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EVENT HIGHLIGHTS

Dear Colleague,
 
It’s difficult to believe that the 17th Annual Drug Delivery Partnerships has already come and gone. This was another exciting 
year for the drug delivery community, with strong indications that the industry might be moving forward slowly, but it’s clearly 
moving forward.

San Diego provided a fantastic backdrop for the drug delivery community to come together and enjoy the sunshine, the 
beautiful waterfront views, and the company of more than 300 peers from large and small biopharmaceutical companies, 
drug delivery technology companies, and other industry leaders.

While the drug delivery industry doesn’t experience a sea change very often, minor developments now often mean big 
changes down the road. At DDP, we pride ourselves on the fact that each year we anticipate those changes and incorporate 
content about them in our event. This year, drug delivery devices proved to be a popular subject as our 2nd Annual Drug 
Delivery Device Combination Product Symposium was standing room only. Hot topics like human factors studies and the 
regulatory arena for devices came up throughout the conference and will likely continue to be of interest into 2014.

DDP 2013 went above and beyond to deliver timely, informative and useful content. Our keynotes included David Pyott, 
the CEO of Allergan, who provided a fascinating view of his company, where it began, how it became one of the leading 
biotechnology companies in the world, and how it will continue its phenomenal growth. Our audience also heard from Billy 
Tauzin, former Congressman and former President and CEO of PhRMA, who not only gave a rousing presentation on U.S. 
healthcare today and where it needs to go in the future, but who also participated in a lively panel discussion about how the 
political climate has affected drug development and delivery and what steps the industry must take in response. Tauzin was 
joined by Brian Harvey, VP of U.S. Regulatory for Pfizer, Steve Phillips, Senior Director for Health Policy & Reimbursement 
for Johnson & Johnson, and Dr. Steven Miller, SVP and CMO of Express Scripts. The mix of perspectives shed fresh light on 
this critically important debate and assured it was thoroughly covered. 

But as always, while we strive to create a conference with the content our audience wants to hear, it is your participation that 
makes our event the place to be for drug delivery professionals.

We increased our networking time by 30% to ensure you had the opportunity to spend plenty of time with those professionals 
you came to San Diego to meet. For the first time, we had dedicated partnering rooms during all three days for you to have 
those all-important meetings. Our two receptions were huge successes, especially our “Fun in the Sun” reception where 
attendees were treated to a special food and drink menu, a hula demonstration and a steel drum band concert.

We’ll return to the east coast and even warmer weather for the 18th Annual Drug Delivery Partnerships in sunny Boca 
Raton, Florida taking place January 27-29, 2014. I look forward to continuing our tradition of quality speakers, content and 
networking opportunities and experiencing DDP with you once again.

Until then, on behalf of the DDP team, I’m pleased to present this recap and overview of the 2013 Drug Delivery Partnerships 
conference. Thank you to everyone who participated and helped make this year such a success.

All the best,

Heather King
Program Director
Drug Delivery Partnerships

For Speaking Opportunities
Heather King, Program Director
Email: hking@iirusa.com | Phone: 646.895.7339

For Sponsorship and Exhibition Information
Sarah Scarry, Strategic Partnerships Manager
Email: sscarry@iirusa.com | Phone: 646.895.7472

I really appreciated the high quality of all the 
presentations and networking opportunities.  
Thank you for your great efforts in delivering  
such an outstanding program! It is very valuable to 
attend this productive conference.
–  Weiguo Dai, Ph.D., Scientific Director,  

Janssen Fellow, Janssen Research & Development

“
”

It was my first time at DDP and I was very impressed with 
the fresh format and prestigious list of speakers. It was a 
very interesting meeting and well worth the investment.
–  Ian Hardy, Director, Pharmaceutical Development, 

Emerging Markets, MERCK

“ ”
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But thanks to the ability to lower the 
PH level—multiple times—without 
compromising the drug’s efficacy, the 
company was able to use less active 
ingredient, which not only reduced side 
effects and made patients and regulators 
happy, but extended the patent life.

Instead of 2002, Alphagan will go off 
patent in 2022.

In addition, due to better product 
performance with each reduction, generic 
versions of previous formulations did not 
capture significant market share. Branded 
Brimonidine today still has 70% share of 
the U.S. market. 

Similar thinking was applied to Lumigan, 
which was approved by the FDA for 
treatment of high eye pressure in 
glaucoma sufferers, but which also had 
unpleasant side effects. Lowering the PH 
in formulation reduced the side effects 
dramatically and resulted in a significant 
drop in discontinuation rates.

And by happy coincidence, one of 
Lumigan’s side effects was that it 
produces very long, thick, dark eyelashes. 
So Pyott sat down with his R&D head and 
two years later had FDA approval for the 

indication, extending Allergan’s medical 
aesthetics portfolio with Latisse.

Pyott next moved on to a delivery 
innovation example: of Dexamethasone, 
a steroid. The challenge was that it’s 
frequently used concomitantly with other 
drugs, which produced pressure spikes.

Allergan solved the 
problem by acquiring 
Oculex in 2000, and via 
its bioerodible polymer 
pellet they created 
an extended—release 
implant delivered 
right to the eye, with 
the added bonus of 
improving compliance 
for glaucoma patients, 
particularly elderly 
ones who frequently neglect to take  
their drops.

