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Learning Objectives

e Describe the FDA MedWatch Program.

 |dentify 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.

e 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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Assessment Question 1

Which is Not Regulated by the
FDA?

A) Aspirin
B) Anti-lice shampoo

C) Insect repellent
D) Lipstick
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FDA MedWatch and
Patient Safety

 Reports IN

— Reports about problems with medical products come
IN to MedWatch.

o Safety OUT

— Safety information about medical products goes OUT
to health professionals, patients, and consumers.

Your gateway for learning about important safety
Information and reporting serious problems with
medical products.
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Why Report?

 Not all products have clinical data/trials before
clearance to market

o Limitations of clinical trials to identify safety
signals before marketing

 Number of patients tested may be too small to
detect serious but rare problems

e Trials are brief
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MedWatch
Reporting IN

U.S. Food and Drug Administration
EDA US:F |

 Anyone can ﬁ
report a
serious
problem.

Walla Walla, WA — Pharmacist
Sacramento, CA — Nurse
Houston, TX — Dentist
Tallahassee, FL — Consumer
Portland, ME — Physician Assistant

www.fda.gov
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I\/I edWatch

Reporting IN
 One person can

make a
difference.
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MedWatch - What to Report

Medical Devices

3

Combination Products Special Nutritional
Products

 Any event that:
— |s fatal.
— |Is life-threatening.
— Is permanently disabling.
— Requires/ prolongs hospitalization.
— Causes a hirth defect.

— Requires intervention to prevent permanent impairment
or damage.

— Potential for harm/close calls (drugs or devices).

11
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MedWatch - What to Report

Labels- Expression of Strength

Before

NDC 0009-7529-01

CAMPTOSAR®

. N InjeCtion

irinotecan hydrochloride
injection

20 mg/mL

{on basis of trihydrate)

Caution: Federal law prohibits
dispensing without prescription.

Warning: For intravenous use

| B Pharmacia&Upjohn

only—must be diluted before use.

After

NDC 0009-7529-01

', A CAMPTOSAR™
hl A\ . Injection

irinotecan hydrochloride
injection

100 meg/5 mL
(20 mg/mL)

— on basis of trihydrate

Caution: Federal law prohibits
dispensing without prescription.
Warning: For intravenous use
only—must be diluted before use.

. I
E Pharmacia &Upjohn !
2

5 mL Vial
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Reporting IN — Potential for Harm

IV tubing erroneously connected to enteral feeding tube

FDA is also interested In
cases where the potential for
harm exists

WARNING: Photographs depict IV tube erroneously

N e iy " Such reports help FDA
- | ' identify and better
understand the risks
associated with medical
products

CASE STUDY

» A child had both a gastric feeding tube for nutrition and an IV for medicine and hydration

» When the child’s gown was changed, a family member inadvertently attached the IV tubing to the gastric
feeding tube

» The medicine was delivered through the feeding tube into the stomach

#» There was no patient harm since the event was noted in a timely manner

POTENTIAL FOR HARM: Moderate

http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/TubingandLuerMisconnections/ucm313275.htm


http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/TubingandLuerMisconnections/ucm313275.htm
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Assessment Question 2

True or False. You must be a
healthcare professional in order to
submit a report to MedWatch.

False

www.fda.gov
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MedWatch- Reporting IN

 How to Report:

— Online
(www.fda.gov/medwatch/report.htm)

— Download the form
 Malil
e Fax 1-800-332-0178

e For questions about the form:
— 1-800-332-1088.

