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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

dentify the types of adverse events and product
oroblems 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




FDA Regulates $1 Trillion
Worth of Products a Year




Assessment question-
Which is Not Regulated by the FDA

A) Aspirin
B) Anti-lice shampoo
C) Insect repellent

D) Lipstick ?



Assessment question-

Which is Not Regulated by the FDA
Spam
Puppy food

Chocolate covered cherries
Frozen spinach

® o o T D

Imported caviar



Assessment question-
Which is Not Regulated by the FDA

lllegal heroin use
Veterinary tetracycline
Barbiturates

Medical oxygen
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



Assessment question-

Which is Not Regulated by the FDA

d.

® o2 0 T

Tamper-resistant packaging for over-the-
counter (OTC) drugs

Child-proof packaging for OTC drugs
Plastic containers for soft drinks
Valentine heart box containing chocolates
Tube containing medical ointment
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£ FDA In Your




Mexico City, Mexico

San Jose, Costa Rica

Santiago, Chile

United Kingdom
Brussels, Belgium

London,

w China Office
India Office

m Latin America Office

m Europe Office

//’

Beijing, China

New Del
India

Mumbai, Indla

m Office of Regional and Country

Affairs
Y FDA Headquarters
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Office of Foods and
Veterinary Medicine

ED

Office of the
Commissioner

Center for
Food
Safety &
Applied
Nutrition

Center for
Veterinary
Medicine

Office of Medical Products

Office of Global

& Tobacco Reg. Ops &
Policy

Center for
Devices &
Radiological
Health

Center for
Biologics
Evaluation
&

Research

Center for Center for Office of
Drug Tobacco Regulatory
Evaluation Products Affairs

&

Research
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Office of
Health and
Constituent Affairs

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

s
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Advance our Reach through Webinars

FREE WEBINAR [If NOV. 19, 2015 - NOON ET

FDA'S MENU LABELING REQUIREMENTS
WHAT NURSES NEED TO KNOW

%  NOV.4.205-NOONET &

The United States is suffering from an unprecedented
overweight/obesity epidemic and from the chronic
diseases that overweight and obesity exacerbate.
Registered nurses (RNs) suffer from these conditions
as well. RNs need to know the status of their own
nutritional health. They need to know how to make o
the most informed, healthful menu choices when

eating out at restaurants, not only for themselves

but also so they can educate their patients.

FOLLOWING THIS WEBINAR,
NURSES WILL BE ABLE TO:

have to display calories on menus and
menu boards

Identify what type of information will be

By knowing the state of one’s own health and the available on menus and menu boards

of menu choices, RNs can truly be role models,
advocates and educators of healthier lifestyles.

status and intake

Describe methods for nurses to promote

caloric count and sodiumysugar/carbohydrate content 0 Analyze current research on RN nutritional

There are several resources, including the FDA's
upcoming regulations, that will provide menu and
menu board labeling, to assist consumers in making
their most healthful choices when eating out

at restaurants.

and utilize menu labeling and nutritional
facts to increase their own and their
patients’ health and wellness

This continuing nursing education activity was approved by
the Maryland Nurses Association, an accredited approver
by the American Nurses Cradentialing Centar's
on Accreditation.

y Register Today!
CLICK HERE

contact hours, pledise. call
Holly Carpenter af 301-628-505]

Identify types of establishments that will

AN
SCIATION P
LCARE

Home | Membership | Ceriicaion | Educslion  Conferences | Clni

tplace | Publications

Education Collaborating With the FDA to Manage Drug Shortages Log In/View

AACN Critical Care Webinar Series Webinar Series Home

Presented by: Capt. Jouhayna Saliba, PharmD

Live webinar

Duration:

The Joint Commission

FoAa

boratively with ath

the public and he: the most current

A Joint Commission/FDA Webinar
on
Reprocessing of Scopes

Continuing Education
ur of CE @

“The Joint Commission

P A

NAHN

NAHN is also dedicated I

consumers

NAHN News

CONTACT: Celia Besore, MBA, CAE, Execu ctor/CEQ
National Assaciation of Hispanic Nurses, (501) 367-8616

For immediate

jon to Post-

Washingion. DC {Janiafy 15, 2015) — Piease join s on Tuesday, February 10
webinar discussing the impartance of the Fos

12.00 PM EST for an NAHN
Program and provding an

SAVE THE DATE!

rtrofuction to post.marksting drug sy sur 2016 NAHN
July 1215, 2016
MadWatch i the FDN's reporting systamfor acverse avent Founded in 1993, this system of voluntary epofing albws Chitago, IL
nformation 10 be shared with medical profess: « the general public
Leam more about MedWatch and how s rolein pharmacoiglance benefis health and safety. This webinar is designed lo
highlight the MedWatch Program and how nurses can repon adverse events. In addition, y earn the beneits of
MedWatch and how to best leverage the MedWatch resources.
Other objectrves of this webnar include:
* Descritng the Division of Pharmacoviglance's (DPV) key safety rotes in FD&'s Cenfter for Drug Evalualion and Research
(COER
* Underst e reg ch o reporing post markeing ey iformalion
Desc a by FOACDERIDPY
Praserters: Teresa Rublo, Pharm.D., Health Programs Coardinator for the FDA Ofice of Health and Constituent Afiairs and
Charlene M. Flowers. RPh, valuator for the FDA Division of Pharmacovigilance:

ter now at Registration URL: hitps: /attendee golowe! 1
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Advance our Reach through Publishing
hospital

drugsafety

High doses of loperamide can cause

serious cardiac events

ERENDA J. ROSE

FDA is warning that taking higher-than-recommended doses of the
common OTC and prescription antidiarrheal medicine loperamide,
including through abuse or misuse of the product, can cause serious
cardiac events, including Torsades de pointes, cardiac arrest, ventric-
ular tachycardia, syncope, and death. The risk of these serious car-
diac events may also be increased when high doses of loperamide are
taken with several kinds of medicines that interact with loperamide.

The majority of reported serious
heart problems occurred in individu-
als who were intentionally misusing
and abusing high doses of loperamide
in attempts to self-treat opioid with-
drawal symptoms or to achieve a feel-
ing of euphoria.

Background
Loperamide is approved to help con-
trol symptoms of diarrhes, including
traveler's diarrhea. It is sold under the
OTC brand name Imodium A-D, as
store brands, and as generics.

It is important not to exceed the total

with use of loperamide. Thirty-one
of these cases resulted in hospitaliza-
tions, and 10 patients died

More than one-half of the 48 cases
were reported after 20100

In the majority of severe cases, indi-
viduals intentionally abused loper-
amide. Some patients also misused
loperamide by taking higher-than-rec-
ommended doses to treat their diar-
rhea. Inthe most severe cases, individ-
uals selftreated with doses ranging
from 70 mg to 1,600 mg per day, which
is 4 to 100 times the recommended
dose. In several cases, individuals

In the majority of severe cases, individuals intentionally

abused loperamide.

daily dose that is r ded on the

used itant  drugs—CYP3A4

drug label. Loperamide is approved
for use in single doses of 4 mg for the
first dose, followed by 2 mg after each
loose stool for adults. The

inhibitors, CYP2CS inhibitors, and
P-glycoprotein inhibitors—to increase
gastrointestinal absorption, decrease
loperami , and increase

approved total daily dose is 8 mg per
day for OTC use and 16 mg per day for
prescription use. Dosing for children
depends on the age of the child and is
not recommended for use in children
younger than 2 years.

