social media. We need to make sure that 
we’re delivering the information that physicians and patients 
need to where they get that information. As a small company, 
we will never have the resources of big companies. We need 
to be clever about where we try to build our capabilities.

What are some challenges you face in leading 
commercialization and how do you approach 
those challenges?

When you look at a global role, the diversity of markets 
is huge. One size does not fit all. We have a portfolio of 
medicines that are well established and are market leaders, 
such as in IVF and preterm birth. But the way these 
medicines are used is very different from region to region.

There isn’t the kind of global brand or medical plan that 
you can roll out like you can for classic launches of a new 
product. When you’ve got older medicines that you’re trying 
to expand geographically, you really have to know the local 
countries’ needs, clinical practice guidelines, reimbursement, 
expectations and the data needed. It’s very market specific 
when you’re dealing with a global perspective for older 
products all at different stages of their life cycle.

What’s the best career advice you’ve received?

A few years ago, I did executive coaching and it was one 
of the most transformative experiences of my career. I 
still go back to that advice. It was about mindfulness and 
handling stress. It’s all about people, it’s not about the job. 

I constantly remind myself to think about how to optimize 
how I work with other people. I think the critical success 
factor is the people around you. I think the best career 
advice I’ve ever had would be on the softer, more people-
centric way of working that will define your success 
trajectory. I don’t mean classic success as in becoming 
the CEO. I mean, what is success to you: enjoying your 
job, making a difference and having a work-life balance 
but feeling that your mission is important.

How are you handling COVID-19? What is your 
advice for other leaders in handling difficult 
situations like this pandemic?

It’s unprecedented. COVID-19 has impacted how we 
business. We’ve got a Phase II program in the US whose 
recruitment is being affected, pushing our timeline out by at 
least nine months. It’s affecting our mindset as employees. 
But I think what COVID-19 has also done is shown how 
agile we are and how quickly we adjust to this altered reality. 

It’s a very private and personal journey for a lot of 
people. Keep your focus and stay relevant. There’s a bit 
of nervousness about the business and their jobs and 
cutbacks. Go back to your CV and brush it up, take 
courses, keep your eye on LinkedIn, network, stay ahead 
of the curve. We all have extra time because we’re not 
traveling as much. Use that time on yourself. Don’t spend 
all the time doing 12-hour days. Give that time back to 
yourself in building your own professional persona.

https://theconferenceforum.org/
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How can smaller biotechs who don’t have the same 
resources as big pharma use Artificial Intelligence 
and Machine Learning (AI/ML)?

AI analytics solutions can equip emerging biotech 
companies with advanced tools that can help them 
compete with big pharma. Specifically, AI/ML can accelerate 
and improve standard business processes far more than 
normal automation or process change.
 
AI/ML can provide an edge to small and emerging biotechs 
in translational sciences, discovery, pre-clinical and drug 
repurposing spaces. When you have to analyze a large 
quantity of complex mixed data, AI/ML can help find data 
patterns through respondent and non-respondent analysis 
based on biomarkers, genomic data and multiomics.
 
Data standardization is another area that AI/ML can 
improve. One of the key challenges for biotechs is that 
there are different data sources from different systems. 
Standardizing and mapping that data requires huge manual 
effort and is very time consuming. Also, after manually 
standardizing data, there are data quality and data profiling 
issues. Heuristic technology has the capability to train 
models to understand the dataset and map it to at least 
85% accuracy in minutes.
 
Another area is conversational analytics. Conversational 
analytics is the use of chatbots or virtual assistants that 
you can ask questions of and receive corresponding 
answers. For example, to find drug-induced liver damage, 
you can ask, “Show me patients in country <ABC> with 
AE and lab values ALP, ALT and bilirubin above threshold 

values.” The AI will show you the pertinent report without 
you having to navigate through various other reports. AI/
ML-based conversational assistants can understand 
clinical terminology and respond within seconds. You can 
add complexity across clinical domains, timeline and other 
combinations while asking these questions.
 
