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FDA’s Public Health Mission

»Ensure the safety, effectiveness, and security of
human and animal drugs, biological products
and medical devices

» Ensure the safety of ‘/ﬁ/, :

foods, cosmetics, and PU BLIC
radiation-emitting 7 HEALTH
;"7

products

» Regulate tobacco
products



FDA Regulates $2.4 Trillion Worth of Products a Year

Every morning when you wake up and

brush your teeth
put in your contact lenses
microwave your breakfast
take your medicine
feed your pet
select a sunscreen
go grocery shopping
get a flu shot or a mammogram.... 2C

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

Approximately 20 cents on every dollar spent in the U.S.



FDA’s Oversight Responsibilities

75 % of U.S. food supply

300,000 registered facilities, more than 80% of them
abroad

Over 17,000 prescription drug products
Over 6,000 categories of medical devices

The Daly News Over 320 FDA-licensed biologic
REGULEINONS
NWAKE eeeet  products

— = Over 4,500 currently regulated
tobacco products
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What is MedWatch?

1. A way to send information you observe or

experience from regulated medical products
to FDA

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

www.fda.gov/medwatch



Who Can Report to MedWatch?
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Healthcare Professionals Consumers and Patients

https://www.fda.gov/Safety/MedWatch/default.htm or https://go.usa.gov/xnuQy 8



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

Why Report to MedWatch?

“Every product that FDA approves carries some
risk...Sometimes there are risks that only come to light
after a medical product gets on the market and is used
in a larger number of patients, for a longer period of
time, and in patients whose health characteristics are
different from those of the patients studied before
approval.”

- Norman Marks, M.D., retired MedWatch Medical Officer



Why Report to MedWatch?

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

Limitations of clinical trials to identify
safety signals before marketing

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

Trials are brief
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MedWatch: Safety Information IN

Re B

One person can
make a difference
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MedWatch Safety Alerts

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017

Total 128 139 169 138 140 203 181 149 164 159

Safety Alerts will update you on new information about:
*»Drugs and Therapeutic Biologics
*» Medical devices
» Nutritional products
*» Cosmetics
*» Products with undeclared drugs
+»Tobacco

12



MedWatch - What to Report

* Serious events such as: EDA Post-Market
»death :
»life-threatening
»permanently disabling |
»prolongs hospitalization s
»birth defect

*Sequires intervention to prevent permanent impairment or
amage

»* Medication errors
* Product quality problems
» Potential for error

* Non-serious events

b
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Potential Harm

IV tubing erroneously connected to enteral feeding tube

WARNING: Photographs depict IV tube erroneously
connected to enteral feeding tube. DO NOT DOTHIS!

)

CASE STUDY

» Achild had both a gastric feeding tube for nutrition and an IV for medicine and hydration 14
* Whenthe child's gown was changed, a family member inadvertently attached the IV tubing to the gastric
feeding tube




Potential Errors

»Prescribing
»handwriting, abbreviations

Tpdw lovs o2 qd

»Miscommunication of Orders/
Nomenclature

»sound alike, look alike

15



»Label/Packaging A ————

Potential Errors

—— S
NDC 0009-7529-01 5 mbL Vial

E(\< CAMPTOSAR®
|

injection

. . 20 mg/mL
placement of information J cuimamitome,

spensing without prescript

wWarning: For intravenous use
only—must be diluted before use.

expression of strength/  J B9 =rermeciazumon-

dose

NDC O009-7529-01 5 mL Vial

C %MPTOSAR

readability of label N

irinotecan hyd rochloride
injection

inappropriate labeling =~ 190 me/s o

° ° — on basis of trihydrate
Cauti on Federal law prohibi tq

dispensing without prescripti 3
Warning‘ For intravenous use

nly—must be diluted before use.

% Pharmacia &Upjohn

16
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MedWatch - What Not to Report

*Tobacco Products

» X g_)n ~
*Vaccines / i@ X \

V

*Investigational Drugs
»Dietary Supplements
*Veterinary Medicine

17



How to Report to MedWatch?