In closing, Pyott predicted Allergan’s 
current $1 billion R&D budget will 
increase to approximately $1.5 billion 
five years from now. The company will 
also be moving into large molecules, 
with implications for not only polymer 
engineering but nanotechnology. 

“You can see lots of confluences from 
different fields,” Pyott said. “That’s what 
the VC world calls secret sauce. You start 
counter-applying different technologies 
in an interesting way that other people 
haven’t thought of. Sometimes you do it 
in-house; sometimes you buy it.”

He concluded by announcing that 
Allergan that day was cleared by the 
FTC to acquire its in migraine treatment 
rival, MAP Pharmaceuticals, which owns 
Levadex—a new form of an old drug that 
in the past required an IV and a hospital 
and has been converted to an inhaled 
delivery that migraine sufferers can self-
administer at home. 

DDP 2013 INFORMS, INVIGORATES AND INSPIRES!
By Marc Dresner, Sr. Editor & Special Communications Lead, IIR USA 
“There’s a light at the end of the tunnel…”

That’s what DDP Co-Chair and GSK Disruptive Platform Technology Head Lee Shorter said as he 
wrapped up what was an unusually emotional event.

The life sciences industry—and more specifically, the delivery and specialty pharma industry—has 
been pummeled, but for the first time in years, there was genuine optimism in the air.

This was reflected at DDP 2013 in a succession of success stories and inspiring, inside looks at 
how delivery innovation is adapting to and, in cases, changing the face of healthcare.

Just see for yourself in this sampling of presentations and panels. There’s something happening, 
and it’s very exciting…

KEYNOTE 
PRESENTATION:  
When Drug 
Delivery Creates a 
Blockbuster
David Pyott, Chairman, President and 
CEO, ALLERGAN

Pyott—who has been ranked by 
Institutional Investor as the #1 CEO in the 
specialty pharma industry—opened with 
an overview of Allergan, its history and its 
portfolio, noting the company, which did 
$5.8 billion in sales last year, is on track to 
grow about 10% over the next 3-6 years. 
That growth projection is based on heavy 
R&D investment in products slated for 
market in the second half of the decade, 
he explained.

Pyott attributed the company’s 
tremendous success over the years in 
large part to “extreme specialization and 
a simple strategy: Surround the customer. 
Bring a full suite of products for every 
need they might have and offer excellent 
service,” he said.

“We’ve also had some nice cases of 
building businesses when really no 
market existed, which is the best form of 
innovation,” he added. 

Pyott noted that 15 years ago Botox was 

practically a secret; today there is an 
entire category Allergan created around 
it: medical aesthetics. “The opportunity 
was quite literally staring us in the face,” 
Pyott quipped.

Illustrating the “surround the customer” 
strategy, Pyott explained that in 2006, 
Allergan acquired Inamed, which 
manufactured breast implants and 
enabled the company to build out the 
medical aesthetics category further with 
dermal fillers and breast implants, and, 
most recently, eyelash enhancement.

While they’re perhaps best known 
for cosmetically purposed Botox, the 
company’s primary business is in a suite 
of opthalmological products, including 
treatments for glaucoma and dry eye, as 
well as anti-infectives, anti-inflammatories 
and artificial tears.

Allergan has also entered neurology via 
Botox-based treatments for movement 
disorders, spasticity, and migraines, as 
well as urology (again via Botox) for which 
it recently received a second indication 
from FDA for overactive bladder.

“We’re either number one or two in terms 
of market share in each of our categories 
worldwide,” Pyott summarized.

Allergan’s success has also been the 
product of a cocktail of calculated risks 
(that resulted in some big IP victories) 
and substantial R&D investment. The 
company has had the occassional failure, 

which Pyott tactfully avoided talking 
about, but more often than not Allergan 
has made some very smart bets.

It’s known as a company that moves 
quickly and decisively and that has an 
uncanny knack for repurposing drugs, but 
Allergan can also boast about some fairly 
remarkable wins via formulation  
and delivery.

Pyott explained that innovation in the 
ophthalmological and dermatological 
categories has depended heavily on 
formulation and PH. 

“Botox being a very targeted delivery of a 
very powerful neurotoxin, we first had to 
determine how much active we needed,” 
he recounted. Leaders in biotech had 
estimated 7-10 kilograms per year, but 
thanks to formulary innovation, last year, it 
took less than one gram of raw neurotoxin 
to supply the whole world with all 26 
licensed indications and well over four 
million vials.

Pyott went on to outline several examples 
of how the company put formulation and 
delivery ingenuity to work.

Alphagan (Brimonidine Tartrate), he 
recalled, was a failed cardiovascular 
medicine originally from Pfizer about 20 
years ago. When Allergan got its hands 
on the molecule, it had certain prominent 
side effects and just a five-year  
exclusivity window.