Loperamide can interact with drugs
that are cytochrome (CYP) 3A4 inhibi
tors (eg, itraconazole, clarithromy-
cin, omeprazole), CYP2CB inhibitors
(eg, gemfibrozil), and P-glycoprotein
inhibitors (e.g., quinidine).

Safety data

In the 39 years between when loper-
amide was first approved in 1976 and
2015, FDA received reports of 48 cases

of serious heart problems associated

34 PharmacyFeday = JULY 2016

blood-brain barrier penetration.

In addition to reviewing the reports
described above, FDA searched the
medical literature and identified
other cases of serious cardiac events.
with loperamide. Data from US. poi-
son control call centers also indicate
that since 2006, and particularly since
2010, calls have increased for inten-
tional loperamide exposures, which

include cases of intentional abuse,
intentional misuse, suspected suicide
attempt, and unknown intentional
exposures.

Counseling pearls
As the members of the health care
team most often available at the

point of purchase, pharmacists have
an opportunity to help patients and
caregivers select an appropriate OTC
product. Pharmacists should provide
the following information when coun-
seling patients and caregivers seeking
loperamide-containing products:

B Direct patients to take loperamide
only at the dose directed by their
primary care provider or according
to the OTC Dirug Facts label.

® Counsel patients about the cardiac
risks of loperamide, and tell them
not to use more than the recom-
mended dose.

Instruct patients to stop taking lop-
eramide and contact their primary
care provider if their diarrhea lasts
more than 2 days, their symptoms
get worse, or they have abdominal
swelling or bulging.

B Warn patients that drug interactions
with commonly used medications
also increase the risk of serious car-
diac adverse events.

B Refer patients with opicid use disor-
ders for treatment. There are FDA-
approved drugs to reduce opicid
withdrawal symptoms,

Pharmacists are encouraged to
report adverse events related to the use
of these products to FDA’s MedWatch
Safety Information and Adverse Event
Reporting Program, as follows:
® Complete and submit the report

online at www.fda.gov/MedWatch,

report.htm.
¥ Download the form or call 800-332-

1088 to request a reporting form,

then complete and return to the

address on the preaddressed form,
or submit by fax to 800-FDA-0178.

FDA will continue to evaluate this

safety issue and will determine if
additional FDA actions are needed.

Brenaa J. Rose, PharmD, I3 a member of
the Health Professional Lialson Program
In FDA's Office of Heallh and Constiuent
Afftairs. She acknowledges the help of
subject matter experts In FDA's Cenler for
Drug Evaluation and Rasearcn

wirw pharmacytoday.org

Summaries of safety labeling changes approved by FDA—hoxed
warnings highlights, July-September 2016

As part of FDA's MedWatch program, changes to the boxed warmings in the labeling of drugs and therapeutic biologics
are compiled quarterly. These and other labeling changes are searchable in the Drug Safety Labeling Changes (SLC)
database,' where data are available to the public in downloadable and searchable formats. Boxed warnings are ordi-
narily used to highlight (1] an adverse reaction so serious in proportion to the potential benefit from the drug that it
is essential that the reaction be considered in assessing the risks and benefits of using the drug, (2) serious adverse
reactions that can be prevented or reduced in frequency or severity by appropriate use of the drug, and (3) situations
in which FDA approved a drug with restrictions to ensure safe use because FDA concluded that the drug can be safely
used only if distribution or use is restricted. The following changes to boxed warnings were identified in an October 10
search of the Drug Safety Labeling Changes (SLC) database over the date range July 1, 2018, through September 30, 2016.

Class of ic FI i il ial Drugs, includes Avelox {moxifloxacinhydrochloride), Avelox in 0.8%
sodium chloride solution for i.v. use (moxifloxacin hydrochloride), Cipro (ciprofloxacin; ciprofloxacin hydrochloride),
Cipro IV in 5% dexirose injection (ciprofloxacin), Cipro XR (ciprofloxacin), Factive (gemifloxacin mesylate), Levaquin
(levofloxacin), moxifloxacin hydrochloride, and Noroxin (norfloxacin); refer to www.accessdata.fda. gov/ scripts/cder/
safetylabelingchanges for specific new drug application

Edited Boxad Wamings (class tempiate)

Updated Quinolone Boxed Waming

WARNING: SERIOUS ADVERSE REACTIONS INCLUDING TENDINITIS, TENDON RUPTURE, PERIPHERAL
HY, CENTRAL SYSTEM EFFECTS AND EXACERBATION OF MYASTHENIA GRAVIS

Fluoroguinclones, incheding [Product], have been associated with disabling and potentially irreversible serious adverse
reactions that have occurred together including

Tendinitis and tendon rupture

Peripheral neuropathy

Central nervous system effects

Discontinue [Product] immediately and avoid the use of fluoroquinolones, including Product], in patients who experience
any of these dverse reactions. olones, including [Product], may exacerhate muscle weakness in patients
with myasthenia gravis. Avoid {Product] in patients with known history of myasthenia gravis.

Because fluoroquinclones, including [Product], have been associated with serious adverse reactions, reserve [Product] for
use in patients who have no alternative treatment options for the following indications:

(for Avelox, Avelax in 0.8% sodium chloride solution for
i.0: use, moxiflaxacin hydrochloride, and Cipro V)

* Acute bacterial sinusitis

+ Acute bacterial exacerbation of chronic bronchitis
(for Cipro)

* Acute exacerbation of chronic bronchitis

+ Acute uncomplicated cystitis

* Acute sinusitis

(for Cipra XR and Noroxin)

* Uncomplicated urinary tract infections

(for Factive}

* Acute bacterial exacerbation of chronic bronchitis

(for Levaguin}

* Uncomplicated urinary tract infection

« Acute bacterial exacerbation of chronic bronchitis
Acute bacterial sinusitis

Krystexxa (pegloticase)
Added Section to Boxed Warning

Updated Krystexxa Boxed Waming

WARNING: ANAPHYLAXIS AND INFUSION REACTIONS; G6PD DEFICIENCY ASSOCIATED HEMOLYSIS AND
METHEMOGLOBINEMIA (Titie Ujpdatad)

Addition of:

Screen patients at risk for GEPD deficiency priar to starting Krystexxa. Hemolysis and methemoglobinemia have been reported
with Krystexxa in patients with GEPD deficiency. Do not administer Krystexxa to patients with GEPD deficiency.
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Advance our Reach through MOUs

Medscape MULTISPECIALTY

News & Perspective Drugs & Diseases CME & Education

ADUERTISEMENT

Q Search News & Perspective

Register Login

High quality adverse event reports make a difference. =y

| Learn how it's done
@‘ r@ MEDWATCHLEARN g

MepWarch

EDA

This collection features FDA experts in original commentaries that are designed to improve
communications between clinicians and this important federal agency. It covers a wide range of topics
related to FDA's multi-faceted mission of protecting and promating the public health by ensuring the
safety and quality of medical products such as drugs, foods, and medical devices.

LATEST FROM FDA

Responding to Ebola: The View From the FDA
The FDA has ramped up its efforts to support product development, production,
and availability as part of a massive international response to the ongoing Ebola

outbreak.
FDA Expert Interview, August 2014

FDA Approval 2.0: Dr. Kandzari Interviews Dr. Bill Maisel

Dr. Kandzari interviews Deputy Director of Science for CDRH, Dr. Bill Maisel, on
strategies to expedite FDA approval while maintaining scientific rigor.

FDA Expert Commentary, April 2014

The New Food Labels: Information Clinicians Can Use
The FDA has proposed major updates to the Mutrition Facts label on packaged
foods. What are the key changes that will help clinicians educate their patients

about healthy food choices?
FDA Expert Intervi pril 2014

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

FDA MISSION

FDA is responsible for protecting the public health by
assuring the safety, efficacy and security of human
and veterinary drugs. biological products, medical
devices, our nation’s food supply, cosmetics, and
products that emit radiation.

