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Division of Drug Information (DDI)

 DDI is CDERs focal point for public inquiries regarding
human drug products

e The mission of DDI is to optimize CDER's educational
and communication efforts to our global community

 We support the FDA mission to promote and protect
public health
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Reporting Side Effects

Food and Drug Adminisfraﬁah
=MEDWATCH
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FDA MedWatch Program

Reports IN MedWatch Safety OUT

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

Reports about problems with
medical products come IN
to MedWatch



rl.) ﬁ U.S. Food and Drug Administration www.fda.gov
Il Protecting and Promoting Public Health

ﬂ“Why Report?

Pre-Marketing Clinical Trials are limited to:
« Size of the patient population studied

« Narrow population — often not providing sufficient data
on special groups

 Narrow indications studied

e Short duration
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Benefits of Post-Marketing Monitoring

The abillity to study the following:

Low frequency reactions (not identified in clinical trials)

High risk groups

Long-term effects

Drug-drug / food interactions

Increased severity and / or reporting frequency of known reactions
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Wo Should Report?

Anyone can
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\/Iake a Difference

One person can
make a difference
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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)

What to Report

www.fda.gov

q\gx_/u 1 J’://! 1 4
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Medical Devices

£

Combination Products Special Nutritional
Products
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. . . ) e nine Reporting Form 3500 - Mozila Firefox = ;mum‘ - :
Food and Drug Administration ’ \ _a.. o v:w g;g wm ?_*; o 00 a...;m ::.\ﬂgwwmm .
J — —

e How to Report:
— Online
(www.fda.gov/medwatch)
— Download the form
e Malil
 Fax 1-800-332-0178

For questions about the form:
1-800-332-1088

10
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MedWatch Form 3500A

U.S. Department of Health and Human Services Foc use by . =
Food and Drug Adminisiration isteibrarors and i

ot “""::;‘Tif  —— MANDATORY Form 3500A

C.§
1_
:
:
- — :
1. [] Adverce Event  andar ] 0, b age,w . .
1-?@*&:,.#“““ : ER— e — » User Facilities (medical devices)
e ey | T
g wone=t ] o e 2 Clves Clne oo
e —— | = e |
= =2 2 [Jves [Ine []5050
. Desaribe Event or Problom NDC# or Unique: - Dm D Dm"

a  Manufacturers
— Drugs
Biologics

PLEASE TYPE OR USE BLACK INK

= — Human Cell and Tissue
B Products

e — OTC Products
e || T — Medical Devices

E. INITIAL REPORTER

1. Mame ana ASOrecE

E

(Continue on page3) 11
mm':;i?nd report does not G i dical = Hearth = Govupation < e Al Serd
e o comerite i e < man erpre Ov= On [Jves [0 [Jues
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MedWatch Form 3500

LS. Dapartmant of Haalth and Human Services

MEDWATCH

Tha FDA Safety Information and i
Adverse Event Reparting Program Pagelof

A. PATIENT INFORMATION

" AQa at of Event or
Date of Birth:

For VOLUNTARY reporting of
adverse events, product problems and
product use errons oy

Form Approwed: DM 1o, 0010-0201, Expires: 12012011
Sew OMD Matemont o Ve,

Triags unit

2.

& Desoribe Bvent, Problem or Product Use Error

1, Advarsa Bvarnt  [7] Product Problem (o.0. d _|= DOves OO CIfoemrt
=] Error ] af Same Madicine | |52 7 Dives ClNe []0oesm
E e anar oy e e e e st W Resgranr At
Dacies: e 00 sty or Pasmanent Damage g D0Ovw O ﬂmﬂ
gwﬁmuwgawhmwmm, e T wlriian w2 Oves s C)7esn
] Required intarvention ta Prevent Parmanssil (Davices) 9, NDG # or Unkque 1D

3. Date of Event (mmdyyyy] & Data of hia Repert (mmdyyys?

7. Othar Ralevant Histary, Including Prosxisting Medical Conditians o g.
mmkwm-mgmmwmmmymmi

€. PRODUCT AVAILABILITY
Product Avaitable for Evalustion? (Do nof send product fa FOA}
Clves [Jue ] Retumed i Manufactrar coc

D. SUSPECT PRODUCT(S)

#1 Name.