PANEL: Where Does 
Drug Delivery Fit into 
the Pharmaceutical 
Pipeline?
Moderator: 

Roy Waldron, SVP and Associate 
General Counsel, PFIZER

Panelists:

Christopher Seaton, SVP, Global 
Licensing, BAYER PHARMACEUTICALS

James Hattersley, Vice President, 
Corporate Business Development,  
SUN PHARMACEUTICALS

Simon Hartas, VP, Pharmaceutical 
Development, ASTRAZENECA

Waldron specializes in IP law and spends 
a good deal of time in Washington and 
Geneva pushing for protection of delivery 

devices and mechanisms. He opened 
with an ominous warning: “We are 
entering an era where there is hostility to 
IP for drug delivery devices. And it’s up to 
all of us to tell the story about why this part 
of the pipeline is so important.” 

He added that a number of countries—
India, Argentina, the Phillipines—are 
adopting rules that would make a per se 
exclusion from patentability for some drug 
delivery devices.

“Drug delivery is crucial to product 
longevity,” said Waldron. “We live in an 
environment where IP on things other 
than the active ingredient are seen as 
‘evergreening’ or secondary patents that 
are of lesser development value to the 
pharmaceutical and somehow impede 
access to medicines. Without adequate 
drug delivery devices and mechanisms, a 
compound is next to useless if you can’t 
get it to the patient or the site or the target 
where it’s needed.”

So where should it fit in the development 
pipeline? The consensus among the 
panelists seemed to be ‘throughout’—
and arguably the earlier, the better. But 
proceed cautiously, because once you 
move into an advanced delivery system, 
you may be tied to it.

That said, it should inform target product 
profile/commercial/ life cycle strategy 
and vice versa.

Hartas argued the key is having a “line of 
sight”—as early as pre-clinical—and being 
able to prove that the delivery system has 
a tangible benefit whose value can be 
quantified. “It’s not enough to just say it 
will increase compliance.”

“And it’s no good thinking about that when 
you’re about to launch,” he added. “You’ve 
got to think about how delivery will add 
value way in advance in order to design 
your clinical programs to demonstrate the 
value add you’re hoping to achieve.”

“
”

You start counter-applying 
different technologies in an 
interesting way that other 
people haven’t thought of. 
Sometimes you do it in-house; 
sometimes you buy it.
- David Pyott
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Harvey—who previously worked at the 
FDA—commented that although we hear 
so much about regulatory science, he’s 
not sure anyone, including those at the 
FDA, knows exactly what it is. 

Tauzin observed that medical science is 
moving at a much faster pace than the 
FDA can possibly keep up with. He noted 
that every FDA commissioner he has 
dealt with in his career has attempted—
generally unsuccessfully—to improve the 
agency’s capacity to handle the review 
and approval process more efficiently.

“I think we have to really start thinking 
about revolutionary change at the FDA at 
this point,” said Tauzin. 

When the discussion moved to the role 
outcomes-based research may have on 
approval and payments, there appeared 
to be slight differences in opinion over 
whether or not the trend still has legs.

Tauzin said a Big Pharma CEO had 
suggested to him during his tenure at 
PhRMA that “maybe it’s time we think like 
the auto industry and offer warranties.”

Harvey expressed skepticism in the 
practicality of outcomes research. 
Outcomes generally cannot be 
assessed in the short term, and as a 
policy, an outcomes-centric approach 
may encumber an already protracted 
development, review and approval 
process, which could significantly inhibit 
the innovation pipeline, he noted.

Phillips, whose focus is on payers, 
expressed concern over their increasing 
influence with regulators, and seemed to 
imply that outcomes or some valuation 
surrogate are here to stay. “The payers are 
forcing the issue as products go through 
the regulatory review process thinking 
about what value [the candidate] is going 

to bring. And payers’ interests sometimes 
hinder the process,” said Phillips.

Miller, whose company represents 
payers—to the tune of approximately 100 
million patients—said flatly that outcomes-
based payment for drugs has been tried, 
it’s not working very well and it’s being 
abandoned by payers in favor of Total 
Cost of Care (TCC) metrics.

Miller also pointed out that the transition 
to a TCC model should resonate with 
delivery providers because while a novel 
system may increase the cost of the drug, 
the benefits of improved compliance, 
more efficient and effective delivery, 
improved outcomes, etc. may reduce 
overall expenses—and payers aren’t blind 
to the opportunity.

But all things considered, at the end of the 
day, personalized medicine seemed to be 
the 800 lb gorilla because of its massive 
potential to change medicine as both a 
practice and a business.

In a rather tidy bow, Tauzin said, “We 
can’t overlook the fact that no drugs get 

approved because they have a positive 
effect on a certain percentage of the 
population. One day our scientists 
are going to be able to tell us why 
a drug worked well for one-third of 
patients and had no effect on the 
other two-thirds and then maybe 
the manufacturer can go back and 
amend it. We’ll need a regime at FDA 
that allows us to do clinical trials on 
the category of people for whom a 
medicine is more likely to work and to 
use that information to get to a faster, 
maybe even conditional approval.”

Diagnostic clinical trials, Tauzin added, 
are going to become a key tool by 
which “hopefully we shorten the time for 
approval, testing and eventually to apply 
the drugs more properly to patients for 
whom they’ll work.”

And Phillips noted J&J is very actively 
linking up diagnostic biomarkers with 
their drug development programs.

