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Message from the Board Chair
Have you ever noticed the world seems to change gradually, until all of a
sudden a huge tectonic shift occurs that requires you to scramble to stay
ahead of it? That is how 2017 felt to me as Chairman of the FDAAA Board.
Our nearly two-decade old organization is enjoying a significant uptick in
interest, energy, and relevance. As a Board of Directors we are celebrating
this, but more importantly, we are taking a broad, strategic look at how to
advance forward as a stronger, more vibrant, more accessible and engaging
organization for our members.
In 2017, the Board embarked on a strategic planning process, led by Joe Levitt, which started with a
full membership questionnaire. 103 of our 550+ members responded. What we learned confirmed
some of our thoughts, while others were more surprising.
• Only 53% of the FDAAA members responding said they were currently active in FDAAA.
• 53% consider themselves retired; 29% working outside FDA; 5% working at the FDA and 13%
actively volunteering.
• 49% of the respondents reside in DC or the DC suburbs; 20% in the Northeast; 14% in the
Southern US; 13% in the Midwest, West Coast, and Mountain Region combined; and 4%
outside the US.
• From most to least, the respondents worked at: CDER, ORA, Field/DO, OC, CDRH, CFSAN,
other, and then CBER.
• The respondents valued the Update Newsletter the most, then out of town FDAAA-sponsored
gatherings, while the FDA Mentoring program and monthly luncheons tied for third place.
• The preferred method for receiving FDAAA updates were 98% by the Update Newsletter, 48%
by issue-specific direct email and 27% by the website.
• The top 5 things that the respondents indicated they would like to see more of from FDAAA
were:
◦◦ Local events, opportunities
◦◦ Online media, more comprehensive newsletter
◦◦ Opportunities for retirement planning, consultancy planning
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◦◦ Social activities, including more affordable ones
◦◦ Information about goings on at FDA
This insight offered by the questionnaire underscored to the Board the importance of:
Expanding our offerings to reach more of our members. This has been the mantra of Ed Steele, our
dedicated FDAAA President, and Andy Bonanno, our energetic Vice Board Chair. One great example
of putting this into practice is happening under the leadership of Lisa Barclay, our new Activities
Chair, and her energetic team, who have been dreaming up novel ideas for creating opportunities for
members to interact inside and outside the beltway. The team is open to supporting members hosting
activities in their areas. But, we are trying to think out of the box and consider more types of activities
that will interest totally retired members as well as Associate Members still working at FDA, so stay
tuned!
Recruiting new talent to our leadership team in an effort to thoughtfully approach succession
planning. We have been very active in 2017 soliciting new volunteer Chairs and recruits to build up
the committees. This is the real sign of the health of the organization: who is willing to make time to
drive important initiatives. The organization is grooming the next wave of FDAAA leaders and we are
encouraged.
Improving our communications. Communicating and connecting people with friends and worthwhile
activities will be the key to our future success. How we connect and with what tools is morphing.
FDAAA needs to be on top of this shift. The organization spent a significant amount of time thinking
about this in 2017, and it will continue to be a priority as we head into 2018.
All these actions are being done with a focus on building a modern-day alumni organization that
better supports the needs of a diverse set of members living in geographically diverse areas with
unique post-FDA goals. This leap forward in thinking is what we believe will drive both alumni and
associate members’ participation.
So, as you flip through the pages of this annual report, go beyond just examining the photos and
reading the captions! Please learn more about the many activities we are involved in and reach out
to the Committee Chairs listed on the website, or Ed or myself. FDAAA is a unique organization
dedicated to generating opportunities for you to interact with FDA, our former colleagues still at the
agency or friends who are choosing to enjoy retirement near the beach. FDAAA is what you make of it.
So, I urge you to jump in and join the volunteer wave.
Sincerely,
Nancy Bradish Myers, JD
FDAAA Chair
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Report from President
It seems like yesterday that I prepared my remarks for last year’s Annual
Report. Time sure does go fast when you’re having fun and are active. That
is what this past year has been – “fun and active.”
This year has been particular rewarding, since the Association has had an
influx of new members who are interested in contributing their time by
joining our various committees. The vitality of organizations like the FDA
Alumni Association depends on members willing to get involved. During
my tenure as President, there has been times when we had difficulty getting
volunteers. Now that members are willing to step up to the plate, the
workload is distributed and new and exciting ideas are driving the Association in a positive direction.
The Board of Directors, under the leadership of the Chairman, Nancy Myers and Vice Chairman,
Andy Bonanno have done a great job is steering the Association on a course of future expansion and
growth. I particularly want to recognize Andy’s contribution at this time since, by rule, he will be
cycling off the Board this year. The work he has done to develop the successful mentoring program for
ORA managers has been just one of the many examples of his contributions in the ten or more years
he has held leadership positions in the FDAAA.
The strategic planning process we undertook this past year is expanding the services we offer to
our members and has confirmed that there is a strong desire to accommodate the professional and
social needs of our members “outside the Beltway.” Social events held in places like San Francisco
have tripled in size. We are hoping to take advantage of tying into preexisting groups that have been
meeting in places like Dallas, Minneapolis, New York and elsewhere for years, as we strive to expand
our membership to all current and former FDA employees. After all, the FDAAA is an organization
that is not restricted only to those retirees who live and work in the DC area.
This Annual Report provides a good summary of our past year’s accomplishments. I think you will
agree by a quick read of the report that the FDA Alumni Association is a unique organization that is
dedicated to keeping the FDA family connected and it supports the Agency we have and continue to
respect.
Finally, let me close by inviting all current and former FDA employees who are not currently FDAAA
members to consider joining. We welcome you and I am confident you will find it to be a great
organization. You can find an application form on the membership page of our website (www.fdaaa.
org). Sign up. You will be glad you did!
Edward A. Steele
FDAAA President
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FDA Alumni Association 2017 in Summary
Thank you for taking time to read this FDA Alumni Association (FDAAA) annual report. The
FDAAA is currently 19 years young and we have 565 members who are spread across the globe. Our
organization is dedicated to “serving those who have served,” and we hope you will discover this
annual report something that inspires you to join and engage with our membership.
As you will see from the details below, the year 2017 was very active for the FDA Alumni Association,
and perhaps history will consider it a turning point in the life of our organization.
Our Board of Directors and our Committees spent a good deal or time focusing on the long-term
direction of the organization, understanding where we are now, and what we see as the organization of
the future.
The Board began the process of developing a long-term strategic plan. One of the first and most
important steps was conducting a detailed membership survey. We had an excellent response to the
survey, and for that we would like to thank each of you who participated. The information we received
was extremely helpful, and allowed our Executive Committee, with input from the Board of Directors,
to develop a Vision Statement which will guide the FDAAA in the coming years. Though short, the
Statement is intended to capture the essence of the organization and to remind us of why we are here,
what we are working to achieve, and how we can best serve our various customers and membership.