3 ror Mame, tale
(@ Modal#
| Catalog #
Barial #
I nplanted, Give Date (mmiidiyy) | 2 "!!ﬂmud.ﬂnm
ghe-use Davice that was Reprocessed and s

Yb.- Clto

4. Also Reported to:

[ ¥as [JHa

2. I you do NOT want your kdentlty di

closed
0 the manulactsrer, place an “X" in this boa: [ ] [ Drassibutarimpense

FORM FDA 3500 {1/0%) Gubmission of & report ot cansiitule an admissicn thal medical personnal or the preduct eaused or contribubed (o the evenl.

Patient Identifier

Event or Problem

Reporter

Product

www.fda.gov
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MedWatch

Form Approved: OMB Mo, 0910-0201
Expiration Date: 652072015
(See PRA Staement on preceding
gemera! infom #ion page)

DEPARTMENT OF HEALTH AND HUMAN SERVICES
i Food and Drug Administration

MEDWATCH Consumer Voluntary Reporting
(FORM FDA 3500B)

Section A - About the Problem
Whatkind of problem was it7 (Check a8 that apply) Did any of the follaning happen™ (Check all tha apoly)

D WMere hurtor had a bad side effect froluding mew or |:| Hospitalzation — admitted or stayed longer
worsening sy st s) D Required help to prevent parmanent harm (e & edica!
D Used a product incorrectly which could hawve or ledto a devices omly)
problem N
[7] pisability or heatth problem

[] Moticed a problem with the quality of the product ] Bith defect

[] Life-threatening
[] Death (irolude date):
[] Others eriousiimportant medical insident (Flease descite detow)

I:l Had problems after switching from one product maker
to another maker

[ ate the problem occurred (mar vy

Tellus what happened and how it happened. (iclide 25 mrany details 25 possible)

List any relevart tests or laboratory data ff you know them. frckide dates)

[az]]

Ford problem with @ product, incieding
= prescription or over-the-counter medicine
hiologics, such a3 human cells and tissues used for transplantation c

(for example, tendons, igaments, and bone) and gene therapies Go to Section B
nutrition products, such as vitamins and minerals, hetal remedies, infant

farmulas, and medical foods

cosmetics or make-up products

foods (including beverages and ingredients added to foods)

For a problem with a medical device, inciuding

= any heafth-related test, tool, or piece of eguipment
health-relsted kits, such as glucose monitoring kits or blood pressure cuffs
implants, such as breast implants, pacemakers, or catheters
other consumer health products, such as contact lenses, heating aids, and
breast pumps

|j> Go to Section C
(Skip Section B)

Subrrission of @ report does not constitute an admissiontha medica
personnel orthe product caused or contributed tothe ewvent.

MadWakdh Consurmer Yoluntary Reporting Page 1of 2
=

Far mere infor mation, visit ki dvww fda.goMed Watch

FORM FDA 3500E [4/13)

www.fda.gov

Form 3500B

* Includes 4 primary components

o Patient
* Product
 Event

* Reporter

» User-friendly format for non-health

care professionals

13
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Reporting Online

Safety -

Home > Safety > MedWatch The FDA Safety Information and Adverse Event Reporting Program

MedWatch The FDA Safety MedWatch: The FDA Safety Information and

Information and Adverse Event

ferits S Adverse Event Reporting Program

Subscrnbe to MedWatch Safety
Alerts

Safety Information

Reporting Serious Problems to

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

Resources for You

« 2014 Safety Alerts for Hum___L ! Report a Problem 1 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 Rhizop.
and consumers how to report oryzae, which may cause health problems to consumers, particularly premature infants/infants, children,
problems o FDA and those with weakened immune systems. Posted 11/17/2014

