
Dear FDA Colleagues: 
  
It has been a privilege to serve as your FDA Commissioner for almost six years.  So it is with 

very mixed emotions that I write today to inform you that I plan to step down as FDA 

Commissioner at the end of March 2015.  As you can imagine, this decision was not easy.  My 

tenure leading this Agency has been the most rewarding of my career, and that is due in no small 

part to all of you - the dedicated and hard-working people that make up the heart of this Agency.  

While there is still work ahead (and there always will be), I know that I am leaving the agency 

well-positioned to fulfill its responsibilities to the American public with great success.   

  
I feel so fortunate to have worked at an organization as remarkable and productive as the FDA.  

The expertise, dedication and integrity of our people and the unique nature and scope of FDA’s 

role make this Agency truly special.  Every day, FDA employees around the world recommit 

themselves to the Agency’s work, to quality science, to facilitating innovation, and to the 

protection of public health.  And because of your dedication and your service, we have been able 

to achieve so many significant milestones over the past years. 
  

From creating a modernized food safety system that will reduce foodborne illness; advancing 

biomedical innovation by approving novel medical products in cutting-edge areas; and 

responding aggressively to the need to secure the safety of a globalized food and medical product 

supply chain, to taking critical steps to reduce the death and disease caused by tobacco, we have 

accomplished a tremendous amount in the last six years.  We can honestly say that our collective 

efforts have improved the health, safety and quality of life of the American people. 

  

At the heart of all of these accomplishments is a strong commitment to science as the foundation 

of our regulatory decision-making and of our integrity as an Agency.  And while there are far too 

many significant actions, events, and initiatives to count, there are some highlights of the past 

years that I particularly want to mention. 
  

In the foods area, we have taken critical actions that will improve the safety of the food 

Americans consume for years to come.  These include science-based standards developed to 

create a food safety system focused on preventing foodborne illness before it occurs, rather than 

responding after the fact.  We have taken several significant steps to help Americans make more 

informed and healthful food choices.  These include working to reduce trans fats in processed 

foods; more clearly defining when baked goods, pastas and other foods can be labeled “gluten 

free;” updating the iconic Nutrition Facts label; and, most recently, finalizing the rules to make 

calorie information available on chain restaurant menus and vending machines. 

  

We have also made great strides in advancing the safety and effectiveness of medical products. 

Some of these important steps include new oversight of human drug compounding and 

provisions to help secure the drug supply chain so that we can better help protect consumers 

from the dangers of counterfeit, stolen, contaminated, or otherwise harmful drugs.  We are 

continuing to increase the speed and efficiency of medical product reviews.  We just had another 

strong year for novel drug approvals, with most of these drugs being approved on or before their 

PDUFA goal dates and most being made available to patients in the United States before they 

were available to patients in Europe and other parts of the world.  We launched a powerful new 

http://www.fda.gov/Food/PopularTopics/ucm292278.htm


tool to accelerate the development and review of “breakthrough therapies,” allowing FDA to 

expedite development of a drug or biologic to help patients with serious or life-threatening 

diseases.  In fact, almost half of the novel new drugs approved in 2014 received expedited review 

with a combination of breakthrough designation, priority review and/or fast track status.  These 

included drugs for rare types of cancer, hepatitis C, type-2 diabetes and idiopathic pulmonary 

fibrosis, as well as a number of groundbreaking vaccines.  We have also established a regulatory 

pathway for biosimilar biological products that will create more options for patients.  

  

On the medical device side, the average number of days it takes for pre-market review of a new 

medical device has been reduced by about one-third since 2010.  The percentage of pre-market 

approval (PMA) device applications that we approve annually has increased since then, after 

steadily decreasing each year since 2004.  We also published the Unique Device Identification 

(UDI) final rule that is intended to improve the tracking and safety of medical devices.  And we 

proposed a risk-based framework for laboratory developed tests (LDTs) to help ensure patients 

and providers have access to safe, accurate and reliable tests, while continuing to promote 

innovation of diagnostic tests to help guide treatment decisions.  

  

We have ushered in the era of personalized medicine across all of our medical product centers. 

For example, many cancer drugs are increasingly used with companion diagnostic tests that can 

help determine whether a patient will respond to the drug based on the genetic characteristics of 

the patient’s tumor.  A growing percentage of our recent approvals have involved targeted 

therapies, offering many patients more effective response profiles and/or reduced likelihood of 

side effects.  

  

We made significant progress in implementing both the letter and spirit of the Family Smoking 

Prevention and Tobacco Control Act.  Our tobacco compliance and enforcement program has 

entered into agreements with numerous state and local authorities to enforce the ban on the sale 

of tobacco products to children and teens; conducted close to 240,000 inspections; written more 

than 12,100 warning letters to retailers; proposed the extremely important foundational 

“deeming” rule; and broken new ground for FDA with the launch of the Agency’s first public 

education campaigns to prevent and reduce tobacco use among our nation’s youth.   

  

As Commissioner, my goal has been to shape and support an FDA that is well-equipped to meet 

the challenges posed by scientific innovation, globalization, the increasing breadth and 

complexity of the products that we regulate, and our new expanding legal authorities.  I have 

worked hard to advocate for FDA and our unique and essential mission, including building new 

partnerships to support our work.  The Agency has received numerous votes of confidence with 

the bi-partisan enactment of a series of landmark bills extending our authority in the areas of 

tobacco, food safety and medical products.  In addition, we have achieved a dramatic increase in 

our budget, from some $2.7 billion in FY2009 to almost $4.5 billion in FY2015.   

  

As hard as it is to leave this Agency, I am confident that the leadership team that we have in 

place will enable FDA to capitalize on, and improve upon, the significant advances we’ve made 

over the last few years.  Many of these leaders have been with the FDA throughout my tenure, 

and I am proud to say that we’ve recently made some wonderful new additions.  

  

http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/FDASIA/ucm329491.htm
http://www.fda.gov/downloads/ScienceResearch/SpecialTopics/PersonalizedMedicine/UCM372421.pdf
http://www.fda.gov/downloads/ScienceResearch/SpecialTopics/PersonalizedMedicine/UCM372421.pdf
http://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatoryInformation/ucm298595.htm
http://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatoryInformation/ucm298595.htm


And with respect to the agency’s senior leadership team, I am pleased that Dr. Stephen Ostroff 

has agreed to serve as Acting Commissioner when I step down.  Since joining the Agency in 

2013, and most recently serving as FDA’s Chief Scientist, Dr. Ostroff has successfully overseen 

numerous significant initiatives, while helping to ensure that scientific rigor, excellence and 

innovation are infused across the Agency.  I have every confidence that he will take on this new 

role with the same energy, dedication and care. 

  
I want to extend my deepest gratitude to each and every one of you for your service and for 

making FDA an agency that is not only an exciting and rewarding place to work, but also a place 

of remarkably meaningful achievement and impact on the health and well-being of Americans. 
  
Margaret A. Hamburg, M.D. 

Commissioner of Food and Drugs 
 


