
STEWART BIELER
Chief Administrative 
Officer
SynteractHCR

Opportunities: Mid-sized 
CROs have a great oppor-
tunity to meet the steadily 

growing demand for full-service outsourcing 
services needed by emerging and specialty bio-
pharma companies. Our innovation opportunity 
comes in aligning expectations and working to-
gether to improve the efficiency of clinical tri-
als while continually improving quality. Through 
collaboration and improved communications as 
well as by using the most current technological 
advances available to us, we can help our clients 
to power innovation and bring tomorrow’s treat-
ments to market.

New tools and methodologies, such as risk-
based monitoring and adaptive trials, give us the 
opportunity to streamline data collection, review, 
analysis, and reporting. We can take advantage of 
the data available from various sources, such as 
medical records, centrally collected data includ-
ing clinical labs or patient-reported outcomes, 
site monitoring reports, and other trial metadata. 
Making these data more readily accessible and 
usable allow sponsors to make better decisions, 
faster. Data access and integration through better 
use of technology is an opportunity to help save 
time and cost and enhance the efficiency of drug 
development while ensuring quality. 

Barriers: Our industry today is challenged by the 
continuing increase in the complexity of trials, 
the increase in international locations used, and 
the changing regulatory landscape. At the same 
time, this presents opportunity, as increased value 
is placed on a new breed of clinical development 
professionals who educate themselves and de-
velop the skills, processes, and tools to meet these 
challenges and to deliver further innovation and 
productivity through transformational change. At 
the end of the day, by doing so, we carry out our 
mission of delivering a better future and tomor-
row’s treatments to the patients who need them.

Best Practices: Our industry needs to become a 
world of global information exchange. By using 
big data and analytics, sharing information and 
integrating data through better use of technology, 

we will make faster discoveries as well as reduce 
costs and shorten time to market. Ultimately, this 
world of global information exchange will improve 
the opportunities for precision medicine.

ALISTAIR MACDONALD
President and Chief 
Operating Officer
INC Research

Opportunities: We are expe-
riencing so much innovation 
right now with some new 

technologies allowing us to dive deeper into en-
gagement with sites and patients. For example, 
coordinated access to electronic health records 
provides a great opportunity for us to shorten en-
rollment times and for studies to include a better 
understanding of patient history and environment 
before developing protocols for those spaces. 

We know the patients are out there. We know 
what the trials look like. We know where and 
who the best sites are. But lining them up in the 
traditional model of protocol, sites, patients is 
maybe not the way to do it in the future. Maybe 
it goes protocol, patients, sites. With the access to 
additional layers of information, available in real 
time, there is a lot of opportunity for us to shorten 
enrollment times by having a better grasp on the 
patient environment. Matching those elements 
is a key area of innovation. The other areas of 
innovation, such as strategic data monitoring, are 
secondary elements to the access and engage-
ment of sites and patients, although also critically 
important for running studies efficiently.

Barriers: We have a very structured, well-regulated 
industry, which should help us to drive innovation. 
The greatest barriers I see to innovation within 
clinical research are often among the CROs and 
pharmaceutical companies themselves. As a group, 
we need to find a way to share with each other 
what is working for us and look to share industry 
best practices that are not really competitive. With 
technology focusing on pulling all the pieces of 
clinical research together, big data should help us 
collaborate to analyze information and findings in 
order to develop the best approaches to trials and 
the best treatments for patients. This is a broad 
industry at work around the globe, which gives us 
more opportunity to make a difference across vari-
ous geographies and areas of therapeutic need. All 

of the elements of the latest technologies should 
help us pull together more information to make 
better decisions and drive innovation.

Best Practices: The current best practices that 
I see making the largest impact are those that 
are pulling industry groups and talent together 
to collaborate, bringing standardization and new 
approaches to the industry, which ultimately ben-
efits the patients. The best way we move forward 
is through an openness to work with all vendors 
and contributors, from bench to pharmacy, in the 
clinical research space. A great example of this 
has been demonstrated by the great work that 
TransCelerate has been doing across the industry 
to help connect the global biopharmaceutical 
research and development community. We can do 
more along these lines to help find new therapies 
and treatments. We are engaging in these efforts 
through active participation with ACRO and other 
industry collaborations. It’s important that we ac-
tively help to shape the future of our industry.

JEANMARIE MARKAM
CEO and Founder
Clinlogix 

Opportunities: Timely infor-
mation is key. Whether it’s 
managing a program or a 
specific project, access to the 

requisite data and data analysis reports is the focal 
point of success. Better leveraging of technology 
is needed. Life sciences, albeit all of our innovative 
products and discoveries, lag behind other indus-
tries in the optimization of technology to facilitate 
our day-to-day tasks and decision-making pro-
cesses. There is a need to facilitate the ability to 
analyze multiple data sources and compile them 
into useful reports. Use of predictive forecasting 
based on these data sources would greatly aid and 
improve decision-making in the operational arena.