FDA is also responsible for advancing the public
health by helping to speed innovations that make
medicines more effective, safer, and more affordable
and by helping the public get the accurate,
science-based information they need to use
medicines and foods to maintain and improve their
health. FDA also has responsibility for regulating the
manufacturing, marketing and distribution of tobacco
products to protect the public health and to reduce
tobacco use by minors.

Finally, FDA plays a significant role in the Nation's
counterterrorism capability. FDA fulfills this
responsibility by ensuring the security of the food
supply and by fostering development of medical
products to respond to deliberate and naturally
emerging public health threats.

Tobacco Regulation in the United States:
ANA’s Policy Work and FDA Authorities

November 17, 2016

Holly Carpenter, BSN, RN
Senior Policy Advisor
Nursing Practice and Work Environment

Susan Rudy, MSN, CRNP, CORLN
Health Scientist and Family NP
Office of Science/DIHS/MB
Center for Tobacco Products, FDA

HANA [t

AMERICAN NURSES ASSOCIATION

Collaboration

[FOA e Medscape

FDA RESOURCES

Interviews

Does Your Patient Need Both an Opioid and Benzodiazepine?
http:/www. medscape.comiviewarticle/871284

Featuring Dr. John Whyte, Director of Professional Affairs and Stakeholder
Engagement, FDA Center for Drug Evaluation and Research, November 2016
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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




y U.5.Food and Drug Administration .
ID/ What is a drug as defined by the FDA?
"-‘4‘,6 ﬁ A D rug A pp rova I Process Adrug is any product that is intended for use in thgdiagnosis, cure mi gatiyon,treatment,or

prevention of disease; and that tis intended to affect the structure or any function of the body.

Drug Sponsor’s Discovery and Screening Phase Drug Sponsor’s Clinical Studies/Trials

20-80

\ The typical number of healthy volunteers used in Phase 1; this phase
emphasizes safety. The goal here in this phase is to determine what the
drug's most frequent side effects are and, often, how the drug is
metabolized and excreted,

Application

Dﬂ«lg Developed The sponsor submits an
Investigational New Drug

4 (IND) application to FDA
based on the results from

100's

The typical number of patients used in Phase 2; this phase emphasizes
effectiveness. This goal is to obtain preliminary data on whether the drug works.

Drug sponsor develops a
new drug compound and
seeks to have it approved
by FDA for sale in the
United States.

in people who have a certain disease or condition. For controlled trials, patients
intial testing that include, receiving the drug are compared with similar patients receiving a different
treatment--usually a placebo, or a different drug. Safety continues to be

evaluated, and short-term side effects are studied.

the drug's compaosition and
manufacturing, and

develops a plan for testing
the drug on humans.

Atthe end of Phase 2, FDA and sponsors discuss how large-scale studies in Phase 3 will be done.

Animals Tested

FDA’s Center for Drug s et
Evaluation and Research dponsor m'_'l : i new 0 -
(CDER) evaluates new drugs . m_g_fn:"m:_wls o . | IND REVIEW
before they can be sold. AL AL SR LR |
are used to gather basic | EDA reviews the IND o assure .
information on the safety | thatthe proposed studies, A ' 1 000 S
™ cvatua iy very butakso and efficacy of the ! g_erral:llyreferlred r;f““"‘-"_"l ‘
e centers evaluation not only prevents quackery, bur ! B | ials, donot place human _ N _ .
provides doctors and patients the information they need to compound being | subjects atunreasonableiskof The typical number of patients used in Phase 3. These studies gather more
use medicines wisely. CDER ensures that drugs, both investigated/researched. | harm. FDA also verifies that information about safety and effectiveness, study different populations and
brand-name and generic, are effective and their health { there are adequate informed different dosages, and uses the drug in combination with other drugs.
benefits outweigh their known risks. consentand human subject
| protaction.
1
1
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The A \pproval program allows -
Drug Labeling earlier approval of drugs that treat serious.
diseases and that fill an unmet medical
- ? 3 need. The approval is faster because FDA
FDA reviews the drug’s professional labeling can base the drugs effectivenessona
and assures appropriate information is 1 1 ﬁumgateuﬂpu‘m:nﬁa;a_bkﬁd.oiq
hd oF X-ray result, rather than waiting for

Application Reviewed == a

FOA

Who reviews new drug submissions? =\ What other drug products are regulated by FDA?

A team of CDER physicians, statisticians, chemists, pharmacologists, and other = R Drug‘s include more than.just rr.ledic'ines. For example,
scientists review the drug sponsor’s data and proposed labeling of drugs. t - fluoride toothpastes, antiperspirants (not deodorant),

dandruff shampoos, and sunscreens are all considered drugs.

pJL
FDA’s New Drug Application (NDA)Review

FASTER APPROVALS

The Fast Track program helps reducs the

communicated to health care professionals
= rasults from a clinical trial.
and consumers. E I Facility Inspection
=
=

. time for FDAS review of products that treat
FDA inspects the facilities where s Jifeott b Sy
the drug will be m: tured. thase that have i ial £ acke
unmet medical need. Drug sponsors can
submit portions of an application as the:
information becomes available ["rolling
submission) instead of having to wait
unitil all information s available.

After an NDA is received, FDA has 60
days to decide whether to file it so it can
be reviewed. I FDA files the NDA, the
FDA Review team iz assigned to avaluate e
the sponsor's research on the drug's ~m -~ o~
safety and effectiveness.

€
“
3

NDA Application

The drug sponsor farmally asks FDA to approve
a drug for marketing in the United States by )
submitting an NDA. An NDA includes all animal 4

and human data and analyses of the data, as B = ot i T TP s
well as information about how the drug

behaves in the body and how it is 1 2 q Since the PDUFA was passed in 1992, more
manufactured. . I- than 1,000 drugs and biologics have come to

v Prescription the market, including new medicines to treat
A Drug User cancer, AlDS, cardiovascular disease, and
3 T - 3 Fee Act life-threatening infections.
FDA meets with adr_ugspc.msor Rl \ FDA reviewers will approve
submission of a New Drug Application. the application or issue a

PDUFA has enabled the Food and Drug Administration to bring access to new drugs as fast or faster
than amywhere in the world, all while maintaining the same thorough review process. Under PDUFA,
drug companies agree o pay fees that boost FDA resources, and FDA agrees to time frames for its

response letter.

review of new drug applications.



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
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MedWatch - Reporting IN

Anyone can report a problem




* One person can

make a difference.

MedWatch
Reporting IN

ne A
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Assessment question

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

False

23



MedWatch - What to Report

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

L&

Medical Devices , .
Biologics

R

b
&
.

Combination Products Special Nutritional
Products

24



Reporting IN — Serious events

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

— Requires intervention to prevent permanent impairment or
damage

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

Medical Devices

Biologics

Combination Products Special Nutritional

25



FOA

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 [V tube erroneously
connected to enteral feeding tube. DO NOT DOTHISI

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



Potential Errors

* Prescribing

— handwriting, abbreviations

iﬂ@uh\ B i e

e Miscommunication of Orders/Nomenclature

— sound alike, look alike

27



Potential Errors

e Label/Packaging
— placement of information

— expression of strength/dose
— readability of label

— inappropriate labeling during repackaging

NDC O009-7529-01 5 mL Wial

NDC 0009-7529-01 =25 mL Vial

q CAMPTOSAR® jd. e
N, w, Injection irlnotecan hydrochloride
injection

meg/5 mL
20 mg/mnll (200 el

(on basis of trihydrate)

Caution: Federal law prohibits = . g S
dispensing without prescription. Caution: Federal law prohibits

— omn basis of trihvdrate

dispensing without prescription.
WYWarming: For intravenous use Vwvarning: For intravenous use
only—must be diluted before use. only—must be diluted before use.