15
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MedWatch Reporting - VOLUNTARY

Clinician Form 3500

Resed Form

U5, Degartment of Health and Human Servies

Consumer/Patient Form 3500B

Form Agproue: DMS No. 0S10-0251, Expies: 5502015
e PRA siatement an

MEDWATCH e e, prodoc b e .
nt ion an: re emem SER
morA syt s o AT D T

IENT INFORMATION 7_ Dot

Evert Reporing Sysem ()

it the information L9

Wl:l‘i:mﬁi,m 2 aal drugs oF m [ e sernousimpenant medieal ncident (Pease desene belont
T ey approved
- — ‘B e shiacdied, not yol A T
o ot o ot o ooy oo etc) ecschon of 10 e

e——o =1 TCH -]
Ry e [ MEDW A FORM FDA 31500B)
1 = Cves v CIg08m 'a
"= 22 [Jves [Jno []Doesnt
2. Outcomes Atiributed to Adversa Event 4. Diagnosis or Reason for Use (indication) | A ——— AP
(Check 30 that 3pply) # &Elll Aner
[ e ] ooty orper
— Es 21 CJves N0 [Jo0ssrt 7
] te-trestennny ] Congenta Aoply \pihen do | use this form
] Hosptatzation - msator protongen (] ctrer Seous (mportant Medcat Everis) | [ 5. L0EE 7 ExprafionGata |2 L1es %0 [I5085M =“,n.muﬂm¢l‘lﬂ-ﬂ"ﬂ ’ i
o # "‘ 5 WDC % or Uniqus 1D = Ym-“uhﬂﬂ'iﬂd wking -mﬁ'traﬂi
3 all o Evarl FREETT ERE T = = Inm”th:ﬂﬂ:la i
‘5. Describe Event, Problem or Product Uss Error 1. Brand Nams wmﬂ“ ‘“mun Mmm
adadt, OF)
ypid & 0. =
o B |“’ Procods = \'Wm s o s L] EDA e e s e Approvd OMS o 05700251
m m u & Drug Asesiniatrs xpraten Date: e
Z i 1 (5w £RA Statenmect o0 preceding
=l 3 Hame, Gy o W noboad & ik MEpWarcH Consumer Voluntary Reporting Qenet inkamation page)
5 produtt, o i 'W'“ (FORM FDA 35008)
o
5)1 & Modal # Lot# 5. Operator of Device ‘| hmp‘m E Section A - About the Problem
2 [t Proessionat = e “m Bl [Fetna crorotm was 17 (cveck o0 ot sot 55 ony o e Rakoming happan? (Chack o8 o anai
3 e [mP swiching o I Wes s i st g oowor | [ otz - st s ke
e
commncnpres e ¢ ysa this forme o [ e
e s Don’t usd i S —
— gt ORI | 0w ot | [ oo
TR G OFR e | ¥ SR Do s + Wacanes | g s g v ans ot s

[ Lietresianiog
L] Deatn et dwe):

Telus and

Listany relevant ests or laboratory data # you know hem (Inclode dotes)

C. PRODUCT Name:
Promuct Avallsbis 1o EVANISBOR? (Do not 520 prous 10 FOA) aaess:
[Clves [Ino [ Retumeato Manuractures an: E
= Soe 2 Fora probiem win a produet, Ineuing
ham. o - prescrption o over-ecoune medicre
o1 ame: + Biioges, e 23 ruman cets and tssues usad for ansplaniaton
Strengin: er mxampie, tendons, AGaTEREs, a0 bone) anG pene erApies ) cotsectons
i 7 2 o B i ———— el emecies,intant
e []ves [t B S— iz, and mesica
Strengin: 5 1 you o NOT want your idsntsy Reosed o ] ser Facmy ‘W'“ﬁ“"mﬂm "
yanraurer: i oot
FORM FDA 3500 23] Sibmeden s SR e e

Far a problem with a medical device, including
« any heatrrelales test, 1ool, or piece of ecuipment

breast pumps

+ imekants, such a8 Dreast mpianis Cacemabers, o calheters.
+ Dier coNSLMEN NEGI ProduEts, SLICh 36 CONEAES lenses, Nearing ails, and

Eb Go ta Section ©
(Ship Section B)

For more information, wiit i e 4 guw Madarch

personnl or the peoduct sused or sontriuted 1o the event

FORM FDA 35008 (4/13)

