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Navigating the New Era 
New Administration, New Congress, New Challenges 

 

Holland & Knight Has You Covered 
A transformation of various government agencies is already taking 
shape under the Trump Administration. From trade to taxes, Wall Street 
to infrastructure, healthcare and the complex challenges facing 
companies of all sizes – no industry is safe from a potentially 
unprecedented era of regulatory change, legislative deliberation and 
political uncertainty. To prosper during this new era requires a complex 
range of relationships. 
 

Holland & Knight is prepared to help you navigate these changes and to 
put you in front of the key players who will be driving them. 
 

Our attorneys and professionals have long established relationships with 
congressional Republicans and Democrats, as well as 
with the Trump Administration, and we are prepared to 
help move important legislation through to completion. 
In particular, we look forward to the role Scott Mason 
(former Trump Transition Team member) and the 
Honorable Thomas Reynolds (former Republican 
Congressman) will play in assisting clients to develop 
strategies to have a voice on the issues that matter in 
their industry. This insider advocacy provides our firm 
with additional high-level strategic insight into the 
thinking of the new administration and Republican-
controlled Congress, and sets us apart from other 

organizations. It is in addition to our working relationships with various 
federal and regulatory agencies. 
 
Unified Government Under Republican Leadership 
The first year of any new president has for generations brought dramatic 
changes in legislative and regulatory action, and 2017 promises to 
continue that tradition. Along with President Trump's Administration, an 
emboldened Republican Congress portends significant policy 
challenges and opportunities. On the heels of almost a decade of 
Democratic control of the White House and Executive Branch – a 
Republican president, with the help of Congress, will want to place his 
imprimatur on the future of the nation. This environment dictates the 
need for a seamless approach to help you achieve results. It demands a 
nimble and sophisticated team that can help you bring to bear 
relationships with a broad range of policymakers.  
 
Finding Leverage in the Trump Administration 
Navigating an entirely new government is only part of the equation; 
leveraging the opportunities and the right policymakers is the other. 
President Trump and his White House staff have already started to 
deliver on many of his campaign promises. 

What Others Say 
 
Sen. Richard Burr  
(R-N.C.): 
 

"I've worked with Scott 
since my first term in 
Congress, and his 
relationships in both the 
House and Senate, and 
now in the administration, 
will be a huge asset for 
him. Scott's experience on 
the Trump campaign and 
the president-elect's 
transition team, coupled 
with his years of 
experience running a 
government affairs shop in 
corporate America, will 
serve him well in his new 
role." 
 
Rep. Chris Collins  
(R-N.Y.), chairman of the 
Trump Congressional 
Caucus: 
 

"Scott played a key role 
in helping us build a 
strong and effective 
Trump Caucus in the 
House of 
Representatives. This 
influential group of 
members will be vital in 
helping the new Trump 
administration meet its 
legislative priorities. His 
perseverance and 
commitment to the 
president-elect's cause 
was essential during the 
campaign and will serve 
Scott well in his new role.  
I know members of the 
Trump Caucus appreciate 
his efforts, value his 
friendship and look 
forward to continue 
working with him." 
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Through executive actions, President Trump has moved to reform the Affordable Care Act, remove 
roadblocks from the Keystone XL and Dakota Access pipelines, require American materials be used 
when building pipelines, withdraw the U.S. from the Trans-Pacific Partnership, build a wall along the 
U.S.-Mexico border, withhold federal funds from cities that turn a blind eye to illegal immigrants, as well 
as restrict immigration from seven Muslim countries and suspend all refugee admission for 120 days.  
 

Few firms have the breadth of experience from both within the government process and from the 
outside on positioning clients to benefit under such a wave of federal reformation. Holland & Knight's 
team has done both. We can help navigate and position your interests through these processes.  
 

At the same time, members of Congress have returned to the Hill on the heels of a markedly anti-
establishment and populist wave election. Given this historic election and a unified government, agenda 
decisions will be more complex and important than ever and have critical impacts on the direction of the 
Congress for the next two years. However, an ideologically divided Republican Party in the House 
means that several constituencies, including the Republican Study Committee and the Freedom 
Caucus, will play major roles with moderate swing members. The results of the election in the House 
also have brought House Democrats closer to controlling the agenda. This means that those in 
Democratic leadership have more negotiating power in what comes to the floor for debate.  
 