Clinician Form 3500 )
— Consumer/Patient Form 3500B

U.S. Depariment o Hesin and Human Services Form Acsraved: GMS Na, 3910-0251, Expne: S302015
. e FRA sisiement on verse,
MEDWATCH i e s sl od
e evears, producr problems
product use errors ~
The FDA Safety Information and
Adverse Event Reporting Program Pagelof2_
A,,?AT!ENITNF‘:fAT‘U”f S ) 2, Doas or Amount D) DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0201
Do of Birth: r Food and Drug Administration Expiration Date: 8/20/2018
= (See PRA Statement on preceding
. general information page)
L | MEepWATCH Consumer Voluntary Reporting
2 ) 0 o (5 Dates o Uns i crwma, g Curaton) fomts Tas
II'\SE EVENT, PRODUCT PROBLEM OR ERRO 3 '}:@g#mﬁ‘mm ‘e guration) fomTe e e (FORM FDA 3500B)
1. aaverse Event [ Proauct Proviem (&.g., = =1 CJves [Jne CIgeem
O L] Problem with of =2 22 [Jves [Ino []00esmt MNote: For date prompts of “dd-mmm-yyyy” please use 2-digit day, 3-letfer month abbrevistion, and 4-digit year; for example, 09-jul-2015.
2. Quicomes Atiributed to Adverss Event 4 Diagnosis or Reason for Apply =
(Check a1t <pply) # & Event wod Aftar Section A - About the Problem
[] Desin: —— ] pisabitty or Permanent Damage g |s1 [Jves CIno [1002m ‘What kind of problem was it? (Check ail that apply) Did any of the following happen? (Check all that apply)
a g 0 cong T e es— |2 Clves Cine Coeesn [C] Were hurt or had a bad side effect (including new or [] Hospitalization — admitted o stayed longer
‘projongea ] Gtner Events) P! Anply worsening symptoms)
O {Devioes) " #1 S WDCE or Uniqua 1D ] Required help to prevent permanent harm (for medicai devices
it ——— r = ] Used a product incorrectly which could have or led to a only
vl masyyy) - e (meayyy) bl
E_ SUSPECT MEDICAL DEVICE propiem ) (] Dissbility or health problem
5 Descrios Cvent. Probiem o - Brand Name [T Moticed a problem with the quality of the product 1] Binn detect
[ Had problems after switching from ene product maker o
) Y to another maker D Life-threatening
y Nama’ | Procods [[] Death finclude date)fdd-mmm-yyyy): __~___-____
& [[] Other sericusimportant medical incident (Pigase describe beiow)
e 3 Tiams, City and S1ate
k=
=
@ Date P
Date the problem oceurred (dd-mmm-yyyy)
=l 4 Mogsi & Tot# 5. Operator of Device.
2| [lheain protessiona B 8
= CHRg ¥ Expiraion Dals gy | ] Lay Usenmatient Tell us what happened and how it happened. (include as many details 3 possible)
e
=
E page 3) [otner
15|[F Rewovani Testaitaboraory Data, nciuing Datos: £ 1) e
B
Z
= contimuation
= 5 Wimplantod, Give Dals mmitiayyyy] | 7. 1f Explantsd, G Pag
b T List any relevant tests or laboratory data if you know them. (Insiude dates)
C1¥es Clva
T e G
7. Olfer Ralavart Aistory. INCIUaIng Pressisting Wadical Conalfions (20,
0TS, aCE, pregnincy, STOAIT] a0 300 e, IVETRINEY POBEITE, et e
F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 2
"Proguct namss and Therapy Ga1es (excuce Meatment o £0en)
For a problem with a product, including
+ prescription or over-the-counter medicine
+ biologics, such as human cells and tissuss used for transplantation
G. REPORTER (See confidential (for example, tendons, ligaments, and bone) and gene therapies IZ() Go to Section B
T 2 « nutrition products, such as vitamins and minerals, herbal remedies, infant
C. PRODUCT AVAILABILITY ot ' BT formulas, and medical foods
Product Avallable for Evaluation? (Do not send produs! to FDA) . ‘p\ 3 4 + 2 + cosmetics or make-up products
e T i E— ¥ o e - foods (including beverages and ingredients added to foods)
D. SUSPECT PRODUCT(S}) of" &0
. . Strangth.
[#1 Name: For a probiem with a medical device, including
Sirengh - - + any healtn-related test, tool, or pisce of equipment i
Marutacturer: 2 Healtn Professionai?| 3. Occupation o « health-related kits, such as glucose monitoring kits or blood pressure cuffs D> Go to Section ©
72 e OvesCw | Cl Eﬁ":"‘; « implants, such as breast implants, pacemakers, or catheters (Eth==mh)
sm‘““"m" 1 = LL’;:T}L".:M':::N%M:: o [ Dieroutarimporier + other consumer health products, such as contact lensas, hearing aids, and
FORM FDA 3500 (23] “Submission ol GONEERIIE 3 SmiESion T mediea] persannel o o ConiAEd 1o The evert breast pumps
For more . visit http-ffwmn Submission of a report does not constitute anradmssmrllhal ‘medical
P pr or to the event

