
ceuticals’ FDA approval for Trikafta, a 
cystic fibrosis (CF) treatment with the 
potential to help 90% of patients with 
the deadly genetic disorder.  According 
to Robert Coughlin, president of Mass-
Bio and father to a CF patient: “This is 
another reminder of just how difficult it 
is to bring a drug to market, as it took 
18 years and billions of dollars to finally 
develop a drug that worked for my son 
and thousands like him. It takes count-
less failures and major investment to 
bring any life-transforming drug to mar-
ket, but there is another ingredient that 
is essential: a supportive government.” 
In the case of coronavirus, the US gov-
ernment has shown a deep commitment 
to incentivize and expedite the clinical, 
approval and manufacturing process of 
any therapeutic with potential to atten-
uate the impact of the disease. 
Another factor that makes the Ameri-
can life sciences ecosystem robust is 
the steady rise of emerging biotech 
over the past few decades as a power-
ful force for innovation. As a result of 
this phenomenon, more drugs are be-

ing discovered by smaller firms than 
ever before. This is evidenced by the in-
creasing proportion of active INDs and 
new drug approvals (NDAs) attributed 
to smaller firms. This allows CROs and 
CDMOs to play an increasingly impor-
tant role in expediting the process of 
bringing molecules to commercializa-
tion. Unlike big pharma, these smaller 
players rely heavily on collaboration 
and outsourcing. However, the explo-
sion of emerging biotech companies 
happened largely as a result of big 
pharma outsourcing its early stage dis-
covery and development to effectively 
de-risk, albeit at the expense of acquir-
ing companies at a much later stage 
and richer valuation. “Many, if not all, 
of big biotech and big pharma compa-
nies realized there is an opportunity to 
shrink their internal R&D footprint and 
many of those companies still develop 
and discover drugs, but they do so in 
confined areas where they work broadly 
in an external world where they can 
build best in class partners to build in 

We are reminded amidst this 
COVID19 crisis of the tremendous 

importance of scientific innovation.  
The world is looking to our 

biotechnology industry to develop 
and provide  the drugs, vaccines 

and diagnostics to counter this 
epidemic.  It is only because of the 

years of investment and research 
that there is any hope to find these 

solutions in the short term. 

- Christiana Goh Bardon, 
Portfolio Manager, 

Burrage Capital
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European companies never having done 
business in the US and now looking to 
create US commercial operations. A 
significant area of business growth has 
been from mergers, spin-offs, and pri-
vate equity and venture capital invest-
ments in life sciences. We also repre-
sent R&D companies that have decided 
to commercialize themselves and are 
seeking FDA approval of their products, 
hiring contract manufacturers and con-
tract distributors, as well as field-based 
personnel. We provide invaluable assis-
tance in licensing, assessing and creat-
ing compliance programs, and compli-
ance services and systems for these 
companies.

What is your assessment of how the 
regulatory landscape has evolved 
over the last few years?
One of the legal areas strongly impact-
ing companies and how they market 
their products is the push for price 
transparency. There are currently 14 
US states with cost disclosure laws. In 
four of them, companies have to justify 
the price of their new products. For ex-
ample, they are required to share what 
percent of the price is attributable to 
research and development, licensing 
fees, sales forces, and marketing. In 
some states, you have to declare and ra-
tionalize price increases. Companies are 
considering how price increases might 
trigger reporting demands.  Some 
companies have pledged to limit their 
price increases. More and more states 
are asking for the disclosure of typically 
confidential information. These laws 
most notably were put in force after the 
Martin Shkreli ("Pharma Bro") scandal.

As a result of this regulatory pressure 
in the US, some companies have de-
termined parallel approvals are safest, 
looking for approval in Europe as well as 
in the US. Organizations are becoming 
global earlier and a big reason for that is 
the price pressure in US. Lower prescrip-
tion prices are also becoming a strong 
campaign message for politicians.

What would you like to achieve for 
Porzio?
Porzio wants to continue to build on our 
services. As an organization, we began 
providing services by supporting com-
panies in their state compliance needs 
and today, we have evolved to handling 
state, federal, and global compliance. 
We will continue to be a global compli-
ance leader for the life sciences indus-
try. We want to continue to be recog-
nized as a unique organization able to 
provide systems, services, and regulato-
ry and legal guidance under the Porzio 
family of companies.  Porzio is a one-
stop-shop where governance, process 
and systems come together to satisfy 
compliance obligations and provide a 
sound foundation for a biopharmaceuti-
cal company's operations. 

How does the prevalence of biophar-
maceutical companies in New Jersey 
compare to Boston?
There has been a bit of a renaissance 
here in the state of New Jersey and there 
is so much talent. As a result we are not 
seeing an out migration of companies. 
We are actually seeing more companies 
coming in than are leaving. Boston has 
also had strong growth and our office 
there is growing exponentially. ■

What kind of progress has Porzio 
made over the last year and what 
were some company initiatives?
Porzio Life Sciences, LLC (PorzioLS) is 
the industry's leading provider of com-
pliance operations, products and ser-
vices, and a wholly-owned subsidiary of 
the Porzio, Bromberg & Newman, P.C. 
law firm. 2019 was our best year to date 
and exceeded the prior year by 15%. We 
provided global transparency reporting 
services and systems in 46 countries 
around the world.
Even large organizations are looking to 
us for reporting and to access to our sys-
tems so they can see the data for audit-
ing, monitoring, analytics and business 
intelligence. Porzio has become an out-
sourced transparency and aggregate 
spend office for many companies.
Our biggest initiative for 2020 is the 
launch of Porzio TPE (Third Party En-
gagement) software, a cradle-to-grave 
system, where we provide a robust 
workflow system to handle global HCP 
engagements, as well as other types of 
third party engagements. TPE can also 
provide a solution to handle a com-
pany’s upstream data and workflow 
requirements. We have integrated our 
daily-updated Porzio Compliance Di-
gest (PCD) containing global laws, regu-
lations, and pending legislation into this 
system. Thus, our customers are aware 
of legal and compliance requirements 
when entering into global HCP and third 
party relationships. 

Geographically, where is the majority 
of Porzio’s growth coming from?
Most of our growth has been within the 
United States. We also have work from 
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