5 Pharmacia & Upjohn @ Pharmacia &Upjohn
28




MedWatch Reporting-
VOLUNTARY

Clinician Form 3500

‘et Farm
US. Department of Heath and Human Servies. Form Agoued: OMS No. 810-0251, Expies: 303015
‘For VOLUNTARY seportiag of Set PRA siaiemert
MEDWATCH adbverse evears, produet peablemss aod
The FDA Safety Information and
Adverse Event Reporting Program Pagelofd
2 Dosaor. Route.
#
=
5 Dafes o pe [ raronn, gve urtcn o
51
= =2 Dosent|
2. Diagnosis or Reason for Use (indization] Clves Clne Dm
" ° R CasEppe e
R
[l pean ] Discbily or Pesmanent Damage: = o Cvee Clne D15
O ue-trrestening ] congenital
] Hosptatzation - esaior protonges ] Ctver Sestous important Medical Events) | [ & Lot 7 Expraion Date |2 LJves [Jno 130T
o [r— il = 5 WC % or Uriqus 10
3 Dals of Event (IMEEY] ‘- “Dala of =2 72
5. Deacribe Evant, Problem or Product Uss Ermor 1. Brand Nams
E2 |2l1 Procods
4 S
5
|
1) THom T i  Gperator o ovics
z Clves s
2 Calwog ¥ ey ur
{Continue on page 3) Dloter
e S i
z |
= 6.1 Implantad, GIve Dats mmaayyyy) | 1. I EXIantsd. Give Date mmaagyyy)
[5 1 This & Singie:
Cves Clno
| [contmusonpageg | |7
B

Other . Inciuding
‘afergles, race, pregnancy, smoting and.

use, Iveahishey probiems, efc)

G. REPORTER (See confidential
T Hams and Addrees.

PR

T AVAILABILITY

Name:
Proguct Avallabis for Evaluiation? (Do no! Send pocuct 1o FOA) Adoress:
[lves [Ino [ Retumeato Manutacturer on
D. ciy Saie 2P

PronaE |E-|

z o
=3 [1ves [t | O] vamsactrer

= 1 you 00 NOT want your iGentsy miesiosen L] vser racity

ManumacUrEr: 0 the mamutaoturer, piaga an "X in e box: || [ Distrbutorfimporter

TORM FDA 3500 (@113)  Submeeion of o o e Ve

Consumer/Patient Form 3500B

FoA

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB Ne. 0910-0201
Food and Drug Administration

Expiration Date: /30/2018
(See PRA Statement on preceding

MEDWATCH Consumer Voluntary Reporting general nfermation page)

(FORM FDA 3500B)

Note: For date prompis of “dd-mmm-yyyy” please use 2-digit day, 3-fetier month abbreviafion, and 4-digit year; for exampie, 01-Ju-2015.

Section A - About the Problem

What kind of problem was it? (Check all that apply)
[[] Were hurt or had a bad side effect (including new or
worsening symptoms)

[[] Used s product incarrectly which could have orled to
problem

[C] Neticea a problem with the quality of the product

[[] Had problems after switching from ene product maker
10 another maker

Did any of the following happen? (Check all that apply)
[ ] Hospitalization — admitted or stayed longer

[ Required help to prevent permanent harm (for medical devices
only)

[C1 Disability or health problem

[ Birth defect

[[] Life-thrastening

[ Death finciude date)dd-mmm-yyyy): __ - ___-____
[] other ser dical incident (Please

Date the problem occurred (da-mmm-yyyy]

Tell us what happened and how it happened. (Include az many details as pessible)

List any relevant tests or laboratory data if you know them. (includs dates)

For a probiem with a product, including
* prescription or over-the-counter medicine:

+ biologics, such as human cells and tissues used for transplantation
(for example, tendons, ligaments, and bone) and gene therapies ED Co to Section B
+ nutrition products, such as vitamins and minerals, herbal remedies, infant

formulas, and medical foods
+ cosmetics or make-up products

+ foods (including beverages and ingredients added to foods)

For a probiem with a medical device, inciuding
» any health-related test, tool, or piece of equipment

* health-related kits, such as glucose monitoring kits or blood pressure cuffs Eb Go to Section C

* implants, such as breast implants, pacemakers, or catheters

(Skip Section B)

+ other consumer health products, such as contact lenses, hearing aids, and

breast pumps.

For more information, visit

areport does not constit i i
P 1 pr d or contributed to the event

FORM FDA 35008 (10/15) MedWatch Consumar Valuntary Reporting Page 10f3
=
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MedWatch Reporting-
MANDATORY

MANDATORY Form 3500A

e User Facilities (medical
devices)

e Manufacturers
— Drugs
— Biologics

— Human Cell and Tissue
Products

— OTC Products
— Medical Devices

PLEASE TYPE OR USE BLACK INK

—

U.S. Department of Healtn and Human Servicea

For use by user-facilifies,

FIm Approvect OMES No. D310-0291, EXpires: 93072016
‘See PRA Btatement on reverEe.

Foad and Drug Adrinlsiration importes, distributors and manuseturers o
MEDWA'C" for MANDATORY reporting UFAMporar REpETE
FORM FDA 35004 (10/15) Page 10f 3
FDA Uss Onty|
‘Wota: For Gate prompte of 00 MM yyyy” PIEaGe Uce 2 agi day. Hiekter monm T Doee Froquency___ Routs Usad
abbrautation, and d-digi ysar. for exampie, 01-Juk2D15. #

A_PATIENT INFORMATION
1. Patient Identiier |2 Ag9 [ vears) [ wanings) |- S9%
[ weekis) [ Dap5) | [ pemae

#2)

[m]

2. Qutcome Attrbuted to AGverse Event (Check ai tnat 3pply)

“or D= of Birh (2.9, 08 Feb 1025 2 Tnerapy Datas (I unknown, give quranon) from/ | 9. Event ADatea ATier Use
] maie 10 for best estimatel] fac-mmm-yyyvl Stoppsd or Doss Reducsd?
i Canfidence g # -
| #1 [Jves [Jno []Doesmt
5.a. Etnnicily (Check 5.1 RAce (Ceck aif tat apply) P apply
Sngie pest answer) [] Asian [ ] Amencan indian or Alaskan Native
B 18 0T UB8 (Indicat
[ HispaniciLatino [] Btack or Afrcan Amencan ] White p—— = 72 [Jves LIno D;Pf;”"
[] ot HispanicLatino | 7] masve Hawallan or Otner Pacinc siander v
B. ADVERSE EVENT OR PRODUCT PROBLEM #2 Rl lon?
1. [] agverse Event andor [ ] Product Protiem 2.0, # [Jves [Jno []Doesmt
61 the Product 7. s the Product Over- apply

the-Counter?

