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A Message From Executive Director Paul Brooks
This time last year, I still had just a few months under my belt as RAPS’ new executive director, and I was
very excited for all the challenges and opportunities that accompany the role. Now, looking back a year
later, I am extremely proud of the work we have done in support of the global regulatory community, and
I remain just as excited for what lies ahead as I was on day one. The future of our profession looks
brighter than ever.
The need for regulatory expertise is growing more important each year. It is vital to navigate the increasingly complex
regulatory environment for pharmaceuticals, medical devices, biotechnology and other regulated healthcare products.
All around the world, regulatory professionals are being called upon to play a leading role in both ensuring product
safety and efficacy, and also in developing regulatory strategies to efficiently and successfully deliver innovative products to market to benefit patients and healthcare providers.
RAPS continues to play a critical role in supporting regulatory professionals, and is committed to four strategic objectives:
• Proactively address evolving regulatory competencies required for the global profession;
• Deliver valuable and accessible learning and professional development experiences;
• Inform regulatory professionals of complex and evolving healthcare product regulatory developments; and
• Empower a community focused on interactions, relationships and knowledge sharing.
I have long felt that in many ways, the last objective is a key RAPS contribution. Building connections, helping members
support other members and fostering a true community for the regulatory profession is critical, and we are in a great position in that regard. RAPS membership is at an all-time high, and engagement and volunteerism are at record levels.
I want to thank everyone—volunteers, members, staff, sponsors and other stakeholders—who have made RAPS’ many
successes over the past year possible and I look forward to another successful year ahead in 2018.

Paul Brooks
RAPS Executive Director
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RAPS Membership: A Snapshot
RAPS membership continued its strong growth in 2017, reaching
another significant milestone, 16,000 members, in August. Growth
was particularly strong in Europe, where it climbed 30% as we
increased our focus on supporting the European regulatory
community (more on that on p. 10).

16,000
members

Enterprise membership, whereby all of a company’s regulatory
employees may enjoy the benefits of RAPS membership, also grew
significantly this year, adding 22 new companies. The total number
of Enterprise members now stands at 71.

RAPS Enterprise membership is a valuable resource that
supports a company’s continual improvement of their
employees. The diversity of programs, as well as the varying
methods to participate, allow employees to be in control
of their own development. RAPS is a partner in defining,
developing and deploying effective education.
		

—Elisabeth M. George, vice president,
Global Regulations and Standards, Philips

71
Enterprise
member companies

EU

RAPS Enterprise Members

®

Find Fight and Follow ™
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The Interconnected Regulatory Community
RAPS’ global regulatory community is more connected and
engaged than ever. Regulatory Exchange (RegEx), RAPS members’
private online community, is one of the most popular and valued
benefits of membership, and is still growing. This year, members
engaged in more than 1,500 new discussions, and posted about
5,000 total messages, a 25% increase over last year.

1,500+

5,000+

new discussions
started

total messages
posted

I’ve worked in medical device quality and regulatory for 30+ years. I have experienced many changes.
Through it all, one of my favorite things has been my RAPS membership, and most recently, access to the
Regulatory Open Forum. Being connected through RegEx has given me the ability to meet, connect, and
network with so many different regulatory peers across the world.
—John Beasley, RAC, founder and senior consultant, Medtech Review LLC

Volunteerism on the Rise

Connecting via Social Media

RAPS’ many programs, products and services
could not exist without the generous contributions of our many volunteers, and both the
number and level of involvement of RAPS volunteers have increased this year. We first launched
our online Volunteer Portal last year, and since
then it has grown to include more than 1,800 volunteers, and 79% of them have completed at least
one volunteer opportunity.

The RAPS community is growing and engaging
in other ways as well. The number of people who
follow RAPS on social media grew more than
24% this year to over 39,000, and they liked,
commented on, or shared RAPS’ social posts more
than 33,000 times, up 32% from last year.

39,000+

1,800+

social media
followers

volunteers

79%

33,000+

have completed
volunteer opportunities

social actions
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The Local Connection
RAPS chapters and local networking groups were very busy this year, hosting more than 70 local events involving more
than 2,000 participants. RAPS now has 16 chapters and eight local networking groups.
2017 Chapter and Affiliate Highlights:
• Four new Local Networking Groups launched: Utah, Pittsburgh, Michigan and Ontario.
• The Switzerland Chapter was officially registered as a not-for-profit association under Swiss law.
• The Twin Cities Chapter hosted a record 10 events this year.