Barriers: Cost and adoption of technology are 
some of the barriers. More life-sciences companies 
are smaller and leaner than those of their prede-
cessors. This makes it difficult for those companies 
to use some of the technologies that the bigger 
companies have access to. Secondly, due to the ev-
er-increasing burden of regulatory requirements 
for our industry, there appears to be hesitation 
to adopt some of these technologies as they are 
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sometimes viewed as untested and unproven in 
our industry and may pose a risk. 

Best Practices: A few best practices include proper 
planning and use of the right tools at the right 
time. It’s important to have information that is reli-
able and timely foremost, and then being able suc-
cessfully facilitating its exchange within multiple 
communication pathways among key stakehold-
ers such as monitors, data managers, investigative 
sites, and patient advocacy groups to ensure key 
deliverables stay on track and everyone is well-in-
formed closes the loop. Successful operations are 
a result of good planning, diligence, clear and 
consistent communications, and timely follow up. 
Technologies that can optimize and facilitate these 
tasks such as EDC, SharePoint, and GrantPlan are 
some examples of tools that can be invaluable to 
managing operations, especially on a global basis.

DR. SY PRETORIUS 
Corporate VP and Chief 
Scientific Officer 
Parexel 

Opportunities: We have 
more data — patient/EHR 
data, genomic data, real-life/

wearable data, etc. — at our disposal than ever 
before, presenting a significant opportunity for 
innovation. Part of our current challenge is deter-
mining how to best harness all of these data in an 
innovative way that simplifies the drug develop-
ment journey, helping to bring new treatments to 
market faster. There are also various technologies, 
software, and expertise involved in capturing, an-
alyzing, and processing all of this information. 
Additionally, I believe that in silico modeling and 
simulation — informed by the relevant data and 
supported by the right technology and expertize 
— holds potential to significantly improve effi-
ciency and decision-making.

Barriers: The culture in our industry is an inher-
ent barrier to disruptive innovation. The stakes 
in drug development are incredibly high and it 
is common knowledge that significant capital in-
vestment is required to develop a drug. More im-
portantly, we are ultimately dealing with people’s 
lives and health so, understandably the industry 
does not want to fail or take unnecessary risks. 
Likewise, development is tightly regulated — 
and appropriately so — driving an industry cul-
ture that tends to shy away from veering off the 
tried-and-tested beaten path. Many companies 
are keen on exploring innovative approaches 
and invest significant time and effort on these; 
however, more often than not, companies end up 
favoring proven approaches.

Best Practices: Numerous exciting approaches to 
enhancing clinical research operations are being ex-
plored. These include, but are certainly not limited to, 
employing more rigorous development frameworks, 
more rigorous Phase II testing, creative trial designs 
(e.g. adaptive designs and master protocols), use of 
biomarkers and patient enrichment strategies, in 
silico modeling and simulation, data-driven monitor-
ing, data-driven patient, country and site feasibility, 
ongoing data surveillance and others. Similarly, open 
innovation, the continued evolution of strategic part-
nering and vendor use, as well as other innovative 
commercial and funding models are all enhancing 
drug development.

NICHOLAS SPITTAL
Senior Executive 
Director, Global  
Clinical Services
Chiltern

Opportunities: On a more 
regular basis we are starting 

our feasibility process with the patient, rather than 
the site. Having a real understanding of geographic 
and ethnic disease prevalence, local standards of 
care, and population data, and then overlaying that 
with real provider treatment data, takes the guess-
work out of starting a new study. Our traditional 
manual methods of performing feasibility — Goo-
gle and PubMed searches, site questionnaires, and 
trolling investigator databases — can be completely 
replaced with pinpointing the precise location of 
specific patients that meet exact inclusion/exclusion 

criteria for our study protocols. Moreover, by combin-
ing provider databases with powerful analytics and 
visualization tools, this puts the traditional feasibility 
output on its head.

Barriers: Momentum is the biggest barrier. As 
an industry we have been too content with the 
status quo and following the leader. EDC took 
over a decade before it became standard practice 
despite the obvious benefits from the start. As an 
industry, we’ve been buzzing about risk-based 
monitoring for half that amount of time already, 
and while everyone says it’s a great idea, it hasn’t 
really caught on. But I think there is real change 
on this front. We’re seeing amazing new devices 
for data collection. Silicon Valley tech startups are 
becoming competitors to CROs. Everyone is taking 
more sophisticated approaches to managing data 
for clinical and operational decision-making.