Holland & Knight's Edge 
Our firm has built a successful government affairs practice by maintaining a deep bipartisan bench with 
a breadth of experience and diversity. While the effectiveness of some firms fluctuates depending on 
which party is in power, Holland & Knight's team is positioned to help no matter which party is in power. 
We nurture longstanding relationships on both sides of the aisle and across the government. These 
collective relationships are stronger than ever and include key Trump Administration staff and the 
career public servants in the Executive Branch as well as the House and Senate Republicans and 
Democrats, from committee chairs and ranking members to their staff.  
 
Holland & Knight Committee for Effective Government 
The Holland & Knight Committee for Effective Government is our firm's federal Political Action 
Committee (PAC). The firm remains neutral in partisan politics and elections. In recent election cycles, 
we ranked among the top three law firms in the total amount of contributions given to candidates.

Get Connected 
 
Kathryn Lehman 
Senior Republican Lobbyist 
Washington, D.C.  
202.419.2449 
kathryn.lehman@hklaw.com  
 

  

Rich Gold 
PP&R Group Leader 
Washington, D.C.  
202.457.7143 
rich.gold@hklaw.com   

Our philosophy is to function as an extension of 
your team. We achieve this through a combination 
of policy depth and experience, political astuteness, 

media savvy and access to nationwide resources 
across a range of practices. 

facebook.com/HollandandKnightPPR 

@HK_PPR 

mailto:kathryn.lehman@hklaw.com
mailto:rich.gold@hklaw.com
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The Holland & Knight Team 
LEADERSHIP 
 

Partner Rich Gold is the leader of the firm's Public Policy & 
Regulation (PP&R) Group and focuses his practice at the 
intersection of complex policy and political issues involving 
Congress, the Executive Branch and the media. The PP&R 
Group has been ranked among the top law and lobbying firms 
in Washington by publications including American Lawyer's 

Influence Magazine, Chambers USA - America's Leading Business Lawyers 
guide, Legal 500 United States guide, Financial Times and U.S. News - Best 
Lawyers guide. Mr. Gold has been recognized as a top lobbyist in Washington 
by The Hill, The National Journal, Washington SmartCEO, Super Lawyers, 
Washingtonian and The Washington Business Journal. 

Senior Policy Advisor Scott D. Mason focuses on the 
intersection between Capitol Hill and the Trump Administration 
on major policy initiatives, including tax reform, healthcare 
reform, infrastructure initiatives, immigration and other key 
priorities. Mr. Mason is one of the original members of 
President Donald Trump's Washington campaign team, serving 

as director of congressional relations. He also served on President Trump's 
Transition Team. In his roles serving the president, Mr. Mason was responsible 
for establishing and maintaining House relations between the Trump 
presidential campaign and House Republican Conference.  

Senior Policy Advisor Kerry Feehery has more than 15 years 
of experience in government and public relations in the public 
and private sectors. Prior to joining Holland & Knight, Ms. 
Feehery served as chief of staff to Florida Sen. George 
LeMieux, where she was responsible for developing and 
implementing LeMieux's legislative and political priorities. She 

previously was director of the state of Florida's federal relations office, 
communications director to Sen. Mel Martinez and policy analyst on the 
Senate Budget Committee. Ms. Feehery began her Senate career with U.S. 
Sen. Connie Mack, serving in several communications capacities. 

Partner Kathryn Lehman co-chairs Holland & Knight's 
Committee for Effective Government, the firm's PAC. She is a 
15-year veteran of the Hill who has significant and wide-
ranging experience, having worked closely with the White 
House, administrative agencies, House and Senate leadership 
and committees, political committees and other key members 

of government. Prior to entering private practice, Ms. Lehman served as chief 
of staff for the House Republican Conference. Her career began as counsel on 
the House Judiciary Committee Staff, where she served for eight years – first 
as counsel to former Chairman F. James Sensenbrenner Jr., when he was 
ranking member of the Subcommittee on Civil and Constitutional Rights, and 
then as counsel and chief counsel of the Subcommittee on the Constitution for 
former Chairman Henry J. Hyde. She later served as special assistant to then 
Speaker Newt Gingrich, as policy director to House Majority Whip Tom DeLay, 
and director of coalitions and outreach for Speaker J. Dennis Hastert. 