[CIoeath incude date fod-mmem-gyyl: - -
[] Lie-nreatening || Disabinty or Permanent Damage

F| Cves [ne | #1 Clves Clwo ﬂDvestnx;m

[ Hospialization - inktal or projonged || Congenisal Detects

#2 [ves [INo | %2 [Jves [INo

[ ©ther Serious (important Medical Events)
[ Required Intervention to Prevent Permanent Impakment/Damage (Deviczs)
3. Date of Event jao-mmm-yyyy) 4. Date of thiz Report [ad-mmm-yyyy)

5. Describe Evant of Proniem

3 Expiration Date (ac-mmm-yyyy]
# - n

D. SUSPECT MEDICAL DEVICE
1. Brand Name

2 Common Daviea Hama 2h_Procods

3. Manutacturer Name. Cily and State

{Cantinue on page 3)

&. Relgvant Teeta/L aboratory Dats, Inciuding Dates

4. Mooa & Lote 5. Oparator of Devic
[ Heatn
Caiaiop # Expiraiion Date fazmmm Frofesslonal
= _ fﬁ 18 [ Lay UsesiPatient
Sertal # Uniqus loentiner jupn s | L 9MEr

6 If Imolanted_Give Dats d-mmm-yyyy) |7 f Explantad. Glve Dats ao-mmmyyyy]

7. Other Relevant History. Including Preexiating Meaical Condition
lergles, pregancy, smuking and alconol use, Mverkidney problems, (c.

.12 thia a eingle-Usa Gavica tha was
reprocessed and reussd on & patisnt? [Jves [Ina

5.1 Yes [o ltem 8, Enler Hame and Address of Reprocessor

0. Devica Avallabie for Evalustion? (D0 not send [0 FDA)
[lves [|nNo [ | Retumed io Manulaciurer on: - -

F1 - Name and Strengi

F1 - NDC # or Urigue 10

# F-Lats

F2—Name and Strengi

#2 - NDC # or Urigue 10
E. INITIAL REPORTE

1. Concomitant Medical Products and Therapy Dates (Exciude reatmeant of eveni)

Submission of a repart does not constifutz an admission that medical
personnel, user facility, importer, distributor, manufacturer or product

2~ ManufasiurenCampounder - Lats 1. Nams and Address
Last Name: [ st name:
2 Concomitant Medical Products and Tharapy Dates (Exciude reatment of event] | | aparess:
iy | staterpravincermagion:
country: [z1PiPostal code:
= Phane # Emal:
{Continge on pag8 3| | s anmmmrslmmm

caused or contributed to the event.

2 Tltal Reportor Alao Sont
;mdhm
[]ves [[INo [Junk

[Ives 8o
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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
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How do | report?

U.S. Department of Health and Human Services

[p7Y U.S. FOOD &

ADMINISTRATION

Foliow FDA | En Espafiol

DRUG

Home

Safety

Food Drugs

Report

Wedical Devices

Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

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

MedWatch The FDA Safety
Information and Adverse Event

Reporting Program

Subscribe to MedWatch Safety
Alerts

Safety Information v

Reporting Serious Problems
to FDA

Problem

Resources for You

2017 Safety Alerts for Human
Medical Products

2016 Safety Alerts for Human
Medical Products

Cantact Information For
Voluntary Adverse Event
Reporting

MedwWatchLeamn - Teaching
students, health professionals,
and consumers how to report
problems to FDA

Medical Product Safety
Educational Resources

+ Consumer-Friendly Reporting
Form 35008 (PDF - 1.2MB)

www.fd

MedWatch: The FDA Safety Information and
Adverse Event Reporting Program

f sHare in LUNKEDIN | @ PINIT | 3 EMAIL | & PRINT

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

=} Report a Problem i Safety Information Stay Informed

What's New

Vancemycin Hydrochloride for Injection, USP by Hospira: Recall - Particulate Matter in Vial Injected
particulate may result in local swelling, imritation of blood vessels or tissue, blockage of blood vessels and/or
low-level allergic response to the particulate. Posted 01/25/2017

ED-3490TK Video Duodenoscope by Pentax: FDA Safety Communication - UPDATE - Follow Pentax
Validated Reprocessing Instructions Updated recommendations to help prevent the spread of infection
associaled with the use of these devices. Posted 01/17/2017

Lifepak 1000 Defibrillators by Physio-Control: Voluntary Field Action - Immediately Remove and Reinstall
Battery Device has shut down unexpectedly during patient treatment, which may expose patients to the risk
of serious harm or death. Posted 01/14/2017

Duodenoscopes by Fujifilm Medical Systems: Safety Communication - Certain Older Models Removed
From Clinical Use Fuji removing legacy 250/450 duodenoscope models from clinical use, replacing with
with the ED-530XT model. Posted 01/13/2017

a.gov/medwatch
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f Health & Humar

plY U.S. FOOD & DRUG

ADMINISTRATION

Food Dirugs Medical Devices

MedWatch Online Voluntary Reporting Form

Welcome

Begin report as a:

Health Professional
(FDA Form 3500)

What to Report to FDA MedWatch:

Use the MeadWatch 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 therspeutic failures for:
= Prescription or over-the-counter medicines, as well as medicines administered to
hospital patients or at outpatent infusion centers

Biologies (inciuding blood components, blood and plasma derivatives, allergenic,
human eells, tissues, and ceflular and tissue-based products (HCTIPs))

Medical devices {including in witro diagnostic producis)

Combination preducis

Special nuiritional products (infant formulas, and medical foods)

Cosmetics

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

Radiation-Emitfing Products

Waccines, Blood & Biologics

Animal & Veterinary Cosmetics Tobacco Products

Med\atch Home | @ Help | OME Paperwork Reduction Act | g Your Privacy Statement

& . Frequently Asked Quesflone

What Not to Report to FDA MedWatch:

-

.

-

L]

.

Tobacco: Tobacco product problens should be reported to the Safety Reporing
Portal

‘accines: Report vaccine events fo the Vaccing Adverse Event Reporting System
(VAERS) online at hitps-livaers. hhs.govesublindex

Investigafional {stedy) drugs: Report investigstional (study) drug adverse events as
required in the study protocol and send to the address and contsct person listed in
the study protocol.

Mandatory reporting by regulated industry:
= Drugs snd Biologics

= Apphcable Regulstions

* Devices
Reporting on Dietary Supplements
Reporting on Veterinary Medicine Products

Bepors FOA Does Mot Handle (=.g. SPSC, FTC, State Health Depariments) and
Where to Send Them

MedWWstch Home | Safedy Info | How to Repod | Download Forms | Join E-ist

33

Mote: If you need help accessing information in different file formats, see Instructions for Downloading \iewers and Players.




U.S. Department of Health and Human Services

How do | [Ty R

ADMINISTRATION EEEN -

re o r ? Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmefics | Tobacco Products
IO t e Safety

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

Information and Adverse Event

. O n | i n e MedWatch The FDA Safety MedWatch: The FDA Safety Information and

Reporting Program Adverse Event Reporting Program
i';::me fo MedWatch Safety f sHare in UNKEDIN | @ PINT | @5 EMAIL | & PRINT

—Mail/Fax -~

Reporting Serious Problems
to FDA

Your FDA gateway for clinically important safety information and reporting
— y O n e Resources for You serious problems with human medical products.
¥} Report a Problem i Safety Information Stay Informed
Reporting

o _ = Halo One Thin-Walled Guiding Sheath by Bard Peripheral Vascular Inc.: Class | Recall - Sheath
l 088 MedWaichLeam - Teaching Separation, Kinking, or Tip Damage The affected product may cause serious adverse health conseguences
students, health professionals,

such as internal tears and perforation to arteries or veins, excessive bleeding, and death. Posted

2017 Safety Aleris for
Medical Products

What's New
verse Event

and consumers how to report

problems to FDA 01/30/2017
= Medical Product Safety + Certain Homeopathic Teething Products: FDA Waming- Confirmed Elevated Levels of Belladonna
=ducational Resources Homeopathic teething products containing belladonna pose an unnecessary risk to infants and children
- Consumer-Friendly Reporting Posted 01/27/2017