“If you as a payer provide a medicine 
exclusively to the one-third for whom 
you know it will work, you can save a 
lot of money by not selling it to people 
for whom it won’t work,” Tauzin added. 
“There are great efficiencies and savings 
for payers if we do this right as well as 

rewards for manufacturers who can take 
that lesson and go back and perfect their 
medicines.”

The panel concluded with some 
interesting tidbits:

1.  How do you definitively asseses the 
value of compliance? Neervannan 
noted that the data exists, but the 
answer rests with industry-level 
coopetition and EHRs. Lack of 
progress on the latter has disappointed 
many in the industry, but panelists 
were optimistic that unprecedented 
collaboration—without violating anti-
trust laws—is a foregone conclusion and 
will deliver the solution.

2.  Do not—per Tauzin—expect the FDA 
to receive any additional funding or 
resources from the government, maybe 
for a long time, which means that the 
agency may in effect not be able to 
execute any of a number of reforms 
proposed by the panelists, let alone 
sustain the current process. “It’s going 
to be up to the private sector to do 
more of the heavy lifting,” said Tauzin.

Miller remarked that while he agrees 
that FDA needs to be restructured, the 
perception that it’s completely ineffective 
is unfair. “We have 5400 drugs in human 
trial right now. In no time in my 30-year 
career have we had more drugs in the 
pipeline than we have now and despite 
what people think the FDA approved 
more drugs last year than any time since 
1998;” he said.

“But I agree 100% the system is going 
to break, because the FDA is not at all 
prepared for what is coming through the 
pipeline. And what is coming through 
the pipeline is absolutely stunning. 
Spectacular agents for many areas of 
healthcare that we’ve never been able 
to address before—1600 drugs for rare 
diseases, alone,” Miller said. 

Hattersley agreed. “You don’t want to 
wind up being priced like a generic 
because there’s nothing different except 
the delivery system and you’ve got 
no effect on adverse event profile, no 
effect on efficacy likely—a lot of times 
you’ll maintain but not improve efficacy, 
unless you’re looking at efficacy in a new 
indication,” he said.

Seaton added that Bayer is fairly agnostic 
with regard to drug delivery and that it’s 
fundamentally a question of whether or 
not it adds value, which prompted the 
question of defining value and, equally 
important, balancing value to the patient, 
the payer, the company, etc.

Panelists conceded it’s a tricky equation, 
and that health outcomes and economics 
research has become critical to 
determining whether or not to invest in a 
delivery system.

Hattersley advised drug delivery 
providers to “take a page from portfolio 
development and work backwards. Does 
it make sense for what you’re trying to 
achieve?”

The issue of whether or not regulators 
are generally open or averse to novel 
delivery systems was also discussed, 
and the comments from the panel were 

encouraging. But everyone agreed that 
regulators are not interested in the latest 
shiny new toy except to the extent that 
it’s considered in the context of the total 
benefits package.

“I haven’t seen or heard any evidence 
that [regulators] are singling out delivery 
mechanisms. It’s certainly not a factor in 
any of our discussions that the FDA won’t 
like this delivery mechanism as long as 
we can demonstrate that it’s safe,”  
Seaton noted.

There did, however, appear 
to be a feeling among the 
panelists that regulators might 
be more receptive to a novel 
delivery system in certain 
therapeutic categories like 
oncology.

Hartas observed that “drug 
delivery has the potential to 
open up new spaces in biology 
for the discovery scientist 
to look for new targets. Lymphatic 
delivery for targets associated with 
lipid metabolism, etc. and delivery to 
organelles within cells,” he said. “If we 
can do that consistently, then looking at 
targets on the genome and attacking 
those won’t be rocket science for us; it

 will become something that’s within  
our grasp.”

The panelists agreed that delivery and 
formulation will continue to play a key role 
in extending lifecycle. 

Seaton emphasized that “lifecycle 
management doesn’t just happen 
at the end of the lifecycle; it starts at 
the beginning. For us, drug delivery 
has always been a critical part of that 
process.”

Hattersley added that “repurposing, 
repositioning, reprofiling all means drug 
development…That builds a lot of cash for 
the business and continues into how do 
we lifecycle manage, pipeline develop 
some of these molecules into better 
delivery systems?” 

PANEL: How Has 
the Political Climate 
Affected Drug 
Development and 
Delivery and How is 
the Industry Coping?
Moderator:

Sesha Neervannan, Vice President, 
Pharmaceutical Development, 
ALLERGAN

Panelists:

Billy Tauzin, Former U.S. Congressman 
(R-LA), Former President and CEO, 
PhRMA

Steven Miller, MD, Senior Vice President 
and CMO, EXPRESS SCRIPTS

Steve Phillips, Senior Director, Health 
Policy & Reimbursement, JOHNSON & 
JOHNSON

Brian Harvey, Vice President, US 
Regulatory Strategy, PFIZER

Editor’s note: The panel followed an 
impassioned, personalized speech 
by Tauzin that centered largely on the 
deleterious effects of the current U.S. 
healthcare system (and its potential 
trajectory) on medical treatment 
innovation and patients’ lives. Tauzin 
grounded his convictions by recounting 
how off-label use of a gallbladder 
drug—which would not qualify for 
reimbursement among most payers—
rescued him at the 11th hour from 
an otherwise fatal battle with cancer. 
More broadly, he delivered an in-depth, 
insightful and honestly unsettling take on 
the state of U.S. healthcare in the wake of 
ACA and amidst the nation’s fiscal crisis, 

drawing on his experience as a long-time 
congressman and then lobbyist as head 
of PhRMA. His remarks clearly affected 
many in the audience and set the tone for 
the panel… 

Regardless of one’s politics, the panel 
proved refreshingly frank and objective 
considering the discussion theme and 
volatile U.S. healthcare environment.