New Vision Statement:
“The FDA Alumni Association is the official global network of former and current
FDA employees, connecting and supporting alumni, the Agency, and the public
health community”
Much of the day-to-day work of the FDAAA resides with the work of our eight Committees. This is
central to FDAAA’s future innovation and success. During 2017, we were able to build our Committees
and engage them as never before.
Below are a few examples of our FDAAA Committees in action:
The FDAAA International Committee (FDAAAIN), with ten members, meets monthly. In 2017 the
group launched an effort to actively recruit additional Committee members with connections and
experience in African countries.
The focus of FDAAAIN’s work is to assist regulators around the globe to better understand FDA’s
policies and procedures when ??the committee is?? asked for input. One area where the Committee’s
expertise is sought year after year is in China. Working through the Drug Information Association
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(DIA) at its annual DIA China meeting, FDAAA members made presentations about regulatory
matters, often working in collaboration with FDA speakers.
FDAAAIN worked alongside FDA, the International Conference on Harmonisation (ICH) and the
World Health Organization (WHO) in 2017. For example, an informational meeting was held with
FDA’s Internal Program, where FDAAAIN discussed potential collaborative and supportive activities
with Mary Lou Valdez, M.S.M, FDA’s Associate Commissioner for International Programs, and Leslie
Ball, M.D., FAAP, the Assistant Commissioner for International Programs, and their staff. As an
example of the group’s ability to “serve” FDA, FDAAA received several invitations to participate in
ICH training. Whenever possible, the Committee helped the organizers recruit the FDAAA members
as speakers. In addition, FDAAAIN members also contributed to WHO guidance review in 2017.
Looking forward to 2018, the Committee will continue to participate in DIA China with more
FDAAA member opportunities to participate than ever before. As this goes to print, the Committee is
working with FDA and NIH speakers to organize several sections. In an effort to build international
connections, a gathering for FDAAA members and others in Beijing during the DIA China is being
planned.
The Committee will continue to strive to play a leading role in WHO guidance development.
Supporting African region regulatory capacity building activity will be continued.
For the Membership Recruitment Committee, 2017 was another year of forward progress. The
Membership Recruitment Committee expanded to 12 members, serving as a harbinger of dynamic
efforts to come.
Because the FDAAA has never had an effective way to identify and communicate with FDA employees
leaving the agency, the Membership Recruitment Committee drilled down on the issue of trying to
find better ways of communicating to FDA employees preparing to retire. Implementing a brainchild
of our current vice chair, Andy Bonanno, the FDA has now formally included a reference to the
alumni association in each of the pre-retirement seminars offered to FDAers, an excellent way to make
employees aware of our group and its goals.
The Membership Recruitment Committee in 2017 generated a large list of new recruitment strategies
that were discussed and prioritized by the FDAAA Board of Directors. Among those which we hope to
carry out in 2018 are:
• Creating improved recruitment materials
• Leveraging our current membership to recruit new members
• Consider revamping of FDAAA’s website to better support FDAers outside the Washington
Metro Area,
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• Ensuring FDAAA is reaching out to new members across the agency spectrum, specifically to
better reach former members of FDA’s Field force
The Member Services Committee has taken great strides to better coordinate with the Membership
Recruitment Committee. The Member Services Committee provides basic administrative support by
maintaining the member database, the Member Directory, and the mail list. The Member Services
Committee also invoices and receives dues and handles membership applications.
One of our most visible groups is the Activities Committee. It has been re-engerized to expand
FDAAA’s footprint both inside and outside the Washington area. The Committee experienced a huge
jump in membership under the leadership of Lisa Barclay and now includes 20 members from multiple
cities.
Just to sample the range and diversity of the activities the Committee organized for members in an
effort to host something for everyone:
• In January 2017, FDAAA held its first official
West Coast luncheon in San Francisco during
the JP Morgan Healthcare Conference in
hopes of serving both working alumni in
town for the conference and those who live
in the Bay Area. For this event, organized by
Mike Beatrice and Nancy Myers, FDAAA
assembled a group of newly introduced
FDAAAers and enjoyed a divine lunch in a
perfect venue, a wine cellar.