Form 35008 (PDF - 1.2MB)

NucliSENS easyMAG Magnetic Silica and NucliSENS Magnetic Extraction Reagents by biolMerieux: Recall
- Potential Inaccurate Test Results Risk of false negative results, invalid results, or under-quantification for
clinical laboratory tests. This error may result in inappropriate freatment or delay in treatment. Posted
01/27/2017

www.fda.gov/medwatch y



Assessment Question

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

A)
B)
C)
D)

Mail
Online submission

Fax
All of the Above
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Four Minimum Elements

Pati
1.5, Department of HealM and Human Senvices For VOLUNTARY reporting of Foem Approved: CME ND'EE:;' PHZQ" Expires: 3012013 a t I e n t

MEDWATCH adverse events, product problems and DA 0 e

product use arrors

Triage unkt

The FDA Safety Information and = ° gre

Adverse Event B¢ porting Progr FO:# Rec. Datz e nt I I e r
Mots: For date prompte of “da-mm please use 2-digit day, Hetter monm 3 Doss or Amount Fraquancy Routs

abioreviation, and 4-dight year, for example, 01-Jul-2015.
A_PATIENT INFORMATION

1. Pattent Identifler | 2. Apge [ vears) [] won
[] weekis) [] Daysis)

of Date of Birth (=.g., 02 Feb 1625) 4. Dates of Usa (From/To for each] (¥ unknown, & Ewenft Abated After Uss
(=g i
= give duratian, or best estmate) (ao-mmm-yyvy stopped or Doss Reducsd?
In Confidence - - g # 21 [Jves [Ino []Dozsnt
5.3. Ethalcity (Check 5.b. Race (Check ai that apply) e apply
single best answer) [J Asian  [[] american Indlan or Alaskan Natve —
[ HisparisLating [ Beack or African Amertean ] winite _;:)!amosls prRessontor s (nacsten = ves One [ Do-e;n‘.
# app
[ Mot Hispanie/Lating Mative Hawallan or Other Pacific Isiander O Evertt
10. Even
B. ADVERSE EVENT, FRODUCT PROBLEM #2 Relntro-guction?
1. Chack all that apply #1 []ves [Ino [[] Dosent
| Averse Event Product Problem (&.g., defectsmaiunctions) £. Ia tha Product 7. Ia the Product Over- apply
| Product Uss Error [ ] Probism with Differant Manufackurar of Sams Medicing | | _COMmpoundad? tne-Counter? 22 [ ves [IMo []Dozsnt
2. Outcome Atributed to Adverss Event (Check af that appiy) M Clves Mo | ¥es [N apply
[l oeath include gate jo-mmmyyyd: - - 72 [ ves Mo | F2 ves [ Mo
] uire-mwrzatening [] Disairty or Permanent Damags E. Expiration Date [ag-mmm-yyyy)
[[] Hospitaiization — inftial or profonged [[] congenital AnomalyEirth Defacts # - - #2 - -

] other Serious (iImporant Medical Events)

= E. SUSPECT MEDICAL DEVICE
£ | [] Required Intervention io Pravent Permanent ImpalmentTamage {Devicas) 3 Rrand Hame
# | 3. Dats of Event (az-mmm-yyyy) : Ve n 0 r
=< - - 2 Commen Device Name 20, Procods
. [ 5. Descrine Event, Problam or Proguct Uss Ermor
bt 3. Manufacturer Name, Clfy and Stats
(=] I
o 4. Modsl # Lot 2 £. Operator of Devics
= [ Heaiih
- _ Catalog # Expiration Dats jaommmygy| 10 Ees003]
| {Continue on page 3) _ _ [ Lay UserPatiant
. Relevant Tests/Laboratory Data, Including Dates Serial & T Uniqus ientmer ot & | — Other
. Il Impdanted, Give Date [a-Tmm-yyyy

7. If Explantad, Give Date (d-mmyyyy)

{Continue on page 3)]| [ 12 this a =ingle-uss davice that was

7. Other Relevant History, Including Preaxiafing Medical Conditions (.9, reprocessed and reussd on a pattent? Cves e

allergles, pregnancy, smaoking and alcohal use, Ivenkicney prodiems, £t ) 5.1 Yaa to ttam 8, Entar Name and AQ0raes of ReproCEEs0n R e p o r l e r

-
(Continue on page 3) ‘ F. OTHER (CONCOMITANT) MED AL PRODUCTS

C. PRODUCT AVAILABIL
2. Product Avallable for Evaluation? (8o not send prodi
Yes No Retumed 10 Manufacturer on (dd-mmm-yyyy)

L —
- G. REPORTER (See connwc. anotinn on back)

D. SUSPECT PRODUCTS 1. Name and Addresa
1. Name, ManufacturerCompoundsr, Strength (from proguct isbel) Last Nama: | First Name: ro u c
#1 —Name and Strangth #1 —NDC # or Unique ID Address:

= |S'.ahe.P|oulroe-REgla'|:
#1 — Manufaciurer/Compounder #—-Lot# Country | ZIPPostal Coge:

Phane £ Il
#2 —Name and Strzngtn #2 —NDC # or Unique 1D 2 Haalth Professional? | 3. Oceupation 1 Alz0 Reported bo:

Ve Mo Manutacturer! 3 6
—l —l Compounder

#2 — Manufaciuren'Compounder #-Lot#E 5. If you do NOT want your Identity discicesd User Faciity

to th ufacturer, rk this bo: .

9 manutachursr. please mal I Distributorimperter

FORM FDA 3500 (10715) ‘Submission of a repornt does not consts

an aomission that medical personnel or the product caused or contributed to the evel



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
B No
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What makes a good report a

Great report ?




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
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What Happens to Your MedWatch
Report?

— Report is captured in a database

— FDA safety evaluator use a variety of methods to screen
database

40



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

41



e Subscribe
to
MedWatch
— E-list
— Twitter
— RSS feeds

Safety

MedWatch-Safety OUT

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

MedWatch The FDA Safety

Information and Adverse Event

Reporting Program

Subscribe to MedWatch Safety
Alerts

Safety Information

Reporting Serious Problems
to FDA

Resources for You

2017 Safety Alerts for Human
Medical Products

» 2016 Safety Alerts for Human
Medical Products

Contact Information For
Voluntary Adverse Event
Reporting

MedWatchLearn - Teaching

students, health professionals,

and consumers how to report
problems to FDA

+ Medical Product Safety
Educational Resources

» Consumer-Friendly Reporting
Form 35008 (PDF - 1.2MB)

MedWatch: The FDA Safety Information and
Adverse Event Reporting Program

f sHARE | W TWEST | im LINKEDIN | @ PINIT | % EMAIL | £ PRINT

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

! Report a Problem

1 Safety Information

= Stay Informed

What's New

+ Vancomycin Hydrochloride for Injection, USP by Hospira: Recall - Particulate Matter in Vial Injected
particulate may result in local swelling, irritation of blood vessels or tissue, blockage of blood vessels and/or
low-level allergic response to the particulate. Posted 01/25/2017

- ED-3490TK Video Duodenoscope by Pentax: FDA Safety Communication - UPDATE - Follow Pentax
Validated Reprocessing Instructions Updated recommendations to help prevent the spread of infection
associated with the use of these devices. Posted 01/17/2017

= Lifepak 1000 Defibrillators by Physio-Control: Woluntary Field Action - Immediately Remove and Reinstall
Battery Device has shut down unexpectedly during patient treatment, which may expose patients to the risk
of serious harm or death. Posted 01/14/2017