MiadWatch Consumer Vetuntary Reporting Foge 1013
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MedWatch Reporting - MANDATORY

| Pt | mextPage || Resetfom | Deletepage | DeefeMulbipe Pages | S
Sex OME tiniement on versz.
U.5. Department of Health and Human Servi . Tt
Food and Drug Adminisiraton oes Fos use by . F" ’

MANDATORY Form 3500A | wwe.,
. User Facilities (medical

devices)
 Manufacturers

— Drugs

— Biologics

PLEASE TYPE OR USE BLACKINK

Modsl 8 Lok: % Operator of Devics
[[] Heaith Prosessicrat
Catalog Expiration Dabs [mmtayyyy
[[] Lay UsenPatient
— Human Cell and - - o
impilanted, Give Dats (mmidgyyyy) It Explanied, Glve Date [mmiodyyry)

B
{Confinue on page 3}

Tissue Products e i ——
— OTC Products P e
— Medical Devices

[7- Ofhar Fskevant History, inoluding Presxisting Medical Condl 22

|_ (Conrinue on page 3) |

suhm;:'se'inn ofarl;gmqnes not constitute an admission thitmedr'::: = Heasin Frofeceional? | 2. Oooupation = mﬁmuﬂ
personnel. user . im . distributor. manufacturer or
B oo e, & pre Ov= O [dves [Ino [ uns.
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Responsive Design

e First for FDA website

e Screen will adjust to
device used to access
web page: I.e. tablets,
smart phone

18
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How do | report?

Safety =

R e p O r t Home » Safety » MedWatch The FDA Safety Information and Adverse Event Reporting Program

MedWaich The FDA Salely MedWatch: The FDA Safety Information and
Information and Adverse Event =
A Reporting Progrem Adverse Event Reporting Program

Subscribe to MedWatch Safety
Alerts

Safety Information

I rO b I el I l Reporting Serious Problems to

FDA R N Your FDA gateway for clinically important safety information and reporting
=MepWAarcH serious problems with human medical products.

Resources for You 0
. . — '
« 2014 Safety Alerts for HUER——— ! Report a Problem i Safety Information ¥ Stay Informe

Medical Products

« Contact Information For
Voluntary Adverse Event

Reporting What's New

« MedWatchlLearn - Teaching
students, health professionals, * ABC Dophilus Powder by Solgar, Inc: Recall - Risk of Infection The product was found to contain Rhizopu
and consumers how to report oryzae, which may cause health problems to consumers, particularly premature infants/infants, children,

problems to FDA and those with weakened immune systems. Posted 11/17/2014

« Medical Product Saf
,:e‘?aro ;ﬂc\aitz » October 2014 Safety Labeling Changes includes 37 products with revisions to Prescribing Inform

www.fda.gov/medwatch E


http://www.fda.gov/medwatch
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O LE 14 d0 OIMOLING 0 ] ]
ool i By Mt

 MenWarsg The FDA Sufety Information ﬁi
WMLWCH Adverse Event Reporting Program

MedWatch Online Voluntary Reporting Form

Begin Report As a:

Welcome

\ Health Professional
What to Report to FDA MedWatch: e /

Consumer/Patient

Use the MedWatch form to report adverse events that you observe or suspect for human medical products, including serious drug side effects, product use
errars, product quality problems, and therapeutic failures for:

» Prescription or over-the-counter medicines, as well as medicines administered to hospital patients or at outpatient infusion centers
o Frequently Asked Questions
» Biologics (including blood components, blood and plasma derivatives, allergenic, human cells, tissues, and cellular and tissue-based products (HCT/Ps))

» Medical devices (including in vitro diagnostic products)

» Combination products R t . O I .
» Special nutritional products (dietary supplements, infant formulas, and medical foods) e p O r I n g n I n e
» Cosmetics

» Foods/beverages (including reports of serious allergic reactions) IVI O b I I e- Fr I e n d I y

MedWatch Voluntary Report

/
r
\\K

About Problem About Device About Product About Patient About Reporter Review & Submit

www.fda.gov/medwatch/report "


http://www.fda.gov/medwatch/report
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Ty SSm ent Question 3

The FDA will accept your adverse event report by
which of the following methods?