Smart data queries are another area where AI/ML thrives 
and can help emerging biotechs. If a typical, medium-
complex data query takes 3-16 hours, a good AI machine 
can find the same query with 90% accuracy in 2-3 minutes 
and show all the data points for that query. 
 
Leveraging technology will give biotechs the cutting-edge 
speed to allow them to compete with large pharma. The 
next generation of successful biotechs will be technology-
enabled clinical companies that use data platforms to fuel 
and augment their processes.
 

What are some misconceptions that Life Science 
companies have around AI/ML?

There are three areas of analytics. There is process/system 
automation, statistical-based forecasting and then AI-based 
analytics, where the machine actually mimics human training 
to deliver solutions.
 
For example, forecasting is something that you can do 
normally by using regression or statistical models. Using 
AI, you can use historical data to train a machine on how 
humans would perform different analyses and complex 
learning, until it can mimic them and do those analyses and 
forecasting on its own.
 
Another misconception people have is that AI machines 
on their own cannot do something unless you train them 
to do it. You do need a lot of data and human intervention 
to train the system. However, once you’ve completed that 
initial effort of teaching the machine what you want it to do, 
it becomes faster and better.
 

How can we use AI to optimize drug development?

For the drug development process, having an integrated AI-
enabled clinical analytics platform for governance, oversight 
and compliance on a portfolio of studies will help accelerate 
clinical trials. For example, AI/ML can provide insights into 
scientific data, such as biomarkers and genomics. Drug 
repurposing is possible now by augmented use of such 
technology. 
 
During the clinical phase, you can forecast trial risk and use 
conversational analytics to query clinical data to find data 
disturbances. If historical trial data is available, you can use 
AI for feasibility studies and study design. Additionally, you 
can use AI/ML for Principal Investigator (PI) identification and 
site selection. The use of AI/ML analytics technology can 
optimize the entire clinical development process in terms of 
time, overall activity and cost.
 

Do you have examples of companies that have used 
AI to optimize drug development?

One of the biggest challenges in drug development is 
querying. Data comes from different sites and needs to be 
standardized, reviewed and queried. There is a lot of time 

Vasant Shetty is the Vice President – 
Corporate Strategy, Transformation and 
Execution at Saama, where he leads business 
transformation efforts and is responsible for 
aligning cross-functional initiatives to achieve 
focused business results.

Optimizing Drug Development 
with Artificial Intelligence
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spent in the backend resolving those queries. To resolve 
data queries, Saama built an AI/ML-based platform called 
Smart Data Query, which leverages historic trial data. A 
few data managers trained the initial data algorithm, and 
we were able to mimic how a human would write a query 
– with almost 90% accuracy. Typically it takes 3-16 hours 
for data managers to perform these complex data queries, 
but after being trained, our system was able to complete 
them in two minutes. 
 
Another use case is a company conducting a COVID-19 
trial that needed to find PIs. We used statistical algorithms 
on a customer historic database of 60,000 PIs, and within 
a week we were able to identify 6,000 PIs on which the 
company could focus. 
 
COVID trials are the trials of the century. Everything that has 
to do with COVID is being done at least ten times faster 
than any other trial. For this industry, speed has always 
mattered. But, traditionally, solutions to improve speed 
have always been to add more people or try to improve 
the process through incremental change. Through COVID 
trials, we see that adding more people or making these 
incremental changes does not speed up processes quickly 
enough. You have to do something disruptive. Leveraging 
technology is key for achieving 5-10 times speed, with 
proper governance, insight and better results. 
 

What do you think the industry will look like 
post-COVID?

AI and overall technology will become standardized and 
integrated into clinical trials. There will be more data streams 
coming in, with wearables, ePro and patients providing 
their own input. There will be more technology enabled 
both at the patient level and within clinical trials. AI/ML and 
automation of integrating and standardizing clinical data will 
sit at the center of clinical trials, because without them it is 
very hard to harness all of the data together. 
 