FORM FDA 35008 (10/15) MedWatch Consumer Voluniary Reporting Page1of3

e
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How to Report to MedWatch?

Online Voluntary Report

t of Health & Human Services

ADMINISTRATION

Medical Devices Radiation-Emitting Products Vaccines, Blood & Biologics Animal & Veterinary

MedWatch Voluntary Report

About Problem

About Problem

* Required Information

What kind of problem was it?
(Check all that apply)

[CIwere hurt or had a bad side effect (including new or worsening symptoms)
[Duseda product incorrectly which could have or led to a problem

[ Moticed a problem with the quality of the product

[ Had problems after switching from one product maker to another maker

Did any of the following happen?
(Check all that apply)

O Hospitalization - admitted or stayed longer
] Required help to prevent permanent harm (for medical devices only)

[ Disability or health problem

O girth defect

| Life-threatening

[1Death (include date) (mm/ddiryyy)

[l other serious/important medical incident (please describe)

19



MedWatch Form

U5, Depantment of Haakth and Human Servioes

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A, PATIENT INFORMATION
nt >

1.[] Adverse Bvant [ | Product Problem (e.g., defects/maliunctions)

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

Page 1 of

Form Approved: OME No, 09100291, Expires: 123172011
Gee O

MD statemant an reverss

w2 I: =
|3 Dates of Una (If snknown, give duration) fromdn | 5. Event Abated Aftar Use

for besl eatimale) Stopped or Dose Reduced?
Ll #1 [Jves [INe [[]Cussnt
[F] —— Apply

[]Product Usa Ervar [] Problem with Different of Sams

2 Gutcomes Atiributed fo Adverss Event B 7
(Choak all that agply)

[ ooath: [ Disability or Parmanant Damage
[ 7]
[] Lita-threntaning [ Congenital Anomaly/Disth Dafect
] rospitakzation - initial or prolenged [] ther Serlaus (Imperant Madical Events)
[[] Raquirad Intervention o Provent Permanent ImgaimeentDamags (Devices)

_ — 1wz O " Coasn't
4. Diagnosis or Reason for Usa Dves Cno rl-'\eﬂx
L1 B Event Reappeared Aftor
Reintraduction?

- S — # [dves [ho rl?g;;""

Doosnt
w2 [Jves [Jne Dﬁﬂﬂr
. NDG

7. Expiration Date
]

r Unique 10

L3

1. Brand Name

Z Common Davics Name

3. Manufacturer Hame, Gty and S

4. Moda.

5. Oparator of Davice
] vialth Prefsssicnal

B. Rulavant Teata/Laboratory Data, including Dates.

PLEASE TYPE OR USE BLACK INK

7. Other Ralovant History, [ < .
mllrgiers, raon, ey, Envoking wd alohol use, Nverkidney probiams, ate )

€. PRODUCT AVAILABILITY
Product Available for Evaluation? (Do mot send product io P4

Ivea [JMe  [C] Retwrnsd to Manuinsturar on;

SUSPECT PRODUCT(S)
1. Name, Btrength, Manulastsrer (o product el

Manufncturor;

[#2 Mo
Strongih:

#1 Nam
Strangth:

Manufaciuer

B i Yo to ltem No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRO
Product namas and therapy dates (exciude realment of svent

G. REPORTER (Seo confidentiality section on back)

Also Reportod

5. I you do NOT want your kientity disclossd
10 the manufacturer, place an “X* in this bex: ] [ Distribuseriimpan

that medical o the product caused or conbibuied ia the evenl.