» Medical Product Safety
S :\M o e October 2014 Safety Labeling Changes includes 37 products with revisions to Prescribing Inforn

www.fda.gov/medwatch 14
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e ttrneks, The DA Sufety Information and
WM{?___,WCH Adverse Event Reporting Program

MedWatch Online Voluntary Reporting Form

Begin Report As a:

Welcome

What to Report to FDA MedWatch: e /

Use the MedWatch form to report adverse events that you observe or suspect for human medical products, including serious drug side effects, product use
errors, product quality problems, and therapeutic failures for:
» Prescription or overthe-counter medicines, as well as medicines administered to hospital patients or at outpatient infusion centers

Consumer/Patient

bv,'; 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 Rep O rtl n g On I I n e
» Special nutritional products (dietary supplements, infant formulas, and medical foods) M O b | | e Fr | en d |y

+ Cosmetics

» Foods/beverages (including reports of serious allergic reactions)

MedWatch Voluntary Report

7

/4

X}

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

www.fda.gov/medwatch/report 15



rl.) ﬁ U.S. Food and Drug Administration www.fda.gov
Il Protecting and Promoting Public Health

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.

16
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How Can MedWatch Reports Result
In Regulatory Action?

REGULATORY
ACTION
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Find Drug Information

18
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U.S. Food and Drug Administration

Recall -- Firm Press Release

FDA posts press releases and other notices of recalls and market withdrawals fram the firms involved as a senice to
consumers, the media, and other interested parties. FDA does not endorse either the product or the company.

Wallcur Practi-0.9%. Sodium Chloride-IV Bags 50 mL,
250 mL, 500, mL, and 1000 mL Wallcur Practi-0.9%
Sodium Chloride-IV Bag with Distilled Water 100 mL

Contact:
Consumer:
619-702-4333

FOR IMMEDIATE RELEASE — January 7, 2015 — San Diego, CA— This letter is to nofify you of a product recall invahing
Wallcur's Practi-0.9% sodium chloride IV bags supplied in 50 mL, 250 mL, 500, mL, and 1000 mL sizes and the Practi-0.9%
sodium chloride 100 mL IV solution bag with sterile distilled water.

As you know, all of Wallcur's products are intended for training, simulation, and educational purposes only. Recently some of
Wallcur's training products were not used for their intended purpose. Specifically, despite the fact that the products are
intended “for clinical simulation” only, we are aware of reports that these products have been used outside of their intended
use and administered to patients. Because these products are notintended for human or animal administration, and are nat
sterile, administration ofthese products could resultin adverse events.

We began shipping this product on May 22, 2014. Immadiately examine your inventory, quarantine the products subjectto
recall, and return them to Wallcur. In addition, if you are a Wallcur distributor, or have further distributed or sald this product,
please provide Wallcur with a list of your customers the products were distributed or sold to, and notify them &t once of this
product recall. Your notification to your customers may be enhanced by including a copy of this recall notification letter along
with a copy of the enclosed product labels to make the products easily identifiable atthe user level. Please also natify your
customers that have purchased these products that the products are for demonstration, training, and educational purposes
only, and natfor human or animal use

Your assistance is appreciated and necessary to prevent use of these products in humans or animals. Please complete and
return the enclosed response form as soon as possible. If you have any questions call Carla Sanderson at 619-702-4333.

This recall is being carried out with the knowledge of the U.S. Food and Drug Administration

In addition to the recall, as a precautionary measure, if you are a Wallcur distributor or reseller, we are requesting that you
ensure your websites, catalogues, and other print materials advertising these products and any other Wallcur products
prominently display the following language

“THIS PRODUCT IS FOR TRAINING PURPOSES ONLY. NOT FOR HUMAN OR ANIMAL INJECTION.®

Wallcur intends to add product enhancement labels containing similar language to the IV bags prior to future distribution.