70+
local events

2,000+

16

local
participants

chapters

5

8
networking
groups
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2017 Regulatory Convergence
RAPS’ signature annual event, the Regulatory Convergence, returned
to the Washington, DC area this year, drawing about 2,000 participants
from around the globe. More than 230 speakers shared their expertise,
and 138 companies took part as exhibitors.
The Convergence featured a keynote speech by US Food and Drug
Administration Commissioner Scott Gottlieb, marking the third time
in the past decade the current or acting FDA commissioner has spoken at RAPS’ annual conference. Other highlights included an opening
presentation from University of Chicago Provost Daniel Diermeier,
and sessions covering topics including regulatory ethics, the EU’s new
Medical Device Regulation and the latest changes in FDA regulations.

2,000
participants

230+
speakers

I used to go to Convergence to increase my knowledge and regulatory intelligence. Now that I am in
double-digit years of attending, I go to strengthen my network, reconnect with friends and colleagues,
and yes, still increase my knowledge. This has been especially important the last couple years with all
the major changes taking place.
—Lena Cordie, quality and regulatory consultant, Qualitas Professional Services, LLC
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RAPS in the News
RAPS and Regulatory Focus were mentioned and cited as sources
in nearly 800 news and feature articles throughout the year.
FDA Commissioner Scott Gottlieb’s speech at the Regulatory
Convergence garnered particular media attention. The 2017
Regulatory Convergence received 347% more media coverage
compared with the average for previous years. It was mentioned in 38 articles appearing in publications including Politico,
Chemical & Engineering News, The Pink Sheet, MedTech Insight,
FDA News, Drug Store News, FierceBiotech, Endpoints, BioCentury,
GenomeWeb, Medical Device Daily and Inside Health Policy.
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Keeping You Informed
RAPS’ online publication, Regulatory Focus, has become a mustread news source for regulatory professionals, regulators,
journalists covering the pharmaceutical, medical device and
biotech industries, and regulatory thought leaders. More than
100,000 unique visitors read RF every month. The associated
daily e-newsletter, RF Today, and three monthly e-newsletters
have more than 60,000 sign-ups in total.
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Recognizing Regulatory Excellence
New Awards
RAPS launched two new awards this year, the Founder’s Award in honor of
RAPS’ late founder, Richard E. Greco; and the Community Leadership Award
recognizing local leaders.
The inaugural recipients of the Founder’s Award are:
• Susan Alpert, MD, PhD, FRAPS, principal, SFA Consulting LLC
• Junshi Chen, MD, head, International Life Sciences Institute Focal Point,
China
• Agnes Klein, MD, senior medical advisor in the Director General’s Office,
Health Canada
• Murray “Mac” Lumpkin, MD, deputy director integrated development,
Bill & Melinda Gates Foundation

Junshi Chen, Agnes Klein and Susan Alpert
accept their Founder’s Awards from RAPS
Executive Director Paul Brooks at the 2017
Regulatory Convergence. Murray Lumpkin
was unable to attend.

The Community Leadership Award winners are:
• Kimberly Belsky, senior director, regulatory
policy and intelligence, Mallinckrodt Pharmaceuticals
• Jacqueline Monteiro, RAC, director, regulatory affairs, APAC – Dental
Platform, KAVO Kerr
• Michelle Ragozzino, PhD, regulatory affairs manager, Cordis Corporation
Community Leadership Award winners,
Michelle Ragozzino, Jacqueline Monteiro and
Kimberly Belsky with RAPS Executive Director
Paul Brooks

Fellows
Six outstanding senior regulatory professionals joined the elite ranks of
RAPS Fellows this year.
The 2017 RAPS Fellows are:
• Kaia Agarwal, MSc, FRAPS, president, Regulatory Compass LLC
• Mark De Rosch, PhD, FRAPS, senior vice president, regulatory affairs,
quality assurance, and CMC, Akebia Therapeutics
• Susan Hamann, MS, RAC, MT (ASCP), FRAPS, president, Hamann QR
Consulting
• Joel Kent, RAC, FRAPS, manager, regulatory affairs, GE Healthcare
• Darin Oppenheimer, PhD, RAC, FRAPS, executive director, head, Drug
Device Center of Excellence, Merck
• Joanne Palmisano, MD, FACP, FRAPS, vice president, regulatory affairs,
Boehringer Ingelheim Pharmaceuticals Inc.
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Four of the six Fellows, Kaia Agarwal,
Mark De Rosch, Susan Hamann and Darin
Oppenheimer
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A Growing Presence in Europe
RAPS stepped up its presence in Europe this year in response to growing membership demand, announcing plans to invest more than €2 million over three
years implementing a strategic growth plan.
As part of its commitment, RAPS hosted seven face-to-face events in Europe
this year. Workshops were held in Brussels, Belgium; Frankfurt, Germany and
Vienna, Austria; and roadshow events traveled to Munich, Hannover and Ulm,
Germany; and Maidenhead, UK.
RAPS also launched its new RAPS European Council (REC) to help support the
growing member base and volunteer network across Europe.

RAPS roadshow event in Hannover, Germany.