There was no shortage of strong views. 
In this densely packed and wide-ranging 
discussion, the panelists covered 
everything from how to fix the FDA to the 
viability of outcomes-based payments vs. 
Total Cost of Care to how personalized 
medicine will affect the industry from 
payer, regulatory and drug development 
and delivery perspectives.

Not surprisingly, the panelists expressed 
uniform frustration with the FDA; they all 
agreed the approval process is broken—
perhaps beyond repair.

“
”

I haven’t seen or heard any 
evidence that [regulators] 
are singling out delivery 
mechanisms.
– Christopher Seaton

I think we have to really 
start thinking about 
revolutionary change at 
the FDA at this point.
- BillyTauzin. 

“

”

“
”

Outcomes-based payment 
for drugs has been tried, it’s 
not working very well and 
it’s being abandoned by 
payers in favor of Total Cost 
of Care (TCC) metrics.
- Steven Miller
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PRESENTATION:  
Wall Street Address
David Steinberg, Managing 
Director, Equity Research, Specialty 
Pharmaceuticals & Drug Delivery, 
DEUTSCHE BANK

Steinberg—who ranks among the 
foremost authorities on the drug delivery 
and specialty pharma sectors on Wall 
Street—shared what he deemed “one of 
the most positive outlooks I’ve had in a 
long time.”

He opened with a review of where 
we’ve been, noting the 
pharmaceutical industry 
has been dealt some 
devastating blows: 
the financial crisis, 
U.S. healthcare reform 
and patent cliffs/low 
productivity—all within the 
last 5-7 years.

The industry’s outlook, 
however, has gradually 
begun to turnaround, 
starting in 2011, when pharma stocks 
significantly outperformed the market. 
Since then, pharma stocks have stayed in 
line with the market, which, according to 
Steinberg is “very encouraging.”

While things are definitely improving, 
they’re still not great, he conceded. 
“Twenty years ago, when a drug went 
off patent it would still keep 50% market 
share. When a drug goes off patent now it 
loses 50% market share in about one day,” 
he said.

Sales growth is also still dramatically 
down. Citing figures from IMS Health, 
Steinberg said the average Rx in the U.S. 
and Europe is barely growing. 

He also confirmed that the opportunity 
is in emerging markets where standards 
of living are improving: Latin America, 
Eastern Europe, South Africa. These 
markets are seeing as much as  
20% growth.

“There have been some positives, and 
this is why investors are enthused,” said 
Steinberg. “In the wake of the Obamacare 
debate, no one on Capitol Hill wants to 
talk about drug prices. So the good news 

is companies are seizing the opportunity 
to increase prices, in cases by 20-30%.”

Additionally, having been on a diet for 
years now, companies are now leaner 
and meaner. “They’re right-sized for the 
opportunity and with the patent cliff era 
coming to an end, they have a low base in 
which to grow their earnings with a lower 
cost structure,” said Steinberg.

More importantly, he noted, R&D 
productivity is up. Last year, more were 
drugs approved than in any year since 
1999. In fact, over the past three years 
Steinberg pointed out approvals have 
steadily been increasing.

IPOs—which Wall Street considers a 
leading indicator for the sector—went 
from about 14 per year before the 
financial crisis to effectively zero during 
the crisis. They picked up a little over the 
last couple of years, but in 2013 there 
were four IPOs in the first month alone! 
Steinberg said he was especially buoyed 
by the $2.5 billion spinoff of Pfizer’s Zoetis 
animal healthcare unit. “Investors put in 
20 times what they were going to sell; $25 
billion worth of interest for a $2.5 billion 
IPO is a good sign,” he said.

Steinberg also pointed out M/As have 
been a consistent trend in specialty 
pharma and drug delivery. There were 33 
announced last year. In fact, for the last 
five years there have been 30 or more 
M/As per year. 

“This means there is an acquisition of 
a specialty pharma or drug delivery 
company every 5-6 days globally,” 
Steinberg noted, although over the 
past few years there has been a sharp 
decline in the number of publicly-traded 
companies. The good news, however, is 
that with the advent of this year’s IPOs, 

Steinberg is hopeful that we’ll see a larger 
pool of publicly-traded companies.

The VC picture has also changed. For 
five years the amount of VC flowing into 
private companies shrunk by almost 50% 
and the number of companies funded 
also declined. But from 2011-2012, the 
numbers of companies funded flattened 
out, which Steinberg finds encouraging 
and which may gradually lead to an uptick 
in IPOs, more publicly-traded 
 companies, etc.