Since COVID, we have had more customers interested 
in centralized monitoring of their trials. With COVID, the 
rules are changing every month for states, companies and 
countries. You may have a site that’s “green” right now, but 
next month, if there is a rule change, it might become “red.” 
In that case, the only way to monitor the site is through 
the incoming data. Site monitoring and risk prediction will 
become center-stage. 
 
Another important thing that is changing is that risk has 
always been primarily around site monitoring and subjects 
within the scope of the study, but now financial risk and 
supply chain risk have come to the forefront because 
everything is disrupted for clinical trials. To tackle all of these 
problems holistically, organizations will build up and integrate 
analytical platforms with AI to solve these issues. 
 

How can real world data and real world evidence 
be best utilized to optimize the cycle time, cost and 
outcomes of clinical development processes?

Wearables still aren’t mainstream in clinical trials yet. It’s 
interesting because I keep looking at my watch for my 
health stats, but these types of information aren’t tracked in 

clinical trials. The technology is available, but the industry is 
still trying to figure out how the wearable will fit into studies. 
The challenge is the consistency of data. You need to get 
the data at a specific frequency. Also, patient compliance 
with wearables might be a challenge if the patient isn’t 
wearing it, or there is an internet or data synch issue, but I 
believe these will be overcome with the right processes.
 
In the next few years, many of these issues will be solved 
and the information from wearables will become one 
of the data points for clinical trials. This data will either 
come through wearables or it will come from patient-level 
engagement, where patients can provide information 
through devices at home.
 
The other important factor is that real world evidence data 
can be used in clinical trials for trial feasibility. It can be 
used to identify physicians, sites, safety signal patterns 
and adverse events patterns from the real world. All of this 
information can be utilized by R&D as additional data points 
when they initiate new studies. 
 
You can also associate real world data with supply chains, 
geopolitics and other factors. You can figure out the risk in 
terms of different states or countries that can be used in 
feasibility studies. With COVID, one thing is clear. Real world 
means what’s happening in the world. It is much broader, 
so you aren’t restricted to just clinical data. You can use it 
to find out where you can get physicians, patients or sites, 
but you can also use it in terms of risks, financials, supply 
chains, geography and geopolitics.
 
With everything, there’s a standard way of doing things 
that we all follow. Only when issues start happening do we 
search for data. But a lot of this data is already available. 
Companies can find all this information and leverage it for 
their risk models.
 

Can you tell us about the work that you’re doing 
with small and emerging biotechs?

Saama provides analytics solutions for small and emerging 
biotechs, from pre-clinical discovery through phase 
IV and commercialization. All of the pharma analytics 
services leverage Saama’s Life Science Analytics Cloud. 
The solutions are specifically focused around centralized 
monitoring analytics, longitudinal patient journey analytics, 
risk-based monitoring, smart data queries, conversational 
analytics, clinical data hub submission solutions and trial 
feasibility. Through Saama’s single, integrated Life Science 
Analytics Cloud, we can fulfill analytics use cases for 
different functional groups, including clinical operations, data 
management, medical review, safety, biostatistics, quality, 
translational science and compliance. 

For more information, visit saama.com

https://theconferenceforum.org/
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The Chief Medical Officer Summit 360° will 
take place on October 26-27 virtually. We are 
committed to making the 2020 Summit the 
best possible virtual experience for our highly 
unique community. You can expect the same 
high quality experience with an even larger 
CMO community where we will address key 
issues through peer-to-peer learning. 

Day One:

• A Fireside Chat between Dr Keith Gottesdiener and 
co-chair Dr Zain Kassam of Finch Therapeutics about 
creative FDA interactions and thoughts on leadership, 
culture and innovation in the changing biotech 
environment.      

• Dr Jakob Dupont of Atara Biotherapeutics, who 
will speak on his career journey overseeing two 
IPOs, the successful submissions of eight INDs and 
many successful collaborations with big pharma. 
 