Duodenoscopes by Fujifilm Medical Systems: Safety Communication - Certain Older Models Removed
From Clinical Use Fuji removing legacy 250/450 duodenoscope models from clinical use, replacing with
with the ED-530XT model. Posted 01/13/2017
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MedWatch-Safety OUT _

Safety

Safety Alerts for Human Medical
Products

2017 Safety Alerts for Human
IMedical Products

2016 Safety Alerts for Human
Medical Products

2015 Safety Alerts for Human
Medical Products

2014 Safety Alerts for Human
Medical Products

2013 Safety Alerts for Human
IMedical Products

2012 Safety Alerts for Human
Medical Products

Page Last Updated: 01/25/2017

English

Home » Safety > MedWaich The FDA Safety Information and Adverse Event Reporting Program > Safety Information » Safety Alerts for Human Medical Products

Vancomycin Hydrochloride for Injection, USP by
Hospira: Recall - Particulate Matter in Vial

f SHARE | W TWEST | in LINKEDIN | @ PINIT | &6 EMAIL | & PRINT

[Posted 01/25/2017]
AUDIENCE: Pharmacy

ISSUE: Hospira, Inc. is voluntarily recalling one lot of Vancomycin Hydrochloride for Injection, USP (NDC: 0409-
6510-01, Lot 591053A, Expiry Date 1NCV2017), to the hospital/retail level due to a confirmed customer report for
the presence of particulate matter within a single vial. The product is packaged in a carton containing 1x100 mL
vial. The lot was distributed from August 2016 through September 2016 in the United States

IT particulate is administered to a patient, it may result in local swelling, irritation of bloed vessels or tissue, blockage
of blood vessels and/or low-level allergic response to the particulate. The risk is reduced by the possibility of
detection, as the label contains a clear statement directing the physician to visually inspect the product for
particulate matter and discoloration prior to administration.

BACKGROUND: Vancomycin Hydrochloride is indicated for the treatment of serious or severe infections caused by
susceptible strains of methicillin-resistant staphylococci.

RECOMMENDATION: Anyone with an existing inventory of the recalled lot should stop use and distribution and
quarantine the product immediately. Inform health care professionals in your organization of this recall. If you have
further distributed the recalled product, please notify any accounts or additional locations which may have received
the recalled product from you. Further, please instruct entities that may have received the recalled product from you
that if they redistributed the product, they should notify their accounts, locations or facilities of the recall to the
hospital/retail level. Hospira will be notifying its direct customers via a recall letter and is arranging for impacted
product to be returmed to Stericycle in the United States

Healthcare professionals and patients are encouraged to report adverse events or side effects related to the use of
these products to the FDA's MedWatch Safety Information and Adverse Event Reporting Program:

+ Complete and submit the report Online: www fda.gov/MedWaltch/report

« Download form or call 1-800-332-1088 to request a reporting form, then complete and return to the address on
the pre-addressed form, or submit by fax to 1-800-FDA-0178

[01/24/2017 - Pri

ise - FDA]

MNote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Available: Espafiol | S5587757 | Tiéng Viét | SH=0f | Tagalog | Pycckuii | &= | Kreydl Ayisyen | Frangais | Polski | Portugués | Italiano | Deutsch | Bassg | 4
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Follow @FDA MedWatch on Twitter

US FDA MedWatch &

@FDAMedWatch

Clinically important safety information on
human medical products from FDA.
Comments:
MedWatchCommenis@ida.hhs.gov
Privacy: fda.gow/privacy

@ silver Spring, MD
& fda.gov/medwatch
Joined October 2010

Who to follow - Refresh - view all

Million Hearts ® ¢~ fillio...
Followed by FDA Minority H...

2+ Follow
MatlHispCouncilAging @M.
NHGOA Foiiowed by FDA Minority H...
2+ Follow
NIH Clinical Center £
e Followed by FDA Biologics a...

L —

2+ Follow

Find friends

Trends - Change

#FreezerDig

Win a year of never-frozen hamburgers.
Freezerdig.com #5weepstakes

B Promoted by Wendy's

Janet Reno
Janet Reno, first female U_S_ attorney
general, has died

TWEETS

958

FOLLOWING FOLLOWERS LIKES MOMENTS

21 34.3K 4 0 Edit profile

Tweets Tweets & replies Media

FDA

FDA

FDA

FDA

FDA

FDA

US FDA MedWatch @ FDAMedWatch - Oct 28

HeartWare Ventricular Assist Device
Pumps by HeartWare Inc: Class | Recall,
Loose Connectors May Prevent Alarm
go.usa.gov/xkH2A

3 6
US FDA MedWatch @FDAMedVWatch - Oct 26
TAH-t Companion 2 Driver System (C2) & Freedom Driver System by
SynCardia Systems: Letter to Health Care Providers go.usa.gov
IxkAYZ

3 1 b1
Us FDA MedWatch (2 FDAMedWatch - Oct 25
Testosterone and Other Anabolic Androgenic Steroids (AAS). FDA
Statement - Risks Associated w/ Abuse and Dependence go usa gov
IXkG4E

13 3 2
US FDA MedWatch @FDAMedVWatch - Oct 25
HWVAD Pumps by HeartWare Inc. : Class | Recall - Contamination
Causing Electrical Issues go.usa.gov/xkfGJ #FDA

¥ s ' 2

US FDA MedWateh @FDAMedWatch - Oct 20
Willy Rusch Tracheostomy Tube Set by TeleFlex Medical: Class |
Recall - Possible Disconnection During Patient Use go usa gov/xkvzv

3 4 ' 1

US FDA MedWatch (@ FDANedWatch - COct 20

Radiation Therapy Devices by Multidata Systems International:
Discontinue Use, Concerns About Risks to Patients go.usa.gov/xkvHC

FOA
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FDA Case Studies

U.S. FOOD & DRUG

ADMINISTRATION

FDA CASE STUDY

FDA Drug Information Curriculum Case Study

FDA CASE STUDY

FDA MedWatch Adverse Event Reporting Curriculum Case Study

DRUGS, DEVICES, & BIOLOGICS: Health
professionals encounter adverse events with
medical products and learn about reporting

Useful FDA Drug Information for Clinicians:
Practicing clinicians seek available

“Fim not sure; Chris replis. He to information on a new drug before making a
o <l s getting Lghter there, but treatment decision 15 not her first myocardsal infarction

didn't think anything of it since I tend @ -+ b continued. “She was
admitted to Sun Valley at the age of

“Okay, everyone” Dr. Carosel began,
mu'pahem:n[the day is named
2-year-old female who
was admitted two days ago after
experiencing severe chest pain. This

“I'm not sure,” Chris replied. He took

to put the patch in the same place and This fictionalized case ispart  stopped atthe central nurse’s :
that area isn't exposed much to light.” of an educational srie: fudyp‘m fod  stabomwers the only signs from the 48 aftr she experienced severe chest
to FDA MedWatch by the U.S. Food and Drug students that ey had xperiencd pain and fell uncanscious at her oldest
Well, discol ke this is e o i son's graduation party. Since taen, she
e . sometimes a sign of leukoderma
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of an educational series published One Patlent . :
by the U.S. Food and Drug
Adminisiration Ity ltened loscly the patens FDA Drug Information Curriculum
) in the cardiology wing of Sun. -
A Patch of a Different Color FDA MedWatch Advers.e E\.rgnt Reporting Curriculum hospital could hear them. Case Study: Instructor’'s Guide
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a chart out of the file holder on the
wooden door, Jim knocked and let
himself in after the voice on the other
side said he could enter.