Who are the buyers and sellers? It’s well 
known that many mid- and large-cap 
drug companies have been trying to 
fuel parched pipelines via acquisition. 
In addition, companies in the specialty/
delivery sector that for five years had to 
sell at distressed prices because they 
could not go public are now finding a 
more receptive investment community, as 
indicated above. Lastly, Steinberg noted 
that while it has declined over the past five 
years, there is always interest from abroad 
for U.S. companies in the sector.  

Generics, he noted, have been on an 
especially aggressive M/A spree. What 
was formerly a pool of hundreds of 
small generic companies has gradually 
consolidated into four global behemoths 
eager to fill in products, geographies and 
technologies. Some are even moving into 
the branded arena.

Big Pharmas, in turn, occasionally still 
buy small drug delivery companies, but 
increasingly they’re buying mid-size 
specialty pharma companies, Steinberg 
said. And even private equity is getting 
into the game—leveraged buyouts for 
specialty pharma, in particular, are up 
because valuations are low but perceived 
value is high, so they’re taking  
them private.

On the flipside, Steinberg said the sellers 
are typically those with de-risked (Phase 
2-3) product lines or companies with 
emerging revenue profiles who don’t want 
to invest the time and money required to 
see the product through.

Interestingly, Steinberg’s team at 
Deutsche uncovered a sweet spot for 
companies looking to sell: a market value 
of $500 million to $5 billion. Once you 
hit the latter, you’re getting too big and 

the pool of eligible buyers shrinks, while 
companies valued under $500 million 
tend to have riskier assets. 

Steinberg concluded with a review of 
the drug delivery sector, and not for 
the first time he said the conventional 
license/royalty drug delivery technology 
business model is dead and has 
been so for a while. Many companies 
that have not adapted their business 
models—Steinberg presented a list—have 

generated consistently “ugly” numbers, 
with some losing close to 100% of their 
stock valuation.

Steinberg also covered a number of 
examples of companies that have 
succeeded in the new environment and 
their strategies. “It’s all about therapeutic 
area, taking advantage of regulatory 
changes and basically having the right 
drug at the right time with the right 
technology,” he concluded. 

KEYNOTE: Driving 
Innovation in 
Healthcare for 
the Bottom of 
the Pyramid: 
Opportunities, 
Pitfalls... and 
Copious Doses of 
Reality!
Myshkin Ingawale, Inventor, Co-Founder, 
BIOSENSE TECHNOLOGIES

Dr. Ingawale—whose TED talks on 
innovation have resulted in a devoted 
following—delivered a fascinating and 
inspiring presentation on applying 
innovative thinking to deliver healthcare in 
places where it barely exists.

The industry has dedicated enormous 
resources and attention to cultivating 
what we commonly refer to as “emerging” 
markets. 

But while pharma—like just about every 
other industry—tends to wait for these 
markets to “emerge” before investing 
in them, Ingawale and his colleagues 
at Biosense are creating them in 
undeveloped markets.

Hence the title of his presentation; the 
bottom of the pyramid in this case refers 
to the three billion people with lack of 
access to any kind of market mechanism, 
goods or services to satisfy their needs.

Biosense has been building a 
business around this group’s 
unmet healthcare needs.

Ingawale noted that more 
than one third of the world’s 
population lives in un- or 
underdeveloped markets, which 
represent a huge, untapped 
opportunity for companies with 
the ingenuity and wherewithal to 
service them.

For inspiration, Ingawale 
cited the success of FMCG/
CPG companies like P&G and 
Unilever in parts of the world that were not 
considered commercially viable.

Through a combination of process and 
distribution innovation, these companies 
have made brand name products 
available to entirely new markets. His 
examples included turning a $10 bottle of 
shampoo into a 10ȼ bottle and providing 
affordable soft drinks in places where 
clean water is inaccessible.

All of this has been done at a profit with a 
decent margin, so why shouldn’t the life 
sciences industry follow suit? 

Ingawale explained how his company 
has done so with diagnostics, which, as 
this audience knows, tend to be relatively 
expensive.

He began with a bio and some 
background, and the story is a  
compelling one.

A vocational nomad of sorts, Ingawale 
has degrees in electrical engineering and 
networking science—he’s built electric 
bikes at MIT and he wrote his Ph.D. thesis 

on Wikipedia and how people collaborate 
to create high quality content. He went 
on to consult at McKinsey, with a focus on 
M/As.

Note that nowhere in his CV prior to 
Biosense will you find mention of any 
credentials related to healthcare.

Biosense—a commercial collaborative 
of physicians, designers, engineers and 
other disciplines—basically originated in 
a small, rural village three hours outside 
Mumbai, Ingawale explained.

“It was very representative of the kind 
of low-resource center you’ll find in the 
developing world with some, albeit poor 
access to healthcare,” he recounted.

A friend—later a Biosense Co-Founder—
who was interning as a physician there 
discovered an alarming rate of anemia 
was going untreated with heartbreaking 
consequences, particularly among 
pregnant women and children. 

A simple iron deficiency was a  
serious problem. 

“
”

In the wake of the Obamacare 
debate, no one on Capitol Hill 
wants to talk about drug prices. So 
the good news is companies are 
seizing the opportunity to increase 
prices, in cases by 20-30%.
– David Steinberg

Biosense—a commercial 
collaborative of physicians, 
designers, engineers and 
other disciplines—basically 
originated in a small, rural 
village three hours outside 
Mumbai, Ingawale explained. 