• A panel discussion on the pricing and 
reimbursement environment with representation 
from the Memorial Sloan Kettering Drug Pricing Lab, 
Center for the Evaluation of Value and Risk in Health 
(CEVR) and Patient-Driven Values in Healthcare 
Evaluation (PAVE).     
 

• Dr Joseph Palumbo of Zynerba Pharmaceuticals 
will lead a panel discussion that will explore the 
impact of COVID-19 on team dynamics, hiring and 
retaining staff, clinical trials, data quality and integrity 
and board interactions, as well as lessons learned 
and best practices moving forward.   
 

• A panel discussion about how CMOs addressed 
the challenges involved as they transitioned from big 
pharma to small biotech.   
 

• A panel discussion on the topic of effectively 
prioritizing and balancing the responsibilities a 
CMO has to various stakeholders.   

• A panel discussion about insourcing and 
outsourcing as companies evolve based on exit 
strategies, led by co-chair Dr Steven Zelenkofske of 
SwanBio Therapeutics.   
 

• Breakout sessions including: Master Protocols 
and Platform Trials, The Evolving Role of CMO from 
Pre- to Post-IPO, Tracking Personalized Medications 
in Cell and Gene Therapy and Leading Pre- and 
Post-Merger.      

• Afternoon Keynote, Dr Akshay Vaishnaw of Alnylam 
Pharmaceuticals, shares what he has learned helping 
grow a platform company for 14 years.

Day Two:

• Zeitgeist Presentation from Milind Kamkolkar of 
Cellarity on the collective struggle to evolve a drug 
development organization’s data and analytics 
culture and capabilities.     

• Ken Getz of Tufts CSDD and CISCRP returns to 
present his Annual Keynote Address, this year 
on the topic of The Changing R&D Landscape in 
the Biopharma Industry.      

• Dr Kiran Reddy of Blackstone Life Sciences, will 
discuss key trends in the present and future of life 
sciences venture in a Fireside Chat with co-chair Dr 
Julie Krop of Freeline.    

• Dr Elliot Ehrich of Expansion Therapeutics and 5AM 
Ventures will lead a panel discussion on the topic of 
finding, retaining and motivating top-level talent.   

• A panel discussion about building teams and 
expanding reach through virtualization moderated by 
Dr Beth Tréhu of Jounce Therapeutics.   

• A panel discussion on optimizing global 
submissions in the age of rapidly advancing 
innovation and rare disease.    

•	 This	year, we are pleased to offer a choice 
of informal, interactive sessions including 
Determining Whether and When to Acquire Assets 
for Development, Working with Not-For-Profits 
and Academic Partnerships, Putting Together and 
Managing an Advisory Board and Best Practices in 
Pitching to Investors and Preparing for the Roadshow. 

• A panel where CMOs from different backgrounds 
discuss what new skills they needed to learn for the 
CMO role and how they learned them.  

• A panel discussion about best practices in 
communication effectively to CEOs and Boards.

The Chief Medical Officer Summit 360° will also include 
presentations from companies including: TrialSpark, 
Cytel, Parexel, Translational Drug Development, 
Exploristics, and others. 

Organized Networking and Partnering

The virtual platform we are using allows for both 
organized networking and small group discussions. 
We will provide several opportunities to network and 
participate as an audience member. 

Sponsor and Exhibit Area

Although virtual, we will provide a sponsor section where 
you can view companies that specifically service and 
help the emerging biotech community. You can set up 
meetings with these companies and get answers on 
what you need. 

What to Expect at the 2020 Chief 
Medical Officer Summit 360°
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All of the panelists said that they went into biotech 
because they wanted to be more involved in the science 
and to be able to move more quickly and nimbly than the 
deep structure of big pharma afforded.

“If you have innovative and creative ideas, it’s more 
challenging to move on them [in big pharma] because 
you have to go through the entire socialization structure,” 
Dr Chakravarthy said.

“I wanted to be someplace where as I walked out every 
day I could say to myself, ‘I directly did something that 
added value to this company that I’m working with,’” 
Dr Gottesdiener said. That value could be to patients, 
investors, himself, science or clinical.