Left to right : Marcia Madrigal, Janet McDonald, Brian Harvey,
Brian Healy, Mike Beatrice, James Bilstad, Emannuelle Voisin,
Nancy Myers, Mamata Gokhale, John Shane and Jenen Jingwen
Tan.

Page 6

Food and Drug Administration Alumni Association

Serving Those Who Served
Recipient of the Frances O. Kelsey Award for Courage and Excellence in Protecting the Public Health

• In June, the Activities Committee hosted the
8th Annual Spring Fling BBQ picnic lunch
in the Great Room at FDA, during which
it honored incoming Commissioner Scott
Gottlieb and outgoing Acting Commissioner
Stephen Ostroff. Members of FDA’s senior
staff joined the festivities creating the
congenial feel of an old home week event.
Current FDA employees learn about FDAAA at the Meet and
Greet June 26 at White Oak

• Several informal local events were hosted by
FDAAA members over the summer, including
at beaches of Delaware and the waterfronts of
the Maryland Eastern Shore.

FDAAA members and friends who spend weekends on the
Eastern Shore of Maryland gathered for lunch July 20 to
celebrate summer and reminisce about their days at the agency.
FDAAA encourages alumni to hold such informal gatherings.
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• For its downtown DC sponsored Winter
Cocktail Party, the Activities Committee
hosted the hugely successful and wellattended annual event which honored former
Associate Commissioners for Regulatory
Affairs and Deputy Commissioners for Global
Regulatory Operations and Policy. Hosted at
Hogan Lovells and well-sponsored by many
generous donors, it was attended by over 75
current and former FDA staff.
Guests mingle at the Winter Celebration.

Nancy Myers provides remarks to the crowd

A great time was had by all at FDAAA’s Winter Celebration
honoring past Associate Commissioners for Regulatory Affairs
and Deputy Commissioners for Global Regulatory Operations
and Policy. Pictured from left: Joe Levitt, Lisa Barclay, honoree
John Taylor III, honoree Deb Autor, honoree Howard Sklamberg,
honoree Ron Chesemore, and Nancy Myers.

Our Winter Celebration was generously hosted at Hogan Lovells.
Thank you, Joe Levitt!

Page 8

Food and Drug Administration Alumni Association

Serving Those Who Served
Recipient of the Frances O. Kelsey Award for Courage and Excellence in Protecting the Public Health