FORM FDA 3500 (1/09) Hubmissen of a reporn doss not an

Patient Identifier

Event or Problem

Reporter

Product

20



Quality is Key: Case #1

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

 The patient developed liver failure.

21



Question: Does Case #1 contain the four
elements?

22



Quality is Key: Case #1

* Health care worke@eported male@nt ABC12
started <m’ at 5 mg daily for type 2 diabetes on

February 11, 2015.

* The patient developed

23



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.5. Dopartment of Health and Human Services

For use by user-facilities,

Fom Approved: OMB No. 0240-02%1, Expires: S30/2016
‘See PRA slalemeni con

Mfr Repori &
Foad and Drug Administratizn importers, distributors and manufacturers.
MEDWATCH for MANDATORY reporting UFTporET REpO ¥
FORM FDA 3500A (10/15) Page 10of 3
FDA Uss Only|
Note: For dale prompls of “dd-mmm-yyyy" please use 2-digit day. Hetier montn 3 Doss Fraquency Route Used
atbreviation, and 4-dight year, for example, 01-Jul-2015. #

A. PATIENT INFORMATION

1. Patient identiar |2 208 [ vear(s) [ | Moninis) |2 36K |3 Weignt

weskis) [ Bayss) | remae
or Gate o BT (e, G e 1028) | B
In Canfidence - - ]

Sa. Ethnlclly (Check 5.b. Race (Check ail that apply)

‘singie Dest answen Aman [ Amenean Ingian or Alaskan Natve
Flspanic/L #ting Black or Atdcan American wintte.
Mot Hispanic/Lating Nafive Hawallan or Other PacHlc isiander

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [[] Adverse Event  andior Proguct Problem 2.g.,

4 Therapy Dates (If urknown, give duralion] fromi | 5. Event Abated Afsr Use
1o far best eatimate]] fdt-mmm-yyvY) Stoppsd or Doss Reducsd?

| #1 [ ves [Jno []Doesnt
= arpy
5 Diagnosia for Uss indication] #2 [ ves [Ino [] Doesmt
# apply

0. Evant Raappeared Aftar
Ri lon?

2 Outcome Atinnutad 10 AGVErss Event (Gheck ai tat 3ppy)
Dealn  mciuge d3te (oa-mmM- YY) - -
[] Lre-trestening
"HOSPHAIIZIBON IR o proiongea

& 1a the Product 7.1 the Product Gver-
tna-Counter?
= = #2 [ ves CIno [] Doesm
= ves [N ves [No appry
Disabiity or Permanent Damage
Gongenital Desects #2 [lves [Imo | %2 [ves [no

#1 [ ves [Jno [] Doesmt
arply

‘ofner Senas IMponiant Medical Events)
RequIra Inervention o Pravent Permanent Imparmentioamage (Dewsas)

3. Datl oF EVent (ad-mmm-yyv) 2. Data of thie Repart (ad-mmm-¥vyy)

5. Deacribe Event or Problem

(Continue on page 3)

& Relevant Tests/L sboratory Data, Inciuding Datss

{Continue on page 3) |
7- Ot Relovard Hisory. WG Proekising Medlcal CORIISons (2,
allergles, pregnancy, smoNing and alcahol use, IWerRidIey provlems, etc. )

D. SUSPECT MEDICAL DEVICE
1. Brand Nama

2 Comman Davics Hame 2 Procods |

3. Manutachurer Name, Gty and stala

2 Moasi & Lotz 'S Operator of Device
[ reamn
Gatalog # Expiration Dats fasmmev| _ FTofesslonal
N “ [ Lay usermatant
sarai s [miqu oantmsi juon & | L1 Oe”
6.

