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Today’s Presentation

About FDA Public Health Mission
About the MedWatch Program
Ways to Engage with FDA 
Challenges to Meaningful Engagement
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FDA’s Public Health Mission
Ensure the safety, effectiveness, and security of
human and animal drugs, biological products
and medical devices

Ensure the safety of 
foods, cosmetics, and 
radiation-emitting 
products 
Regulate tobacco 
products
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FDA Regulates $2.4 Trillion Worth of Products a Year

Every morning when you wake up and 

brush your teeth 
put in your contact lenses 
microwave your breakfast 

take your medicine 
feed your pet 

select a sunscreen
go grocery shopping 

get a flu shot or a mammogram…. 

You have been touched by the 
U. S. Food and Drug Administration. 

Approximately 20 cents on every dollar spent in the U.S.
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FDA’s Oversight Responsibilities
75 % of U.S. food supply 
300,000 registered facilities, more than 80% of them 
abroad
Over 17,000 prescription drug products
Over 6,000 categories of medical devices

Over 320 FDA-licensed biologic 
products 
Over 4,500 currently regulated 
tobacco products
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What is MedWatch?

1. A way to send information you observe or 
experience from regulated medical products 
to FDA

2. A way to stay up-to-date on recently 
reported safety information from FDA

7

www.fda.gov/medwatch
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Who Can Report to MedWatch?

https://www.fda.gov/Safety/MedWatch/default.htm or https://go.usa.gov/xnuQy

Healthcare Professionals Consumers and Patients

https://www.fda.gov/Safety/MedWatch/default.htm
https://go.usa.gov/xnuQy
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Why Report to MedWatch?
“Every product that FDA approves carries some 
risk…Sometimes there are risks that only come to light 
after a medical product gets on the market and is used 
in a larger number of patients, for a longer period of 
time, and in patients whose health characteristics are 
different from those of the patients studied before 
approval." 

- Norman Marks, M.D., retired MedWatch Medical Officer
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Why Report to MedWatch? 
Not all products have clinical data/trials before 
clearance to market

Limitations of clinical trials to identify 
safety signals before marketing
Number of patients tested may be 
too small to detect serious but rare 
problems
Trials are brief
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MedWatch: Safety Information IN

One person can 
make a difference
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MedWatch Safety Alerts
2008 2009 2010 2011 2012 2013 2014 2015 2016 2017

Total 128 139 169 138 140 203 181 149 164 159

Safety Alerts will update you on new information about:
Drugs and Therapeutic Biologics
Medical devices
Nutritional products
Cosmetics
Products with undeclared drugs
Tobacco
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Serious events such as:
death
life-threatening 
permanently disabling
prolongs hospitalization
birth defect
Requires intervention to prevent permanent impairment or 
damage

Medication errors
Product quality problems
Potential for error
Non-serious events

MedWatch - What to Report



14

Potential Harm
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Potential Errors
Prescribing 

handwriting, abbreviations

Miscommunication of Orders/
Nomenclature 

sound alike, look alike
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Potential Errors

Label/Packaging 
placement of information
expression of strength/ 
dose 
readability of label
inappropriate labeling 
during repackaging
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Tobacco Products
Vaccines
Investigational Drugs 
Dietary Supplements
Veterinary Medicine

MedWatch - What Not to Report
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Clinician Form 3500
Consumer/Patient Form 3500B

How to Report to MedWatch? 
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Online Voluntary Report
How to Report to MedWatch? 
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MedWatch Form

Patient Identifier

Product

Event or Problem

Reporter
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Quality is Key: Case #1

• Health care worker ST reported male patient ABC123 
started Drug X at 5 mg daily for type 2 diabetes on 
February 11, 2015. 

• The patient developed liver failure.
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Question: Does Case #1 contain the four 
elements?
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Quality is Key: Case #1

• Health care worker ST reported male patient ABC123 
started Drug X at 5 mg daily for type 2 diabetes on 
February 11, 2015. 

• The patient developed liver failure.
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MedWatch Reporting- MANDATORY

MANDATORY Form 3500A
• User Facilities (medical devices)
• Manufacturers

– Drugs
– Biologics
– Human Cell and Tissue 

Products
– OTC Products
– Medical Devices
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Online practice portal
Students/Health 
Professionals  
Consumers Section
Learn how to fill out a 
MedWatch Report

www.fda.gov/medwatchlearn

Reporting Tutorial – MedWatchLearn
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Reporting Tutorial - MedWatch Learn
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What happens to my report?