(Photos of these and other events are on the FDAAA web site, www.fdaaa.org).
Building on the successes of 2017, a number of events have taken place or are planned for 2018,
including:
• A second free West Coast Networking Event, held in San Francisco during the J.P. Morgan
Healthcare Conference in January. It was hosted in a loft of a very cool restaurant and featured
FDA-themed drinks. It was attended by more than 30 FDA alumni and guests and was
sponsored by several groups.
• A Winter Luncheon, which took place on January 19, 2018, featured Dr. Peter Marks, the
Director of the Center for Biologics Evaluation and Research (CBER). Over 40 people attended
this very informative event, during which Dr. Marks discussed CBER’s recent activities, its
future priorities, and emerging regulatory issues presenting by cutting edge new technology.
• A Spring Luncheon with Dr. Jeffrey Shuren, the Director of the Center for Devices and
Radiological Health, was held on Friday, April 20 at Jewel of India in Silver Spring, Maryland,
with about 35 members present.
• The 9th Annual Spring Fling featuring Commissioner Scott Gottlieb, which will be held on
Tuesday, June 12 in the Great Room at FDA’s White Oak campus.
• A Summer Happy Hour event in the greater D.C. area, likely in July/August.
• A Winter Cocktail Party and Celebration, which will be held at a location in downtown
Washington, DC, in November or December.
• Other speaker lunches and social events throughout the course of the year, which hopefully
will include venues that will appeal to members outside the D.C. area. Suggestions welcome!
The Activities Committee has been exploring new ways to connect with members to generate interest
and participation in future events, including the use of targeted electronic invitations to members and
increased use of LinkedIn.
Though keeping our members interacting with each other is an important service the organization
provides, another important role we play is to support the FDA. In 2017, FDA, working alongside
FDAAA, redesigned its FDA Alumni Advisor Program (FDAAAP). The program started in the 1st
Quarter of FY2018 and expanded upon the successful, award-winning pilot program that ended the
previous year.
The program is an in-depth mentoring program created by the FDA Office of Regulatory Affairs
(ORA) in partnership with FDAAA. The program pairs retired alumni (Advisors) with current ORA
managers and supervisors (Learners) and focuses on leadership competencies for career development.
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The voluntary pilot program was approved for six months and began in June 2015. Due to the
overwhelmingly positive response from both Advisors and Learners, the program was granted a threemonth extension and concluded in March 2016. The pilot included 24 ORA managers and supervisors,
and 12 rehired annuitants. Due to its success, many of these mentoring relationships were allowed to
continue past the formal close of the pilot.
Learning from the pilot, FDA incorporated improvements into the new program. For example, the
pilot matched Learners and Advisors with like leadership competencies. For the new program, FDA
worked with OPM to strengthen and validate the matching process, and includes assessment of the
suggestions from the final evaluations.
FDAAA is very proud of this collaboration with FDA and considers this program to be a wonderful
example of how FDA alumni and active FDAers can work together to further the mission of the
agency. Mentors have experienced great personal satisfaction from sharing their experience and
knowledge.
This snapshot of FDAAA in 2017, and a look ahead into its plans for 2018, demonstrate that the
FDA Alumni Association is vibrant and active, seeking to serve those who have served at FDA. The
Association is active because its members are. The Association is committed to a bright future and is
seeking to attract still more members and create still more activities to keep alive the spirit that guides
FDA and its essential mission.
Please access the FDAAA website, www.fdaaa.org, for more details about these activities, for
photographs of the activities mentioned above, and for lists of FDAAA officers and Committee
members.
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FDAAA Treasurer’s Report to the Board of Directors For 2017
Annual Financial Overview Report
Period Covered: 01 January 2017 through 31 December 2017
Prepared By: Bryan J. Coleman, Treasurer
Date Prepared: April 7, 2018
Purpose: To provide to the FDAAA Board of Directors a statement concerning the financial holdings,
obligations and projected outlays of the Association for calendar year 2017.
Executive Summary: The state of FDAAA’s finances continues to be solid. During the calendar year
2017, income through membership dues and events totaled $14,713. Annual approved expenditures
totaled $10, 207. These transactions brought the Association’s overall net financial position to a value
to $114,094 for calendar year 2017.

2017 Total FDAAA Funds:

Capital One Sparks Unlimited Checking balance
Capital One Business Advantage Savings
Capital One Certificate of Deposit (91 Day)
PayPal Account
Cash/Checks on Hand (pending deposit)
Total
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2016 Ending
$ 31,002.03
$ 10,351.06
$ 10,383.76
$ 42,751.79
$ 0.00
$ 94,487.94

2017 Ending
$ 32,539.68
$ 10,371.77
$ 10,392.64
$ 52,299.97
$ 8,990.00
$ 114,594.06
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2017 Expenditures:
For calendar year 2017 a total sum of $10, 207.23 was authorized to cover FDAAA expenses. Expenses
were applied against the following categories:
Postage
Capital One Business Checks
Software (Acrobat Pro) Purchase
Awards and Gifts
Chubb Liability Insurance Policy
Social Events

Total
FDAAA Campus Breakfast
Spring Fling
Fall Reception*
FDAAA Website Update and Maintenance**
Refund for Dues Overpayment

$ 151.45
$ 296.29
$ 24.99
$ 1,101.99
$ 2,625.00
$ 6,002.51
$ 35.13
$ 1,529.50
$ 4,437.88

Total

$ 10,021.91
$ 5.00
$ 20,230.14

(* Invoiced through Hogan Lovells - paid on January 9, 2018)
(** Invoice submitted February 28, 2018 – paid on April 7, 2018)

2017 Dues and Membership Collections:
The FDAAA’s sources of revenue and income for 2017 was through the collection of membership dues.
Full details of payees and dues/membership available from Membership Committee.
Collected 2017 Membership dues
Total

$ 14,713.73
$ 14,713.73
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