- T Imotanted. Glve Date (cd-mmm-yyy) |7. 1T Explanted. Glve Date io-mmmryyy]

8. s this a single-use devics that was
d reussd on a patiant? Yes o

517 Yaa to lam 8, Enlar Name and AGGToss of REPIOCSBE0T

0, Dmc-amlmm Evaluation? (Do nat send 1o FOA)
Retumed to Manuracturer o _

—HDC 7 or Unique 1D

B Lotz

#2 - Name and Sirengin #2-NDC# ar Unique 10

#2 - ManufaciurerCampounder #2-Lots

11 Concomitant Medical Proaucts ana Tharapy Dates (Exciuge Featment of event]

3
TIAL REPORTER

1. Name and Adress

Last Hame: First Name:

2. Concomifant Medical Products and Therapy Delee (Exciude reatment of event)

Submission of a report does nol constitute an admission that m
personnel, user facility, importer, distributor, manufacturer or pmdm
caused or contributed to the event.

| staterprauncermegion:
[zPipostas cone:
[Emar:
3 Ocoupabon (Selec fom Isf)

2. Tnifal Reportar Also Sont
Repart o FOA

ves [no ves [Ino [Jume

24
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Reporting Tutorial — MedWatchlLearn

of Health & Human Services

»Online pract ice porta | FOA o e o =MEepWare

. MEDWATCHLEARN
-Students/Health
N 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 filling out FDA Form 3500 (for health professionals) or FDA Form 35008 (for consumers).

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

Professionals R
»Consumers Section
»Learn how to fill out a

Students and Health Consumers

MedWatch Report

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, iry updating your browser to the latest available version.

Page Last Updated: 05/29/2013
Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
MedWatchLearn v1.0

www.fda.gov/medwatchlearn

25



Reporting Tutorial

FOA

- MedWatch Learn

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 re
you have the opportunity to practice filling out FDA Form 3500 (Tor health professionals) or FDA Form 35008 (for consum

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

Page Last Updated: 05/29/2013
Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players
MedWatchLearn v1.0

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

FoA

=MEepWATCH

o Mt

[ED/A, US: Food and brug Administration —M Em,,,
~

g and Promoting ¥our Health

MEDWATCHLEARN

and Heaith
We've provided case studies for Ihe four ealegores of probiems with medical ProduEts. You wil have an Bpportuniy 10 practice completing FDA Form
3500, our vountary reparting form for health professionals, using these case studies. We encourage you 1o also become familiar with our form for
consumers, FDA Form 35008, and educate your patients on FERoring adverse events,
These case Studies are Dased on Actual repons received by the FDA and selecied 1or tis poral because of the quality of the report. Personally.
Identflable information has been changed 1o maintain confidentially. To begin. <lick on one of the case studies.

NOTE: This s a training Site: Nerefore, reports you compiete wil ROt be Saved and submitted 1o FDA To SUbMI an actual report, go 10 ihe Meawatcn
Online Voluntary Reporting page:

Adverse Effects

Any incident in which a medical product was suspected o have resuled in an undesirable
experience for the patient

Drug

Case Study 4 — Dietary Supplement

«
=

26

Product Use Error

Any Meicaton OF MEJICA! PrOdUC! eMToT regardiess of patent involvement and
&'" repor circumstances inaf have the capacly [0 cause error, such s simiar la
-’

Case Study 1 — Human Factors

Case Study 2 — Medication Error

Product Problem

Any concems about the qualily, authenticity, performance, or safety of any medic:

Study 2 Device

with of Same
Any differences in therapeutic response after switching from one manufacturer o another.

Case Study 1— Therapeutic Failure

ana Players

Accesmbiity | toun | Motearact

Contact 1A FOA Bazics




What happens to my report?

27



MedWatch: Safety Information IN

L-citrulline investigation 2014

=* Late January
= Puzzling case at medical center
= February 7
=»Pharmacist submits report
=»Mother submits report
= February 7-13
=» FDA investigation
= February 14
=»Manufacturer recall

FDA Healthcare Professionals
in Action

= MedWatch Safety Alert communication

28



Safety Info Out

Safety
Information

Possible FDA
Actlons

Pharmaco
Request RReer?n%?fsatl vigilance Request
(Is'ﬁbelmg oo ore Medication
anges Studies or Guide
:_. Market New Trlals

29
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Lidocaine Viscous: Drug Safety Communication -
Boxed Warning Required - Should Not Be Used to
Treat Teething Pain

ISSUE: FDA notlfed health professionals, their provider organizations and caregivers for infants, that
AT/t~ dlaliTaTa Wa - idacaings % solution should not be used to treat infants and children with teething pain.