There is an acquisition 
of a specialty pharma 
or drug delivery 
company every 5-6 
days globally.
– David Steinberg

“
”
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The 4th Annual Drug Delivery Partnerships Innovation 
Awards recognize companies that have demonstrated 
exemplary, forward-thinking leadership in the field and/
or which have developed delivery technologies with 
the potential to propel the industry in promising new 
directions. Nominations are open to the industry and 
submitted in advance. Voting was conducted at the 
DDP 2013 conference and winners were determined 
by those in attendance.

Technology Innovation
Winner: Pearl Therapeutics 
www.pearltherapeutics.com
This award celebrates game-changing 

technological innovation in drug delivery over the past year.

Pearl Therapeutics’ co-suspension formulation technology is 
the foundation of a broad product pipeline addressing globally 
prevalent respiratory diseases, such as COPD, asthma and 
rhinosinusitis. 

The proprietary, airway-compatible, lipid-based porous 
particles that comprise Pearl’s formulation platform keep drug 
crystals suspended in propellant and prevent in vitro drug-drug 
interactions. Formulations with one, two and three drugs have been 
manufactured and shown to have consistent dosing, stability over 
time and temperature, and efficient and reproducible delivery to 
the airways. Importantly, this can be accomplished despite the 
component drugs having very different pharmacological, physical 
and chemical properties.

Moreover, Pearl’s breakthrough technology has allowed the 
manufacture and study of nanogram-dose MDIs, enabling what 
is believed to be the first complete characterization of the dose-
response curve of a potent bronchodilator, glycopyrrolate. The 
dual co-suspension in PT003 (a combination of glycopyrrolate with 
another highly potent bronchodilator, formoterol fumarate) has also 
generated unprecedented Phase 2 dose-ranging data, increasing 
Pearl’s confidence in the long-term clinical assessment to be 
conducted during Phase 3.

“On the Rise” Company
Winner: NanoSmart Pharmaceuticals  
www.nanosmartpharma.com

This award celebrates industry newcomers, start-ups and fresh 
entrants that demonstrate potential to introduce disruptive science 
in drug delivery. 

NanoSmart’s patented platform drug delivery system utilizes 
human-derived antinuclear antibodies that target areas of necrosis 
present in many different types of solid tumors and other diseases. 
NanoSmart has completed development of its preliminary targeted 
nanoparticle formulations and is currently engaged in preclinical 
testing of its lead candidate drug products.

Combining this tumor-targeting antibody with its drug delivery 
system allows NanoSmart to rapidly and economically develop 

significantly enhanced versions of drugs that are already on  
the market. 

The tumor-targeting antibody can be incorporated into many 
different drug delivery formulations, including liposomes and lipid 
nanoparticles, creating the potential for a very broad therapeutic 
drug pipeline. The liposome or lipid nanoparticles protect normal 
healthy cells from the drugs’ harmful side effects, enabling more 
of the drug to act on the tumor over longer periods of time, while 
NanoSmart’s targeting antibody acts by anchoring the drugs directly 
at the tumor site.  

Reformulating already-proven drugs into NanoSmart’s drug-delivery 
platform holds the promise of safer, more effective drugs that can 
target many different types of tumors. 

The company currently focuses on pediatric cancer indications.

Industry Achievement 
Winner: Unigene Laboratories 
www.unigene.com
The Drug Delivery Innovation Awards’ 

equivalent of the MPA’s Oscar for Best Picture, this category 
recognizes the company that has shown best all-around 
achievement in the drug delivery space over the course of the year.

Yet another transformational year for Unigene—a company 
best known for its Peptelligence™ technology platform, and 
more generally for its ability to successfully formulate, test and 
commercialize orally-delivered therapeutic peptides.

It’s worth noting that Unigene took last year’s DDP Industry 
Achievement Award for its advancements in the oral delivery of 
peptides.

For those needing POC, 2012 resulted in seven additional 
sponsored oral formulation programs and a licensing agreement 
for Peptelligence from partners based on early- to moderate-stage 
research of their own. 

Notably, Unigene’s partner, Cara Therapeutics, achieved 16% oral 
bioavailability in its Phase 1 trial of its lead peptide compound, 
CR-845. Another partner, Tarix Pharmaceuticals, achieved oral 
bioavailability levels with TXA-127 that were equal to or greater than 
that achieved by the current subcutaneous formulation and has now 
licensed Peptelligence. 

The company remains committed to developing long-term  
co-development and licensing partnerships.

THE 4TH ANNUAL 
DRUG DELIVERY INNOVATION AWARDSIngawale noted that in rural/tribal Indian 

villages such as this, healthcare is typically 
administered not by a physician but by an 
ASHA (Accredited Social Health Activist)—
typically with an 8th grade education and 
minimal medical training.

The solution to the anemia crisis in this 
village therefore had to accommodate the 
ASHA, the patients’ culture, the context... 

The result was the ToucHb—a portable, 
non-invasive point-of-care device for 
anemia screening.

Ingawale concluded the tale with lessons 
learned and “stories of failure”—failure 
being one his “favorite pastimes.”