A) Mall

B) Online submission
C) Fax

D) All of the Above

21
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What makes a good report a

Great report ?

22



U.S. Food and Drug Administration www.fda.gov
FID/A

Protecting and Promoting Public Health

Reporting Tutorial — MedWatchLearn

o O n I I n e p raCtI C e tof Health & Human Services —
portal FDA e =MepWartn

— Students/Healt ~ MEDWATCHLEARN

FDA MedWatchLearn teaches students, health professionals, and consumers how to complete the forms necessary to report problems to FDA. Here,
you have the opportunity to practice filing cut FDA Form 3500 (for health professionals) or FDA Form 35008 (for consumers).

.
I l I rOfe S S I O I I aI S Learn more about MedWatch medical product safety or submit an actual report.

To start, select either “Students and Health Professionals” or “Consumers.”
— Consumers
S t .

— Learn how to
fill out a Studerts and Hoat Consumers

(FDA Forn

M e d WatC I I This site performs best with Internet Explorer 9 or higher, or recent versions of Firefox, Safari, and Chrome web browsers. If you experience problems

viewing or printing pages, try updating your browser to the latest available version.

I t e p 0 rt Page Last Updated: 05/29/2013

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
MedWatchLearn v1.0

www.fda.gov/medwatchlearn ’3
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Reporting Tutorial - MedWatch Learn

f Health & Human Services

Food and Drug Adminstration

EDA US: Food and Drug Administration —MenWarru

Protecting and Promoting Your Health

and oting Your

MEDWATCHLEARN e i

We've provided case studies for the four calegories of problems with medical products. You will have an oppariunily to praclice completing FDA Form
3500, OUr VoURLarY rePOFIINg fofM or NN PrOTESSIONaIS, USINg MESE Case SIUTEs. We ENcourage you 10 also DECoMe familar Wil our form for
consumers, FDA Form 35008, and educate your Patients on feporting aaverse events.

. e
[EDYA U-S: Food and Drug Ad =MEepWATCH
I D a N

FDA MedWatchLearn teaches students, health professionals, and consumers how to complete the forms necessary to report
N These case studies are based on actual reports received by the FDA and selected for this portal because of the quality of the repert Personally
you have the opportunity to practice filing out FDA Form 3500 (for health professionals) or FDA Form 35008 (TOr CONSUMErs). | eenmabie nomation nas been changed to maintain configentalty. To begin, cick on one of he ase studle:

NOTE: This is a training site; therefore, reports you complete will not be saved and submitied to FDA. To submit an actual report, 9o fo the MedWatch
©niine Voluntary Reporting page.

Learn more apout MedWatch medical product safety or submit an actual report.
Adverse Effects

Any Incident In which a medical ProGuct was SUSPEcted 10 Nave resulled In an Undesirable

To start, select either “Students and Health Professionals” or “Consumers.” . expenence for the patient

ic Product

ical Food

Supplement

Product Use Error

Any medication or medical product eror regardless.of patient involvement and oule
have the capacity such as simiar 1abe ap

Case Study 2 - Medication Error

Students and Health Consumers ne .. ProductProblem
Professionals (FDA Form 35008) BBy concerns about ne quatty authenicty,pertomance,or safey of any medkaton o

ty 1 - Drug

udy 2 — Device

This site performs best with Internet Explorer 9 or higher, or recent versions of Firefox, Safari, and Chrome web browsers. If you
viewing or printing pages, try updating your browser to the latest available version.

with of same
Any difierences in iherapeutic response anter swilching from one manufacturer 1o an

Casa Study 1 — Therapautic Failure

Page Last Updated: 05/28/2013
Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Flayers.
MedWatchLearn v1.0

uilisiy

o and Players,

m Accessibility | Contact FDA Careers FDA Basics FOIA No Fear Act Site Map Transp

24
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What Happens to Your MedWatch
Report?