What Others Say 
 
U.S. News - Best Lawyers 
2017 guide  
Metropolitan first-tier 
rankings in Government 
Relations: Chicago | Orlando | 
Tallahassee | Tampa | 
Washington, D.C. | 2016 "Law 
Firm of the Year" in Native 
American Law  
 
The Best Lawyers in America  
26 Government lawyers were 
included in the 2017 guide 
 
Legal 500 United States 
Recognized as a 2016 
nationwide "top-tier" firm for 
Government Relations 
 
Chambers USA - America's 
Leading Business Lawyers  
16 Government Lawyers 
included in the 2016 guide 
 
The Hill, "Top Lobbyists 
2016: Hired Guns" 
Partners Rich Gold, Kathryn 
Lehman and Gerry Sikorski 
listed as top lobbyists 
 
National Journal, 2015 
"Membership Innovation 
Award" 
Recognized among 
Washington's top creative 
organizations for "innovation in 
decision-making" in advancing 
the craft of government affairs 
 
The National Law Journal 
"Influence 50" 2015 List 
Ranked "Top 10 most 
successful lobbying firms in the 
nation" | The Best of Legal 
Times "2015 Top Law Firm 
Government Affairs/Lobbying 
Group" 
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Partner Robert S. Highsmith Jr. practices regulatory and administrative law, public policy 
litigation, government contracting and government relations. He represents diverse large corporate 
and governmental clients in contested matters, large transactions and government affairs before 
myriad Georgia state and local governmental agencies, including the Public Service Commission, 
Department of Community Health, Department of Insurance, Department of Revenue, the General 
Assembly and the City of Atlanta. He leads Holland & Knight's full-service Georgia Government 
Affairs Team, as well as advocates before Georgia's congressional delegation and the Trump 
Administration.   

Partner David Whitestone chairs the firm's Government Section and oversees the provision of 
legal and legislative counsel services to firm clients. Mr. Whitestone's practice includes the 
representation of corporations, nonprofits and municipal entities before the legislative and 
executive branches of the federal government. Since entering private practice, he has successfully 
counseled organizations interested in partnering with federal agencies in the Department of 
Transportation (Federal Aviation Administration, Federal Transit Administration and Federal 
Highway Administration), Department of Homeland Security (Transportation Security 
Administration and Customs and Border Protection), Department of Defense, Department of 
Commerce, the National Transportation Safety Board, various independent agencies and others. 

WHITE HOUSE, SENATE AND HOUSE REPUBLICANS 
 
Senior Policy Advisor Lisa Barkovic is a member of the PP&R Group. Prior to joining Holland & 
Knight, Ms. Barkovic served five years in the office of former Congressman Mark Foley (FL-16) as 
a legislative assistant. Her work there included managing all appropriation requests, developing 
legislative strategy in conjunction with outside groups and the congressman's constituency on an 
array of issues, in addition to preparing talking points, drafting testimony and legislation.  

For half a decade, Partner Philip Baker-Shenk served as staff in the Senate, including two years 
as majority general counsel to Indian Affairs Committee Chairman Sen. John McCain. Mr. Baker-
Shenk works closely with members and staff in the House and Senate, and with officials in the 
Administration. In early 2001, he was appointed to serve on the Presidential Transition Advisory 
Committee for the U.S. Department of the Interior (DOI). He is a past chairman of the Washington 
County, Maryland, Republican Central Committee. 

Partner Robert Bradner spent 13 years in government service, including seven years as chief of 
staff and counsel to Congressman John Edward Porter, chairman of the House Appropriations 
Subcommittee on Labor, Health and Human Services, Education, and Related Agencies, and 
senior member of the Subcommittee on Foreign Operations, Export Financing and Related 
Programs. Prior to joining the Washington, D.C., office, Mr. Bradner practiced intergovernmental 
and environmental law in Holland & Knight's Chicago office. 

Partner William "Patrick" Burchette has an extensive background in national politics. He served 
as the director of rapid response for Sen. Fred Thompson's presidential campaign, overseeing the 
campaign's response and opposition research operations. Mr. Burchette was a member of 
President George W. Bush's re-election campaign in 2004 and worked closely with Bush-Cheney 
senior campaign leadership, playing an important role in the campaign's message development 
and rapid response operations. 

Prior to entering private practice, Partner Christopher DeLacy served as counsel to Sen. John 
Warner. In that capacity, Mr. DeLacy was Warner's Rules Committee counsel during consideration 
of the Bipartisan Campaign Reform Act of 2002 (McCain-Feingold). Before working for Warner, he 
served as counsel on the Technology Subcommittee of the House Science Committee and worked 
as a legal advisor in the Virginia General Assembly. 