Paul Brooks addresses attendees of the RAPS roadshow event in
Maidenhead, UK.

The RAPS European Council, front row from left to right: Lena Cordie, Peter SchrutkaRechtenstamm, Pallavi Trivedi, Sabina Hoekstra van den Bosch, Andreas Wiegand, Benjamin
Frisch, Jennifer Neff, Michael Maier and Anja Wiersma; back row from left to right: Philippe
Auclair, Paul Brooks, Gert Bos, Don Boyer and Rainer Voelksen
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RAC EU

RAC CAN

RAC GLOBAL

Regulatory Affairs Certification (RAC)
Earning the RAC credential is a significant career milestone for
many regulatory professionals, and 464 individuals were recognized for achieving that milestone in 2017.

464
earned the RAC

New this year, RAPS launched the first
RAC (EU) Prep Toolbox. The EU Toolbox
joins our US Toolbox to strengthen our
RAC preparatory offerings.
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Fundamentals
of International
Regulatory Affairs
Third Edition

Fundamentals of EU
Regulatory Affairs
Eighth Edition

Fundamentals of US
Regulatory Affairs
Tenth Edition

Your Source for Regulatory Knowledge and Education
RAPS continued to support regulatory professionals with multiple resources for knowledge, education and training.
RAPS held 14 face-to-face events, 15 webcasts and three virtual programs this year on various topics; and published
10 books, including the best-selling Fundamentals of US Regulatory Affairs, 10th Edition as well as Fundamentals of EU
Regulatory Affairs, Eighth Edition and Fundamentals of International Regulatory Affairs, Third Edition. There were more than
10,000 enrollments in RAPS’ e-learning offerings, including virtual programs, and RAPS Online University courses and
certificate programs. This constitutes a 14% increase over last year.

10
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Remembering RAPS Founder Richard E. Greco
While 2017 was a year of continued success for RAPS, we also mourned the passing of the man who
started it all. In February, RAPS Founder Richard E. Greco died near his home outside of Buffalo, NY.
He was 87 years old.
Greco founded RAPS in 1976 at a time when regulatory affairs was not recognized as a profession, but
merely a collection of tasks. He understood the need for a profession dedicated to ensuring compliance
with pharmaceutical and medical device regulations, and for an organization where regulatory professionals could connect with one another, share knowledge and establish productive dialogue with regulatory agencies.
“As regulatory professionals, we owe Dick Greco a great debt of gratitude,” said RAPS Executive Director Paul Brooks,
“Without his leadership, the regulatory profession wouldn’t be where it is today. Over the past 40 years since he
founded RAPS, the role of regulatory professionals has changed substantially. Regulatory expertise has become a business-critical asset, and regulatory professionals have become strategic partners within their organizations. That all
started with his vision.”
RAPS launched the Founder’s Award this year in his honor.
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2017 Board of Directors
We owe a debt of gratitude to RAPS’ distinguished board of directors for their sage guidance and tireless dedication.
Chairman of the Board
Todd Chermak, RPh, PhD, divisional vice president of Innovation & Development, Abbott Established Pharmaceuticals
President
Susumu Nozawa, RAC, FRAPS, director, technical and regulatory policy, Corporate Regulatory Operations, BD
President-Elect
Don Boyer, BSc, RAC, FRAPS, president, BOYER@RegulatorySolns
Treasurer
Salma Michor, PhD, MSc, MBA, CMgr, RAC, founder and CEO, Michor Consulting and Trade Services
Directors
Paul Brooks, executive director, RAPS
Gert Bos, executive director and partner, Qserve Group
Glenn N. Byrd, MBA, RAC, senior director, promotional regulatory affairs, AstraZeneca
David E. Chadwick, PhD, RAC, FRAPS, director of regulatory affairs and regulatory science, Cook Inc.
Raina Dauria, MS, RAC, vice president of regulatory affairs, Cardiovascular and Specialty Solutions (CSS) Group, Part of
the Johnson & Johnson Family of Companies
Jethro Ekuta, DVM, PhD, RAC, FRAPS, vice president, regional head, North America, and global head, multiple franchises, Johnson & Johnson Consumer Inc.
Laila Gurney, MSc, RAC, head of global regulatory affairs, GE Healthcare
Michael C. Morton, principal, Michael C. Morton Regulatory Consulting LLC
Judith Smith, MS, MT (ASCP), vice president, in vitro diagnostics and quality within Precision for Medicine’s translational
and regulatory sciences practice
Edward Tabor, MD, vice president, regulatory affairs North America, Fresenius Kabi

Looking Ahead
•
•
•
•

Improved RAPS website to launch in early 2018
Scope of Practice and Compensation Survey of the Regulatory Profession
2018 Regulatory Convergence in Vancouver, BC, 1–4 October
RAC exam application deadlines: 1 March for spring exams and 1 September
for autumn exams
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