 “I want to point out, that doesn’t happen as many days as 
I’d like but it is at least the goal.” Dr Gottesdiener added.

Challenges	Upon	Entering	Small	Biotech
“It definitely was an adjustment,” Dr Wasserman said 
about joining a small biotech. “I was used to having so 
much expertise at my fingertips at big pharma.” He spoke 
about having specialists he could approach both within 
his own department as well as in others.

Dr Chakravarthy echoed the sentiment. In biotech, 
he said, you have to become more self-reliant and 
entrepreneurial but also need to dig deep into your 
training and trust the people around you. He advocated 
for calling on friends and experts to help solve problems. 
“I noticed that other people are very generous and 
gracious when you tell them that you don’t know what 
you’re doing.” 

Dr Gottesdiener spoke about the culture shock of joining 
a small biotech. “I walked into our office. It was a small 
room. I was our third or fourth employee. That was it.”

At small biotech you have nowhere to hide. When Dr 
Gottesdiener was shown his new benefit plans, he 
remarked that it was not great. At that point the Office 
Manager told him that as CEO, if he didn’t like it, he 
should change it. “It’s a very different view of thinking of 
things. Anything that you want to have done, it’s really on 
your shoulders. It’s incredibly liberating, but it’s incredibly 
challenging to really start to feel confident.”

Qualities	for	a	Successful	Transition 

None of the panelists thought that there was any one 
magical quality that made someone better or worse when 
transitioning from large to small companies. It was rather 
a combination of qualities in unison that put one in the 
right place to excel in biotech.

Dr Wasserman explained that in big pharma, if you 
ever veer too far from the established SOPs somebody 
will tell you about how they have been doing things in 
the company for 30 years. At biotech, “you really were 
starting from scratch and so you had to be the soldier 
and the chief at the same time. You didn’t have to call 
up your vendor management to ask who your preferred 
partners were. You get to decide. It’s kind of fun, but it’s a 
big wide open space so you just have to embrace it.”

“Anything that you want to have 
done, it’s really on your shoulders. 
It’s incredibly liberating, but it’s 
incredibly challenging to really 
start to feel confident.”

Reflecting on his own transition, Dr Chakravarthy 
explained that in order to transition successfully, one 
must be comfortable with ambiguity. “There is ambiguity 
in big pharma too but here it’s heightened because you 
essentially have to make these decisions. Yes you have 
this network but ultimately the decision rests with you, 
maybe your CEO, and maybe one or two other people.”

At	CMO	2018,	Julie Krop, MD,	at	the	time	
with	AMAG	Pharmaceuticals,	moderated	a	
panel	discussion	with	Manu Chakravarthy, 
MD, PhD,	Axcella	Health,	Inc,	Keith 
Gottesdiener, MD,	Rhythm	Pharmaceuticals,	
and	Robert Wasserman, MD,	Northern	
Biologics	where	they	discussed	making	
the	leap	from	big	pharma	to	small	biotech,	
as	well	as	challenges,	best	practices	and	
misconceptions.	It	is	our	pleasure	to	share	the	
summary	from	the	2018	CMO	archive.

Going from Big Pharma to 
Small Biotech Leadership: A 
Session from the 2018 CMO 
Summit Archive

From the Archive
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Being accountable and responsible are important for 
biotech according to Dr Gottesdiener. You need to feel 
comfortable knowing that when a problem comes up, 
it’s your problem to solve. You don’t have to go to a 
committee and you can’t hide behind a team or your 
boss. “I think it’s kind of that adventurous spirit and that 
ability to really want to make that difference yourself to 
own your problems, that really helps.”

“You have to rely on lots of your network,” Dr 
Gottesdiender continued. “No one is really expecting you 
to know the answer to every problem that happens in a 
biotech. It’s just that at the end, you’re going to have to 
make the decision so you’re going to have to find a way 
to do that.”

Dr Krop added that flexibility in thought process, grit and 
persistence were all important qualities in being effective 
in biotech.