“Hello, Chris! How are you today?"
Jim asked, shaking the young man's
hand before sitting on a low stool in
a corner of the room. Jim had joined
the family practice of six physicians
2 years earlier. He had just finished
his residency at the time, and Chris

had become one of his first regular

patients.

“I'm doing well, Dr. Bean,” Chris
smiled.

“That's what [ like to hear” [im said as
he looked down at Chris’ charts. The
24-year-old had been successfully
treated for years with medication

Disorder (ADHD). In the 2 years that
Jim had been treating Chris, he had
switched his patient from oral ADHD
medications to 2 patch wom on the
skin. He noted the last p

date in charts and said, 71l need to
refill your prescription. Let's get you

checked out first and then I'll have the

nurses send the prescription to your
pharmacy before you leave”

After a routine checkup, Jim turned
his attention to Chris’ patch. Peeling
it off, he noticed that some of Chris's
skin at the application site was
discolored. “Chris,” he said, eyebrows
pinched with concern. “I'm noticing
some depigmentation underneath
your patch that wasn't here the last
time I saw you. Can you tell me when
this first started happening?”

risks._

+ Figview The Gefiniions of drig. aevice, and biglogic, = Foem FDA 3500, Voluntary Reporting: For use However, no one complained. D + Explain th of a new
by hicalh Gare: professionils, consumers, and Carosel was well-respected in the entity (NME).
TORICS patiens. California Wfﬂl:mi\:“wf\ » - Gain an understanding of risk evaluation and
Ay : : Forms 3500, + Fotm FDA 35008, Voluntary Fieporting for ;:“C"A""'M‘::; met d‘;’;i}w‘mw mitigation strategies (REMS) and their role.
F5008, 3500A; Drugs, iﬁcnxs;[:tobpcs Consumers: A consumer-nendly version of the: of Cardiology at Sun Valley for the
ASEUMETIONS 3500 reporting fom. past 11 years. In that time, he had TOPICS
1o .+ Form FDA 35004 Mandalory Reporiing: Fot use ‘managed to employ Andrea. one
b5 based on e by IND reporters, fellow, and two residents. The four FDA Drug Information Resources; Drugs@FDA;
mmumwmumm impraters, And user taciities parsonnel = among the bright in Risk and Mitigation Strategy (REMS);
BIErse cardiology in the country. FDA CardioBeat; FDA Diug Shortages Program
Vet repormng. 2 True or False: Vacoine product problems should Quick sighs of el one the
SUGGESTED APPROACH o MpOrie 1 Macieich ASSUMPTIONS
1. repasng Sigents: Suoents sk :',_."’"‘" Falec. \WoCKE product "'m“"mm This case sludy is based on the assumption that
G5 Sty pror o e raining sesson. Sysliem (VAERS), nol MedWalch VAERS 5 the target audience is undergraduate students or
2. Engaging Stadents: The lraining session should  nabional vacoine saety 2 prOgUaim c- health who are with FDA

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

consist of a discussion of the case study and sponsored by FDA and the Cenlers for Disease

comphchon of a MedWalch form. Gontiod and Prevention (COC).

3. immersing Students: The iiining session 3. Good 15 Inciude Ihe ollowing

shoukd 3 ACUSEION of the two mm"‘w

extnphes in the case . Students should be

CNCOWBGC 10 FEVIcw an aodibonal case study on . -

MedWaichl eam afier ciass - mwrmm: ::""Br‘"“f‘“"’
SIGNG OF SYMEIONM:S

STUDENT ACTIVITIES b. Glinical course of the event and patient

Before Clags oubcomies (2.4, hospilalization o death)

Feview the folowing malerials befone class.

1. MedWalch Homepage

drug information resources.
SUGGESTED APPROACH

1. Preparing Students: Students are expected fo
read the case study prior to the training session_

2. Engaging Studenis: The training session should
consist of a discussion of the case study.

3. Immersing Students: The fraining session
should emphasize group discussion of the case
study. Students should be encouraged to use their
mobile devices to access the drug resources apps
mentioned in the case study and navigate to the
FDA websites referenced in class.

2_FDA Advisory Commitiee hitp-//
‘www_fda gov/AdvisoryCommittees/
Commit i i htm

3. REMS@FDA
hittp-Hhwww: 1da.
index.cfm

4. Drug Shortages Program
hitp:/Awww.fda.gov/Drugs/DrugSafety/
DrugShortages/

Answer the following questions before class:
1. What is Drugs@FDA?

Answer: Drugs@FDA is a searchable database
of diug product labels and approval-relaied
documents, including reviews, approval letiers,
and current and archived labels.

2_Tiue or False: Advisory Commitiee members are
FDA employees.

Answer: False. Advisory committees are made
up of oulside experts that provide FDA with
independent opinions and recommendations on
applications to market new drugs and on FDA
policies. The marketing applications they review
include data about the safety and effectiveness
of human drugs. The committees receive
summary information about the drug applications
and copies of FDA's review of the appicamn
Based on this it
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Reporting Tutorial — MedWatchLearn

* Online practice
portal

— Students/Health
Professionals

— Consumers
Section

— Learn how to fill
out a MedWatch
Report

of Health & Human Services

Food ond Drug Adminitration

U.S. Food and Drug Administration =MED WA'I'C H

Protecting and Promoting Your Health

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).

Learn more about MedWatch medical product safety or submit an actual report.

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

Students and Health Consumers

Professionals (FDA Form 35008)
(FDA Form )

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.

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 i



Reporting Tutorial - MedWatch Learn

of Health & Human Serv;

FOA

Food and Drug Administr

U.S. Food and Drug Administration

Protecting and Promoting Your Health

FOA

MEDWATCHLEARN

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

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

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

Students and Health
Professionals

Consumers
(FDA Form 35008)

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.

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

FoA

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

—M eniAfarru

Health &

Food and Drug Adi

ing and Promoting Your He:

MEDWATCHLEARN

Students and Health Professionals

We've provided case studies for he four categories of problems. with medical products. You will have an oppartunity to practice completing FDA Form
3500, oUr volNtary reporting oM for NEaltn Professionals, USINg Mese case studies. We ENCOUTAgE you 10 aIS0 DECOME familiar wilh our form for
consumers, FDA Form 35008, and &auCate your PaNIENts on repoming aaverse events

These case studies are based on actual reports received by ihe FDA and selected for ihis portal because of the quality of the report Personally
\dentifabie Information has been changed to maintain confidentially. To begin, click on one of the case studies.

NOTE: This Is a training site; therefore, reports you complete will not be saved and submitted o FDA. To submit an aciual report, go fo the MedWaich
©niine Voluntary Reporting page.

Adverse Effects

Any Incident In wiich a medical product was Suspected 1o Nave resulled In an undesirable
experience for the patient

Case Study 4 — Dietary Supplement

Product Use Error

Any medication or medical product error regardiess of patient involvement and oulco
have the capacity such as simiar 1abe ap

Case Study 1— Human Factors

Case Study 2 — Medication Error

Product Problem

Any concerns about the quality, autnenticity, performance. or safety of any medication o

Study 2 - Devica

with of same
Any aifierences in inerapeutic response after swiiching from one manufacturer 1 anot

Casa Study 1 — Therapautic Failure

Tt to

Page Last Upasiad 05132013
iote.  you need hel

and Players,

ity | Comtect?DA | Corcors | FDABamcs | FOK | StcMop | Transporency | Websio
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Assessment Question

What is MedWatch?

& A way to send information to FDA on problems with

medical products
<,

O A way to receive safety information from FDA
Both Aand B



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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