 

Copyright © 2017 Holland & Knight LLP All Rights Reserved 5 

Senior Policy Advisor Michael Friedberg is a member of the firm's Transportation Team. Mr. 
Friedberg focuses on developing and implementing advocacy strategies for Holland & Knight's 
transportation industry clients on a wide range of issues, including economic and safety regulation 
of railroads, pipelines and hazardous materials. In addition, Mr. Friedberg advises clients on 
developing support for infrastructure developments, especially with respect to public transit, as well 
as on building and managing coalitions to advocate for increased passenger rail infrastructure 
funding. Mr. Friedberg most recently served as staff director of the Subcommittee on Railroads, 
Pipelines and Hazardous Materials of the U.S. House of Representatives' Committee on 
Transportation and Infrastructure. 

Before entering private practice, Partner Michael Galano served as a legislative aide to former 
Congressman Dick Zimmer. In this capacity, he was the congressman's advisor on issues 
involving the environment, energy, transportation, crime, defense, appropriations and matters 
before the Ways and Means Committee. Mr. Galano has also worked on campaigns for 
candidates for both the House and Senate. 

Senior Policy Advisor Lauri Hettinger advocates for local government municipalities and 
industries for their infrastructure needs, including surface transportation, water resources, 
economic development and Army Corps of Engineers. Prior to joining Holland & Knight, she 
served as staff director for the Senate Environment and Public Works Committee's Subcommittee 
on Transportation and Infrastructure for ranking member George Voinovich. 

Partner Dimitri Karakitsos is the former senior counsel for the U.S. Senate Committee on 
Environment and Public Works. As the senior Republican staffer on the committee, he was the 
principal Senate drafter and negotiator of the Frank R. Lautenberg Chemical Safety for the 21st 
Century Act, a bipartisan law to reform the Toxic Substances Control Act (TSCA) and the first 
major environmental legislation signed into law since 1990. Mr. Karakitsos worked closely on 
TSCA modernization with Holland & Knight Senior Policy Advisor Ben Dunham, who served for 
nearly five years as a senior advisor to the late Sen. Frank Lautenberg of New Jersey, after whom 
the law is named. Mr. Karakitsos and Mr. Dunham convened a series of industry-NGO roundtables  

          in 2011 and were the staff authors of the first bipartisan TSCA reform proposal, which was 
released shortly before Lautenberg's death in 2013 and served as the basis for the bill that  

      became law in 2016. 

Partner Jason Klitenic leads the firm's Homeland Security Team and represents clients in an 
array of national security, law enforcement and crisis management matters. Mr. Klitenic is a former 
senior official of both the U.S. Department of Homeland Security (DHS) and U.S. Department of 
Justice (DOJ). Much of his practice centers on working in the U.S. and overseas with government 
agencies, such as the FBI, DHS and U.S. Department of State, to address security concerns 
arising in the course of global trade and travel activities, including those relating to customs 
inspections, visa denials and maintenance of government watch lists. In the course of his 
representations, Mr. Klitenic regularly appears before DHS component agencies, including the 
Transportation Security Administration (TSA), U.S. Customs and Border Protection, Federal 
Emergency Management Agency (FEMA), U.S. Immigration and Customs Enforcement, as well as 
the U.S. Coast Guard. He has represented clients in a wide variety of matters, including aviation 
security incidents, chemical security initiatives, export control investigations, government contract 
disputes and data security breaches. 
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Partner Robert "Bob" MacKichan is the leader of the firm's GSA Leasing and Federal Real 
Estate Team within the Litigation and Dispute Resolution Practice. His multifaceted practice 
involves decades of experience in litigation, government contracts, real estate and public policy 
issues associated with federal government real estate. Clients call on him for his substantive 
knowledge and extensive relationships in Washington, D.C., to handle government real estate 
disputes, government contract concerns, government lease procurement and administration, real 
estate acquisition and disposition, and government construction and administration. In addition, he 
advises clients on holdovers and condemnations, the competitive procurement process and 
disputes under the Contract Disputes Act. Mr. MacKichan primarily represents building owners, 
real estate developers, REITs and asset managers nationwide in matters relating to federal real 
estate disputes. He previously served as general counsel of the U.S. General Services 
Administration (GSA), where his work included the authorization for the construction of the 
International Cultural and Trade Center Building (now named the Ronald Reagan Federal 
Building), as well as the utilization of public bond financing for several GSA projects. 