www.fda.gov

q U.S. Food and Drug Administration
WA_ Protecting and Promoting h

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biclogics | Animal & Veterinary | Cosmetics | Tobacco Products

Drugs

Home » Drugs » Drug Safety and Availability

Drug Safety and Availability

Drug Alerts and Statements
Medication Guides

Drug Safety Communications

Drug Shortages v

Postmarkt Drug Safety
Information for Pstiens and v
Froviders

Information by Drug Class

Medication Emars

Drug Safety Podcasts v
Safe Use Initiative v
Drug Recalls

Drug Supply Chain Integrity v

FDA’s investigation into patients being injected
with simulated IV fluids continues

f SHARE | W TWEET | in LINKEDIN | @ FIN T | @ EMAIL | & PRINT

[Updated: 04/08M 5] FDA's laboratory analysis of Wallcur's simulated Practi-0.9% sodium chloride IV is now
complete. FDA sampled 11 of Wallcur's simulated saline solution bags and identified large amounts of endotoxin
and significant bacterial contamination in the samples.

These include bacteria (e.g., Bacillus spp., Brevundimonas sp., Pseudomonas spp., Rhizobium radiobacter,
Sphingomonas Koreensis, Sphingomonas trueper, Sphingobium sp.). 1tis possible that additional bacteria are
presentin other bags that were notincluded in this analysis.

Laboratory testing confirmed that samples of Wallcur's simulated Practi-0.9% sodium chloride [V solution
products that FDA tested do NOT contain

» yeastormold;

» significant levels of lead, arsenic, cadmium, cobalt, chromium, nickel, selenium, thallium, or vanadium;

» drugs or poisons;

« dioctyl phthalate (plasticizer).

FDA is aware of more than 40 individuals who received infusions of the simulated Practi-0.9% sodium chloride IV
products; 26 of whom reported adverse events thatranged from flu-like symptoms to sepsis, a potentially

life-threatening complication of an infection. Ofthose 26 individuals, 2 deaths and 11 hospitalizations were
reported.

FDA s reiterating its previous recommendations that ask health care professionals and consumers to do the
following:

» Visually inspect all current IV solution bags. Ensure none of the bags are 1abeled “Wallcur,” “Practi-0.9%
sodium chloride,” or *For clinical training purposes only”,

» Consider reviewing clinic procedures and make sure there are procedures in place to visually inspect all future
shipments of IV products to ensure they are appropriate for patient use;

» Seek medical attention if you were given a simulated Practi-0.9% sodium chloride product and you experience
the symptoms described above;

» Reportany suspected adverse events associated with accidental or intentional exposure to simulated products

to FDA's MedWatch program online or at 1-800-332-1088
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CDER Social Media
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éb Addresses:

»Drug Information Update Mailing List:

» https://service.govdelivery.com/accounts/USFDA/subscriber
/new?topic 1Id=USFDA 17

»MedWatch Mailing List:

»https://service.qovdelivery.com/accounts/USFDA/subscriber
/new?topic 1Id=USFDA 46

» Twitter: Follow us:
»@FDA Drug Info
»Drug Safety Podcasts:
» http://www.fda.gov/DrugSafetyPodcasts
»Drug Safety Communications:
» http://www.fda.gov/DrugSafetyCommunications

22


https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_17
https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_17
https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_46
https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_46
http://www.twitter.com/fda_drug_info
http://www.fda.gov/DrugSafetyPodcasts
http://www.fda.gov/DrugSafetyCommunications
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Engage with CDER

23
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2015 Write-in Campaigns

Duchenne Muscular . Vascepa

Dystrophy — Drisapersen,

Eteplirsen . Sayana Press
Amyotrophic Lateral . Spinal Muscular Atrophy
Sclerosis — Genervon’s

GM604 - Move-On petition — Narcan

Clozapine REMS

Country of Origin

24
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Talk to us

Division of Drug Information
Call: 855-543-3784
301-796-3400
Emaill: druginfo@fda.hhs.gov
Website: www.fda.gov/aboutDDI

25
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