— Report is captured in a database.

— FDA safety evaluator reviews the report.

— FDA safety evaluator looks for similar reports.

— FDA review division may consult with manufacturer.

— FDA /manufacturer conducts further epidemiological
studies or post-market clinical trials as needed.

25
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How

can MedWatch Reports Result
In Product Changes?

— Update the product label.
— Include a Medication Guide.

— Rec
pDacC

uest a change in the product’s design, process,
Kaging, or distribution.

— Rec

uest a product recall.

26
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edWatch-Safety OUT

U.S. Department of Health and Human Se

U.S. Food and Drug Administration

Protecting and Promoting Your Health

e Subscribe

Home Food Drugs Medical Devices Radiation-Emitting Products Waccines, Blood & Biologics Animal & Veterinary Cosmetics Tobacco Products

Safety = =

to Home » Safety » MedWatch The FDA Safety Information and Adverse Event Reporting Program

: . MedWatch: The FDA Safety Information and
M edwatCh Reporing Program Adverse Event Reporting tI?’,rog ram

Subscribe to MedWatch Safety

= Alerts E]
— E-list
Safety Information

Reporting Serious Problems to

- FDA oo Mg Your FDA gateway for clinically important safety information and reporting
WI e r MEepWArcH serious problems with human medical products.
Mee—

Resources for You

1 i -
2015 Safaty Alerts for Human ¥l Report a Problem i Safety Information = Stay Informed
Medical Products

Caontact Information Far
Woluntary Adverse Ewvent

fe e d S Reporing What's New

MedWatchLearn - Teaching
students, health professionals,

.

Simulated IV Solutions from Wallcur: CDER Statement- FDA's Investigation into Patients being Injected

and consumers how to report UPDATED 01/30/2015 FDA and the CDC continue to investigate multiple instances of simulated saline
prablems to FDA solution being administered to patients and to alert health care providers and regulatory officials to raise
« Medical Product Safety awareness of the potential risk. Originally...

Educational Resources

= 0.9 Percent Sodium Chloride Injection, USPF, 250 mL by Hospira - Recall - Particulate Matter Injected
particulate material may result in local inflammation. phlebitis. and/or low-level allergic response. Posted
01/23/2015

Consumer-Friendly Reporting
Form 3500B (PDF - 1.2MB)

= Bone Graft Substitutes Containing Recombinant Proteins or Synthetic Peptides in Patients Under Age 18:
FDA Safety Communication - Reports of Serious Injuries Risk of excess bone growth, fluid accumulation,
inhibited bone healing. and swelling. Posted 01/21/2015

.

December 2014 Safety Labeling Changes includes 72 products with revisions to Prescribing Information.
Posted 01/15/2015

FDA Approved Safety Information




rl_) U.S. Food and Drug Administration www.fda.gov
Protecting and Promoting Public Health

MedWatch-Safety OUT

ment of Health and Human

U.S. Food and Drug Administration

I X a m p I e O f Protecting and Promoting Your Health

Home Food | Drucs Medical Devices Radiation-Emitting Products Waccines, Blood & Biolocics | Animal & Veterinary | Cosmetics | “obzcco Products

Safety =} =

[] []
I I l d I V I d u al Heme » Safety » MedWatch The FDA Safety Information and Adverse Event Reporting Progiam » Safety Informatior » Safety Alerts for Human Medizal Products

Eszopiclone Containing Sleep Aids: Drug Safety

a Reporing “rograr Communication - Can Cause Next-Day
e C Safety Information Impalrment

Safety Alers for Human Medical Including Lunesta and generics
Products

S a I e t A I e I wacrnas A
Medical Products i
AUDIENCE: Pharmacy, Primary Care Medicne

2014 Safety Alerts for Fuman
Medical Products

ISSUE: FDA has notified health professionals and their medical care organizations of a new warnng that the
insomnia drug Lunzsta (eszopiclone) can cause next-day impairment of driving anc other activities that require

2013 Safety Aler for Fuman zleriness. FDA recommends a decreased starting doss of Lunesia to 1 mg at bedtime. Women and men are

Medical Praducts equally susceptible to impairment from Lunesta, so the recommended starting dose of 1 mg is the same for both.