Senior Policy Advisor Tom Reynolds, a former New York congressman, advises clients on 
legislative and regulatory matters and strategy, drawing from his 35 years of service in elected 
public office. Mr. Reynolds is well-versed in legislative and political strategy, and works with clients 
in the areas of tax, international trade, healthcare, financial services regulation and energy. With 
his significant experience serving in the elected House leadership and on the House Committee on 
Ways and Means, Mr. Reynolds assists clients in understanding government and public policy                 

                        issues to support their strategic business plans and the politics affecting those decisions. 

Partner Joel Roberson worked in the leadership offices of former Congressman J.C. Watts and 
former Congresswoman Deborah Pryce in the House Republican Conference, where he assisted 
members of Congress in preparing for House floor debates. Mr. Roberson also served as a law 
clerk for the House Judiciary Committee under Chairman F. James Sensenbrenner, where he 
assisted the chief counsel on various committee issues, including the Patriot Act and electronic 
file-sharing. 

For several years prior to joining Holland & Knight, Partner Lisa Tofil served as a healthcare 
legislative assistant to Sen. John H. Chafee and on the staff of the House Education and Labor 
Subcommittee on Labor Management. Her practice focuses on federal relations and policy in 
healthcare, emergency medical services and transportation issues. 
 

 

SENATE AND HOUSE DEMOCRATS  
 

Partner Paul Bock has more than 20 years of experience working with key decision-makers in the 
U.S. Senate, including lawmakers, senior staff members and interest groups involved in public 
policy. He was a Senate chief of staff for over a decade. He has an extensive government 
relations background and has developed and executed legislative strategies on a broad range of 
judiciary issues, including gun control, immigration, data security and data privacy, as well as tax 
reform. Mr. Bock also has extensive experience in healthcare, antitrust, financial services, 
agriculture, transportation and energy matters. 

Partner Jim Davis joined Holland & Knight after serving as the U.S. representative for Florida's 
11th Congressional District. During his tenure, he was a member of the House Energy and 
Commerce Committee, the House Budget Committee and the Committee on International 
Relations. Jim has strong associations with the Blue Dogs and New Democrats. He also has 
extensive experience with and established relationships relating to energy and commerce. 
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Senior Policy Advisor Ben Dunham counsels clients on legislative and regulatory affairs, with an 
emphasis on the consumer product and renewable chemical industries. He has represented 
clients on issues related to the environment, chemical safety, climate change, over-the-counter 
drug safety, transportation and energy. Prior to joining Holland & Knight, Mr. Dunham spent nearly 
five years as a senior advisor to the late Sen. Frank Lautenberg (D-N.J.), including roles as chief 
counsel and legislative director. 

Partner Ron Klein has worked in the private sector as a business and transactional attorney for 
more than 20 years, as well as in the public sector as an elected official in both Tallahassee and 
Washington, D.C. Mr. Klein has worked with and advised private sector principals and 
management on business and legal issues, and served in the Florida House and Senate, as well 
as in the U.S. House of Representatives. His ability to understand the complex issues and 
concerns of clients, combined with his extensive knowledge, resources and working relationships, 
enable him to provide considered advice to those who face strategic business decisions. 

Senior Policy Advisor Karl Koch brings significant experience in both federal and state 
governments, including the executive and legislative branches, as well as in the private sector. 
Prior to joining Holland & Knight, he served as chief of staff for former Congressman Jim Davis 
(D-Fla.). Mr. Koch's career in public service began in 1988 with his work for former U.S. Rep. 
Buddy MacKay (D-Fla.). In the 1990s, he worked on both campaigns for the late Gov. Lawton 
Chiles and served as chief of staff for Lt. Gov. Buddy MacKay. Mr. Koch also served as the 
Florida director for the Clinton/Gore presidential campaign in 1996. 

With a distinguished Washington, D.C., career that spans more than 20 years, Senior Policy 
Advisor Norma Krayem has held executive positions in the U.S. Departments of State, 
Commerce and Transportation that focused on key national and international issues. She works 
closely with state and local governments, as well as Fortune 500 companies, to navigate the 
intricacies of policy and regulatory issues at the White House, Congress and the Executive 
Branch.  