Best Practices: We are working on developing a 
fully integrated delivery solution via site network 
relationships. The industry has historically treated 
sites as our service providers — a necessary part 
of the process, but outside our control or influ-
ence. By making sites our partners, there are clear 
advantages to speed, quality, and ultimately, cost. 
Jointly going in front of a sponsor with a partner 
site network — one that can provide the data to 
support its ability to enroll, having measures in 
place to ensure its quality, and a willingness and 
interest to engage in the process — makes us a 
better and more compelling delivery partner for 
sponsors.  
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DRIVEN TO INNOVATE BY

D

NEILL “GOBIE”  WALSDORFDiversification and Growth
that would provide a safe, effective treatment 

option while at the same time relieve irri-

tation, help protect a patient’s dignity, and 

avoid staining clothing. To address this need 

in an innovative way, Mr. Walsdorf’s vision 

was to develop a Dr. Smith’s brand zinc oxide 

barrier spray that would be effective and easy 

to apply, providing patients with an alterna-

tive to creams and lotions. “I believe that to be successful in any 

endeavor, passion keeps you focused and per-

sistent,” he says. “Creativity creates movement 

and defines the person.”Committed to high standards in all things, 

Mr. Walsdorf is leading the industry to attain 

higher environmental standards in product 

innovation, an achievement that has been no-

ticed by the White House. In September 2014, Mr. Walsdorf and Mr. 

Herring were invited, along with leaders from 

much larger companies, to participate in the 

White House Industry Leadership Roundta-

ble discussion held in Washington, D.C., to 

discuss ways to curb emissions of hydrofluoro-

carbons (HFCs).This invitation followed Mr. Walsdorf’s 

partnership work with Honeywell and For-

mulated Solutions to develop three environ-

mentally friendly non-HFC barrier sprays for 

Mission’s Dr. Smith’s brand with applications 

in both the adult long-term care and infant 

markets. These were category-leading inno-

vations that provided more convenience and 

privacy for patients, and also set new environ-

mental standards for aerosols.  Last fall Mr. Walsdorf and his team 

launched a new primary care salesforce. This 

specially trained team brings Mission’s health-

care innovations to more patients in need 

through general practitioners.His goal is to build a diverse company that 

profits on multiple platforms, and one that can 

be passed on to the fourth generation.
In addition, Mr. Walsdorf is committed 

to the community. He supports the March of 

Dimes and the goals it shares with the mission 

in terms of improving healthcare for moms 

and babies. He spearheads Mission’s ongoing 

six-year national sponsorship and inspires em-

ployees around the country to host creative 

fundraisers, participate in various March for 

Babies walks, and volunteer to help distribute 

healthcare information.Mr. Walsdorf also backs his employees 

and local community in additional volunteer 

endeavors. An example of this happened when, 

in 2014, he both personally and corporately of-

fered financial support and words of encourage-

ment for an employee who was nominated as 

a 2014 Man & Woman of the Year Candidate 

by The Leukemia & Lymphoma Society.   

riven by passion and persistence, Neill 
“Gobie” Walsdorf leads Mission Phar-
macal Company to identify and fulfill 

unmet healthcare needs with high-quality 

innovative products.Mr. Walsdorf is the third generation of his 

family to lead this privately held company, 

and he has helped it to achieve continued suc-

cess with revenue at an all-time high.
Passionate about combining the best of 

Mission Pharmacal’s founding principles with 

bold new strategies, Mr. Walsdorf has em-

braced a distinctive barrier-breaking partner-

ship approach. Proactively seeking new ways for Mission 

Pharmacal to succeed and bring novel inno-

vations to customers, he had a powerful con-

versation a few years ago with Terry Herring 

(a PharmaVOICE 100 honoree in 2007 and 

2008) about new directions. Following this 

discussion, he hired Mr. Herring as his presi-

dent of commercial operations to carry out his 

“partnering to diversify and grow” strategic 

vision.
Together, Mr. Walsdorf and Mr. Herring 

formed subsidiaries Alamo Pharma Services, 

a specialized contract sales organization, and 

BioComp Pharma, a generic drug marketer, to 

forge national and international partnerships 

to deliver inventive patient-oriented products 

and specialized sales support.Some recent product breakthroughs Mis-

sion has delivered include an effervescent oral 

solution for treating osteoporosis, a protective 

oral spray with diverse applications for reliev-

ing dry mouth, an environmentally friendly 

diaper rash spray with applications in long-

term care as an adult barrier spray, and several 

kidney stone and urologic solutions — all of 

which are underserved areas. In particular, Mr. Walsdorf is focused 

on new products that provide novel ways to 

improve convenience for patients, making it 

more likely they will comply with needed 

treatment regimens.As an example, Mission had identified 

a pressing need among adult incontinence 

patients, particularly in the nursing home/

long-term care market, for a barrier product 

GETTING TO KNOW...
Neill “Gobie” Walsdorf Jr.  TITLE: PresidentCOMPANY: Mission Pharmacal Company

EDUCATION: B.S., Advertising, University of Texas, 

Austin 
FAMILY: Son, Travis Max; daughter, Alexandra 

HOBBIES: Drumming, snow skiing, tennis
BUCKET LIST: Move to Maui  ASSOCIATIONS: Consumer HealthCare Products 

Association (CHPA); University of Texas College of 

Communications Advisory Board; University of Texas 

Development Board; Young Presidents’ Organization 

(YPO) and World Presidents’ Organization (WPO)

SOCIAL MEDIA: 

Gobie Walsdorf continues his company’s founding legacy of fulfilling overlooked 
healthcare needs with a distinctive barrier-breaking partnership approach.

PASSIONATE. CREATIVE.

COMMANDERS & CHIEFS
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