Did you 
see it??

signal
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MedWatch: Safety Information IN

L-citrulline investigation 2014
Late January

Puzzling case at medical center
February 7 

Pharmacist submits report
Mother submits report

February 7-13
FDA investigation

February 14
Manufacturer recall
MedWatch Safety Alert communication

FDA Healthcare Professionals
in Action



29

Safety Info Out
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MedWatch: Safety Info Out
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To subscribe, E-mail us at 
MedWatchSafetyAlerts@fda.hhs.gov

Twitter
@FDAMedWatch

www.fda.gov/medwatch

How Do I Stay Informed?
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Ways to Get Involved With FDA

Search Regulations.gov
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Professional Publications
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FDA Case Studies

http://www.fda.gov/ForHealthProfessionals/LearningActivities/default.htm
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Healthcare Professional 
Network

Bi-weekly Email 
Newsletter 
MedWatch
Webinars and Education 
Disease Specific Email 
Updates 

Information for Health Professionals 
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Information for Patients

FDA Patient Network
Bi-weekly Email Newsletter 
Website
Webinars & In-person 
Meeting’s
Disease Specific Email 
Updates 
Twitter 



38www.FDA.gov/ForPatients

FDA Health Professional and 
FDA Patient Network Newsletter
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FDA Patient Representative Program

Began in 1990s
Patients having an active role on FDA Advisory Committees 
and consultations with review divisions 
Patient voice represented in important discussions about 
regulatory decision-making
Presence at the table
200 Patient Representatives, over 300 diseases/conditions
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Submit Comments Through the Federal Register
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Participate in an FDA Sponsored Public Meeting



42

Information for Health Professionals
and Patients 

42
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Information for Health Professionals
and Patients
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Watch Webinars Led by FDA Experts
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Learn How Medical Products are 
Developed and Approved
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www.fda.gov/ForPatients

Disease Specific Email Updates
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FDA Facebook and Twitter  
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Center for Tobacco Products Center for Devices and 
Radiological Health

Center for Drug Evaluation 
and Research
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FDA  and Medscape

Memoranda of Understanding
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Why is the Patient/Health Professional
Voice Important?

Provide insight on issues, problems, and/or questions 
that are important to patients and health professionals

Both patients and health professionals have a vested 
interest in improving health

Varied perspectives, both in terms of associated risk 
tolerance and perceived potential benefit 

The human element (judgment vs. empirical data)

50
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What Value Might Be Added by
Community Engagement?

Faster recruitment and improved retention in trials

Reducing the time for product development

Cutting cost of drug development

Help develop meaningful endpoints 
and measurements

Medical products that better reflect outcome and quality 
of life measures most important to patients
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Challenges to meaningful engagement
Understanding of trial design (meaningful endpoints and 
data, measuring outcome, control arms) 
Understanding the regulatory framework, standards, and 
requirements (level of evidence)
Legal and practical limitations facing sponsors 
(promotion v. education and engagement)
Division within patient communities and healthcare 
professional organizations
Different objectives or agendas among organizations
Disagreement on meaningful measurement 
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Testing Your Knowledge!
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What is FDA’s Public Health Mission?

Ensure the _______, __________, and 
________of human and animal drugs, biological 
products and medical devices
a. Safety, effectiveness and security
b. Accuracy, effectiveness, and purity
c. Timelines, reliability and security
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Who can report adverse events to the 
MedWatch Program?

a. Healthcare professionals
b. Patients
c. Consumers
d. Industry/Pharmaceutical Companies
e. All of the above



56

How can MedWatch reports result in 
improved product safety?

a. By updating the product label.
b. Requiring a medication guide.
c. Requesting a product to be removed 

form the market.
d. a and b
e. All of the above
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How can you be involved in the FDA 
decision making process?

a. Attend an FDA Advisory Committee meeting.
b. Attend a protest at the FDA. 
c. Participate in webinars and workshops hosted 

by FDA experts. 
d. a and c
e. All of the above
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Which is Not Regulated by the FDA
a. Tamper-resistant packaging for over-the-

counter (OTC) drugs
b. Child-proof packaging for OTC drugs
c. Plastic containers for soft drinks
d. Valentine heart box containing chocolates
e. Tube containing medical ointment
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steve.morin@fda.hhs.gov

mailto:steve.morin@fda.hhs.gov
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