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Learning Objectives 
 • Introduce the FDA Office of Health and Constituent 

Affairs (OHCA) 
• Share examples of ways to advance FDA messages 

and be involved in FDA processes 
• Describe the FDA MedWatch Program 
• Identify the types of adverse events and product 

problems that should be reported to FDA 
• Explain how to submit a report to the FDA MedWatch 

Program 
• Summarize how to obtain safety information from 

FDA MedWatch 
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FDA Regulates $1 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 lipstick  
go grocery shopping  

get a flu shot or a mammogram….  
 

You have been touched by the  
U. S. Food and Drug Administration.  
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A) Aspirin 
B) Anti-lice shampoo 
C) Insect repellent 
D) Lipstick 

Assessment question-  
Which is Not Regulated by the FDA 
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Assessment question-  
Which is Not Regulated by the FDA 

a. Spam 
b. Puppy food 
c. Chocolate covered cherries 
d. Frozen spinach 
e. Imported caviar 
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Assessment question-  
Which is Not Regulated by the FDA 

 
a. Illegal heroin use 
b. Veterinary tetracycline 
c. Barbiturates 
d. Medical oxygen 
e. Methadone 
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Assessment question-  
Which is Not Regulated by the FDA 

 
a. Kidney dialysis machine 
b. Tongue depressor 
c. Toothpaste 
d. Fluoridated toothpaste 
e. Hair dryer 
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Assessment question-  
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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Office of the  
Commissioner 

Office of  
Regulatory  
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Food  
Safety & 
Applied  
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Drug  
Evaluation 
& 
Research 
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Evaluation 
& 
Research 

Center for 
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Radiological 
Health 
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Veterinary 
Medicine 
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Veterinary Medicine 
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& Tobacco 
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Reg. Ops & 

Policy 
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FDA's Office of Health and Constituent Affairs (OHCA) serves as the liaison 
between FDA and stakeholder organizations to educate constituents on FDA 

related issues and activities.  
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Collaboration and Engagement Examples 

• Webinars 
• Publishing 
• Memorandum of Understanding 
• MedWatch 



Advance our Reach through Webinars 
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 Advance our Reach through Publishing 
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 Advance our Reach through MOUs 

http://www.medscape.com/partners/fda/public/fda 

http://www.medscape.com/viewarticle/871284
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MedWatch: a Vehicle to  
Engage with FDA 

 
1. A way to send information IN to FDA 
2. A way to get safety information OUT from FDA 

 

www.fda.gov/medwatch 
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Why Report? 

“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 

 



MedWatch - Reporting IN 
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FDA 

Anyone can report a problem 



MedWatch 
Reporting IN 

 
 

• One person can 
make a difference. 
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True or False. You must be a healthcare 
professional in order to submit a report to 
MedWatch. 
 
False 

 
Assessment question  

 



MedWatch - What to Report 
 

• Serious events 
• Medication errors 
• Product quality problems 
• Potential for error 
• Non-serious events 
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Reporting IN – Serious events 
 

• Any event that: 
– Is fatal 
– Is life-threatening 
– Is permanently disabling 
– Requires/ prolongs hospitalization 
– Causes a birth defect 
– Requires intervention to prevent permanent impairment or 

damage 
– Potential for harm/close calls (drugs or devices) 
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Reporting IN – Potential for Harm 

 
• FDA is also interested in cases 

where the potential for harm 
exists 
 

• Such reports help FDA identify 
and better understand the risks 
associated with medical 
products 

 

http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/TubingandLuerMisconnections/ucm313275.htm  
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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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MedWatch Reporting- 
VOLUNTARY 

Clinician Form 3500 Consumer/Patient Form 3500B 
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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 

 



Responsive Design 
 

• First for FDA website 
• Screen will adjust to 

device used to access web 
page: i.e. tablets, smart 
phone 
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How do I report? 

Report 
A 
Problem 

www.fda.gov/medwatch 
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How do I 
report? 

– Online  
– Mail/Fax 
– By Phone 
1-800-332-
1088 

www.fda.gov/medwatch 
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Assessment Question  
  
 The FDA will accept your adverse event report by 

which of  the following methods?  
 

A) Mail  
B) Online submission  
C) Fax 
D) All of the Above  
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Patient 
Identifier 

Product 

Event or     
Problem 

Reporter 

Four Minimum Elements 
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Assessment Question  
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. 
 
Question: Does Case #1 contain the four elements needed to 
file this report into the MedWatch database? 
 

Yes 
No 
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What makes a good report a 

Great  report ?  
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Quality is Key: Case #2 

• 59-year-old male ABC123 with 
type 2 diabetes, 
hyperlipidemia, and 
hypertension. No history of 
liver disease. 

• Started Drug X on February 11, 
2015. 

• Other medications: Drug Y and 
Drug Z. 

• Labs drawn on Feb 11 revealed 
Liver enzymes, INR, creatinine, 
and bilirubin all within normal 
limits.  

• No alcohol use. 

• 8 weeks after starting Drug X 
patient presented to ER with 5 
day history of jaundice, dark 
urine, and nausea/vomiting. 

• He was admitted to ICU and 
subsequently diagnosed with 
acute liver failure. 

• Drug X stopped upon 
admission. 

• Viral hepatitis was ruled out. 
• 7 days after stopping the 

medication, all lab values 
returned to normal. 

• Reported by ST 



What Happens to Your MedWatch 
Report? 

 
– Report is captured in a database 
– FDA safety evaluator use a variety of methods to screen 

database 
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How can MedWatch Reports Result in 
Product Changes? 

 
– Update the product label 
– Request a change in the product’s design, process, 

packaging, or distribution 
– Request a product recall 
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MedWatch-Safety OUT 

• Subscribe 
to 
MedWatch 
– E-list 
– Twitter 
– RSS feeds 
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MedWatch-Safety OUT 
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Follow @FDA MedWatch on Twitter 



45 

 FDA Case Studies 

http://www.fda.gov/ForHealthProfessionals/LearningActivities/default.htm 
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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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Assessment Question  

 
What is MedWatch? 
 

A way to send information to FDA on problems with 
medical products 
A way to receive safety information from FDA 
Both A and B 
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Thank You! 
Questions? 

  
 

Teresa Rubio, PharmD 
Food and Drug Administration 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

 
teresa.rubio@fda.hhs.gov 
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