1.  Experience the pain. Spend time 
on the ground. The true source of 
and solution to the problem turned 
out to be a matter of monitoring and 

compliance. This insight might not have 
been achieved without a hands-on, 
ethnographic approach.

2.  Fail early; fail small; fail often.  
Take it to the field early and allow 
it to fail. Do not let your own biases 
or preconceptions get in the way. 
Ingawale provided examples (he 
almost brags about them). “We 
followed the same kind of trajectory 
of walking in the dark that many R&D 
efforts do,” he remarked. 

3.  Build a team that’s smarter than 
you. “Everyone is ignorant, but about 
different topics,” he said. Ingawale 
advised the audience to include a 
variety of perspectives—unconventional 
ones, too—when thinking about delivery. 
That’s how innovation happens.

In closing, Ingawale expressed some 
disappointment at the lack of mHealth 
progress, but that hasn’t deterred him. 
He’s currently playing with smartphone 
apps and he treated the audience to a 
demonstration of one of the prototypes: 
an iPhone app that reads urine dipsticks. 
It’s clever and if it isn’t a success, no doubt 
it will only encourage him. 

In closing, Ingawale expressed some 
disappointment at the lack of mHealth 
progress, but that hasn’t deterred him. 
He’s currently playing with smartphone 
apps and he treated the audience to a 
demonstration of one of his prototypes: 
an iPhone app that reads urine dipsticks. 
It’s clever and if it isn’t a success, no doubt 
that will only encourage him.   

NanoSmart Pharmaceuticals President James Smith, 
Ph.D. accepts DDP’s “On the Rise” Company Award 
from Program Director Heather King



www.drugdeliverypartnerships.com 1312 www.drugdeliverypartnerships.com

CONSULTING SERVICES LLC

DDP 2013 sponsors and exhibitors increased 15% over the 
year prior – a promising indicator of the industry’s health. 
Of total sponsors and exhibitors, 40% were new and 20% 
were international companies, suggesting the drug delivery 
industry continues to enjoy robust growth. We’re delighted 
that they chose to invest their marketing resources in DDP 
2013! Our sincere thanks to everyone who supported us!
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SPONSORS AND EXHIBITORS

Our special networking software, 
DDP Connect, recorded more 
than 1600 connections! (defined as 
successful friend requests and meeting requests)

DDP COMMUNITY
The keynotes and 
general session 
speakers’ talks hit 
home and provided 
outstanding 
perspective. The panel 
discussions were 
particularly effective 
because they were 
packed with smarts 
and so engaging. The 
moderators were 
well prepared to lead 
insightful discussions 
steeped in personal 
experience, and 
what was initially 
enlightening became 
exhilarating.

– Robert C. Getts, 
Ph.D., Vice President, 
R&D & Chief Science 
Officer, Genisphere

“

Drug delivery is
increasingly 
becoming a very 
important area for 
drug differentiation 
and/or product life 
cycle management. 
DDP provides an 
opportunity to meet 
leading
companies in this 
field, network and 
build on new and 
existing business 
partnerships.

– Mary Gardner, 
Director of 
Technology 
Assessment, 
Hospira

“

”
Australia

Canada

Denmark

France

Japan 

Finland

Germany

Israel

Italy

Netherlands

Portugal

Switzerland

Sweden 

United Kingdom

DDP 2013 also boasted global representation 
from countries, including:

51%  Drug Delivery

28% Pharma  (Generic, Specialty) / Biotech

10% Consulting

5%  CRO / CMO / CDMO

3% Materials & Chemicals 

3% Other 

BY JOB TITLE

36% Business Development

18%  Research & Development / Scientist 

17%  C-Level Executive

14% Marketing & Sales

10% Drug Device /  Engineering

5% Other

BY INDUSTRY
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EXHIBITORS

SPONSORS

To learn about exhibit and 

sponsorship opportunities, 

contact Sarah Scarry at

sscarry@iirusa.com
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UPCOMING EPISODES AND GUESTS
Ian Hardy, Pharmaceutical Development Director,  
Emerging Markets R&D, Merck
  Topic: The Other 94%: New Markets, New Models and New 
Opportunities for Drug Delivery

Vito Maiorano, Pharma Partner Executive, BioPharma Solutions, 
Baxter Healthcare
  Topic: Injectables: Revisions, Resets and the New Value 
Equation

Jim Collins, VP, Packaging and Delivery Device Design and 
Development, Eli Lilly
  Topic: Enabling Breakthroughs: Roles Played and Changes 
for Drugs, Delivery & Devices

Andy Donnelly, Associate Director, MedImmune
  Topic: Drug Delivery and Innovation: Three Keys, Several 
Paths and an Answer

Cornell Stamoran, VP, Strategy & Corporate Development, 
Investor Relations Officer, Catalent
  Topic: Payer Power, Outcomes and the Drug Delivery 
Environment

DDP TV RUNDOWN

Drug Delivery Partnerships 2013 may be over, but we’re committed 
to providing information and insight throughout the year. Stay tuned 
for the launch of our 2013 video series featuring event highlights and 
presentations and our DDP TV series of in-depth interviews with experts 
and leaders at the forefront of drug delivery. Visit www.DrugDeliveryTV.com 
for more information.
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