Senior Policy Advisor Daniel Maldonado is the former CEO and founder of MARC Associates. 
He has more than 30 years of federal appropriations and budget experience, including 11 years as 
chief of staff for Congressman Edward Roybal (D-Calif.), who was one of the "cardinals" on the 
House Appropriations Committee. Mr. Maldonado assisted Congressman Roybal in forming the 
Congressional Hispanic Caucus and the National Association of Latino Elected and Appointed 
Officials. He also served in the Carter administration as director of legislation for ACTION/Peace 
Corps. 

Senior Policy Advisor Michael McAdams has more than 30 years of experience in government 
and public affairs in both the public and private sectors. He also has worked in the federal 
legislative and regulatory areas with a focus on energy, climate change, air policy, fuels and tax 
policy. He currently serves as president of the Advanced Biofuels Association, a collection of more 
than 30 second-generation advanced biofuels companies. In 2011, Mr. McAdams was honored by 
Biofuels Digest as one of The Top 100 People in Bioenergy. 

Partner Kathleen Nilles served as tax counsel to the Committee on Ways and Means in the 
House of Representatives and then to Select Revenue Measures Subcommittee Chairman 
Charles Rangel. She has worked on a wide variety of legislative tax issues, including tax issues 
relevant to tax-exempt organizations and governmental entities, federal excise taxes, energy tax 
incentives, insurance tax issues, pension and employee benefits issues, as well as international 
tax issues. 
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Senior Policy Advisor Eve O'Toole has more than 16 years of federal lobbying experience, with a 
particular focus on local government advocacy, regulatory, appropriations and policy development, 
as well as local public-private partnerships. She represents leading local and regional government 
institutions, including the cities of San Francisco and Seattle, the L.A. County Community 
Development Commission, San Mateo County and the League of California Cities, for which she 
previously served as the Washington, D.C., representative. 

Senior Policy Advisor Leslie Pollner focuses on several key industries, including transportation, 
economic development and housing. Her extensive experience in government at both the federal 
and local level allows her to help clients develop innovative solutions and advocacy strategies to 
achieve results. Prior to joining the firm, Ms. Pollner was the deputy mayor for federal affairs in Los 
Angeles under Mayor Antonio Villaraigosa. She also was a two-time chief of staff for U.S. Reps. 
Suzanne Kosmas and Tim Mahoney, both of Florida. 

The Honorable Gerry Sikorski, Chairman Emeritus of the Government Section, is a leading 
Washington, D.C., attorney who brings with him a wealth of government experience. Mr. Sikorski 
represented Minnesota in the U.S. House of Representatives for 10 years. During this time he 
served on the powerful Energy and Commerce Committee, with jurisdiction over 
telecommunications, finance, trade, consumer protection, health, environment, insurance, 
securities and energy, as well as the FCC, FTC, CFTC, FDA, SEC, CMS, HIS and FERC. He 
chaired the Civil Service Subcommittee in what is now the House Oversight and Government  

                         Reform Committee.  

Senior Policy Advisor Beth Viola co-chairs the firm's Energy & Natural Resources Group. She is 
experienced in public relations, environment, energy and appropriations work, with a particular 
focus on climate change policy. Prior to joining Holland & Knight, Ms. Viola served as senior 
advisor for the White House Council on Environmental Quality, where she was responsible for 
advising the president and vice president on energy and environmental issues. She was recently 
recognized as an Energy & Environmental Trailblazer by the National Law Journal. 
 

Senior Policy Advisor Shawna Watley has more than 10 years of experience in government 
affairs and national politics, including substantive experience in transportation issues and the 
appropriations process. Prior to joining Holland & Knight, she was president and CEO of The 
Francis Group LLC, a minority-owned government relations consulting firm. Previously, Ms. 
Watley worked as the director of federal relations for the Dallas Area Rapid Transit Authority 
(DART) and directed DART's lobbying team, which secured millions of dollars in federal grants 
and other funding for the city's light rail system. 

Partner Michael Werner has 25 years of healthcare law, lobbying, policy development and 
regulatory experience in Washington, D.C. Mr. Werner concentrates on issues affecting 
biotechnology and pharmaceutical companies, researchers and research institutions, as well as 
physicians and patients. This extensive experience includes working on matters involving U.S. 
Food and Drug Administration (FDA) drug/biologic regulations; FDA and National Institutes of 
Health (NIH) oversight of clinical trials, including registries and reporting of trial results; approval 
and marketing of orphan drugs; stem cell research and regulation of cell therapy and regenerative 
medicine products; and bioethics issues arising from research and uses of new technologies. 