FDA approved changes to the Lunesta prescribing information and the patient Viedication Guide to include these
2012 Safely Alerts for Fuman rew recommendations. The drug labels for generic eszopiclone products will also be updated to include these
Medical Praoducts changes.

BACKGROUND: A study of Lunesta found ihat the previously recommended dose of 2 mg can cause impairment
to driving skills, memory, and coordination that zan last more than 11 hours after receiving an evening dose (see

Datz Summary). Despte these driving and other problams, patients were ofien unaware they were impaired. The
rew lower recommended starting dose cf 1 mg at bediime will result in less drug in the blood the next day.

RECOMMENDATION: Health care professionals should follow the new dosing recommencaticns when starting
patients on Lunesta. Fatients should continue taking their prescribed dose of Lunesta and contact their nealth
care professionals to ask about the most approprizte dose for them. FDA is continuing to svauate the risk of
impzired mental alertness with ths entire clzss of sleep aid drugs. includ ng over-the-counter drugs available
without a prescription, and will updatz the public as new information becomes available.

[05/15/2014 - Drug Safety Communication - FDA]
Related MedWatch Alert:

[05/44/2013 - Zolpidem Containing Products]

Page LastUpdated: 05152014 28
Mote: IFyou need halp accessirg information in different file formats, see Instructons for Downloading Viewers and Players
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e June 2015

Drug Safety Labeling Changes

The summary view includes drug products with safety labeling changes to the BOXED
WARNING, CONTRAINDICATIONS, WARNINGS, PRECAUTIONS, ADVERSE REACTIONS, or
PATIENT PACKAGE INSERT/MEDICATION GUIDE sections. The “quick view” table below

provides the drug name and sections madified. Click on the drug name to go to the detailed
e at ‘ - view. The detailed view includes sections and subsections modified, a description of new or
modified safety information in the BOXED WARNING, CONTRAINDICATIONS, or WARNINGS

sections, and a link to the revised prescribing information.

Safety OUT oo st s

BW=BOXED WARNING, C=CONTRAINDICATIONS, W=WARNINGS, P=PRECAUTIONS
AR=ADVERSE REACTIONS, PPI/MG=PATIENT PACKAGE INSERT/MEDICATION GUIDE

DRUG NAME SECTIONS MODIFIED
D r u g S afety (Click on drug name to go to detailed view) BW c w P AR PPIIMG
. Enjuvia (synthetic conjugated estrogens, B) Tablets X X X X X
L ab e I I n g Hycamtin (Topotecan) Injection X
(Click on drug name to go to detailed view) BW c w P AR PPIIMG
C h a.n g e S Capoten (captopril) Tablets X X
Jevtana (cabazitaxel) Injection X X X
Rocephin (ceftriaxone sodium) for Injection X X X
(Click on drug name to go to detailed view) BW c w P AR PPIIMG
Angeliq (drospirenone and estradiol) Tablets X X

Monthly Safety Labeling Changes

29
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MedWatch Communication OUT

» Distributes important and timely information about safety issues involving
medical products via MedWatch safety alerts:

e 149 MedWatch Alerts in 2015
— 76 drugs and therapeutic biologics
— 65 medical devices
— 7 products with undeclared ingredients
— 1 special nutritional
o 484 safety labeling changes posted for medical products in 2015

— Update to the prescribing information, package insert, medication
guide, and/or product label

30
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Conclusion/Review

« MedWatch is the FDA's safety information
and adverse event reporting program.

 Through FDA MedWatch, healthcare
professionals should report serious events
adverse events.

 Healthcare professionals can submit the
completed Form 3500 to the FDA MedWatch
system online, by fax, or mail.

31
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Thank You
Questions?

Brenda Rose, PharmD
Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Brenda.Rose@fda.hhs.gov

32
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