“When I started at a big pharma,” Dr Krop said, “my 
first three months I just followed another physician who 
was training me. I contrast that with my first day at 
Peptimmune where I think I got a ten minute introduction 
to the company and then was off to work.”

Dr Gottesdiener explained that at big companies, people 
are trained well and given a breadth of experience. Dr 
Chakravarthy added, “When I went to Merck, I went in as 
an endocrinologist. When I came out of it, my specialty 
was drug development. It didn’t really matter what I was 
working on or what areas I wanted to develop drugs or 
medicines in.”

“When I started at a big pharma, 
my first three months I just followed 
another physician who was training 
me. I contrast that with my first day 
at Peptimmune where I think I got 
a ten minute introduction to the 
company and then was off to work.”

The panelists agreed, that period of training with big 
pharma is necessary to understand how things are done. 
While it’s process heavy and bureaucratic, you begin to 
appreciate it.

Dr Krop commented, “It teaches you not only how to do 
things with rigor and the right way in drug development 
but it also allows you to know where you can cut corners 
and where there’s too much process.”

Another aspect that Dr Gottesdiener highlighted was that 
“big companies teach you how to punt.” Rather than 
making a decision, they want to offer three alternatives 
and let a committee decide or to get a big team together 
to talk it through and come to a consensus. 

When you join a biotech, Dr Wasserman explained, you 
can bring what you liked about big pharma while leaving 

what you didn’t like behind. “Don’t repeat history. Cut all 
that red tape and cut to the chase and if you’re happy 
with the protocol, fine. You’ve pressure tested it with a 
few colleagues but you don’t need thirty people and a big 
committee to check on every period and semicolon for 
you. You also learn what to avoid as well as what to take 
with you and emphasize.”

False	Assumptions	about	Biotech 

Moving from pharma to biotech, all three panelists were 
worried about job security and finances. Funding is more 
challenging in biotech because you’re always looking 
for that milestone to come in. That also manifests as an 
assumption that pharma is more stable.

The question of finances was key to Dr Wasserman, who 
didn’t want to, “worry about begging for my salary.” He 
felt comfortable that Northern Biologics had enough cash 
for at least two years, which would be enough time to get 
to the clinic.

Discussing stability, Dr Chakravarthy said, “Over the last 
few years, we’ve seen almost the same amount of turmoil 
in big pharma with reorganizations and a whole bunch 
of other things that go on. Ironically, to some extent, I’ve 
found the biotech environment to be slightly more stable 
based on how you define stability. It’s stable in the sense 
that it’s so focused on trying to get to your next key 
milestone that you have no choice but to be very focused 
and not get distracted by internal politics.”

For Dr Gottesdiener, assuaging those fears was about 
shifting one’s mindset. “Just like at big pharma, you may 
work on a program that may die and they move you to 
the next program. If you’re a great CMO and you’re at a 
company and you come to a binary trial and it doesn’t 
work, you put your shingle out and you’ll be hired again 
in a couple of months.”

Dr Gottesdiener also advised, “What you really need if 
you want to do a great job as a CMO is a CEO who’s 
really great at their job and then you never ever have 
to worry about that again because someone else is 
spending their full time doing it.”

What	to	Look	for	in	People	who	can	
Effectively	Transition	
“It’s not rocket science,” Dr Chakravarthy said, “The 
attributes that we talked about are some of the same 
qualities that we look for in people. The ability to deal with 
ambiguity, being flexible, and having some degree of risk 
tolerance but not foolhardiness. The most important thing 
for me is that they really want to do this. The rest of this 
stuff generally works itself out.”

In addition to flexibility, Dr Gottesdiener said that he looks 
for people applying for their second small biotech job 
because the riskiest point is when you take a chance 
with someone stepping over. He advised that CMOs grab 
any opportunity offered when first transitioning because 
it means they are willing to take a risk on and believe in 
you. If after a few years you find that it isn’t the place for 
you, you can start thinking about your next move.
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