FDA is requiring a Boxed Warningito be added to the prescribing information (label) to highlight this information.
Oral viscous lidocaine solution is not approved to treat teething pain, and use in infants and young children can

cause serious harm, including death.

d on the gums are not necessary or even useful because

en too much viscous lidocaine is given to infants and young
psult in seizures, severe brain injury, and problems with the
lental ingestion have resulted in infants and children being

Topical pain relievers and medications tp
they wash out of the baby's mouth
children or they accidentally swallo
eart. Cases of overdose due tow
=i 0Spitalized or dying.

ACKGROUND: In 2014, FDA reviewed 22 c#Se reports of serious adverse reactions, including deaths, in
&fants and young children 5 months to 3.5 years of age who were given oral viscous lidocaine 2 percent solution
(Qpr the treatment of mouth pain, including teething and stomatitis, or who had accidental ingestions. See further
xetails in the FDA Drug Safety Communication.

a ECOMMENDA“ON ealth care professionals should not prescribe or recommend this product for teething
== - eeemregivers should follow the American Academy of Pediatrics’ recommendations for treating

teething pain.

= Use a teething ring chilled in the refrigerator (not frozen).

= Gently rub or massage the child’'s gums with your finger to relieve the symptoms.

MedWatch Safety Alert

FDA is also encouraging parents and caregivers not to use topical medications for teething pain that are
available over the counter (OTC) because some of them can be harmful. FDA recommends following the

American Academy of Pediatrics’ recommendations to help lessen teething pain.
30



MedWatch: Safety Info Out

Safety

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

Safety Alerts for Human Medical
Products

2018 Safety Alerts for Human
Medical Products

2017 Safety Alerts for Human
Medical Products

Hydromorphone HCL Injection USP by Hospira:
Recall - Potential For Empty Or Cracked Glass
Vials

f sHarE in LNKEDIN | @ FINIT &% EMAIL | & FRINT

[Posted 03/05/2018]
AUDIENCE: Pharmacy, Risk Manager

ISSUE: Hospira is voluntarily recalling three lots of Hydromorphone HCI Injection, USP CIl 10 mg/mL, 1 mL in 2 mL
Single Dose Vials lot numbers 71330DD (NDC 04098-2634-01), and 691853F and 700753F (NDC 0703-0110-01
— Teva lots) to the hospital/institution level. Hospira initiated this recall on February 07, 2018 due to the potential
that units from these lots may be empty or cracked at the bottom of the glass vial.

Cracked vials may compromise the sterility of the product. Use of or exposure to cracked units may be associated
with adverse events such as sharps injury to healthcare professionals. Intravenous infusion of a non-sterile
solution can lead to bloodstream infections, which may potentially lead to bacteremia or sepsis. These infections
are of concern especially to immunocompromised patients.

BACKGROUND: Hydromorphone HCI is an opioid agonist indicated for the management of pain severe enough
to require an opioid analgesic and for which alternative treatments are inadequate. It is also indicated for use in
opioid-tolerant patients who require higher doses of opioids for the management of pain severe enough to
require an opioid analgesic and for which alternative treatments are inadequate.

Hydromorphone HCI Injection, USP CIl 10 mg/mL, 1 mL in 2 mL Single Dose Vials, is packaged in a carton of 10 x
1 mL Single-dose vials. The affected lots include the following NDC, 1ot numbers and expiry dates. Product was
distributed nationwide to wholesalers/distributors/retailers/hospitals in the United States and Puerto Rico from
October 2016 to July 2017.

RECOMMENDATION: Hospira. Inc. has notified wholesalers/ distributors/retailers/hospitals by recall letter to

arrange for return of any recalled product. Wholesalers/distributors/retailers/hospitals with an existing inventory 31
of the lots subject to this recall should stop use and distribution of the remaining units and quarantine

immediately. Healthcare Professionals in your organization should be informed of this recall. If you have further



How Do | Stay Informed?

= ||M§ U.5. Food and Drug Administration

EEE -

< back to Safety

MedWatch: The FDA To subscribe, E-mail us at
Safety Information and MedWatchSafetyAlerts@fda.hhs.gov

Adverse Event Reporting

Prograrrr @

=MepWATCH

AN
/
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Professional Publications

Hospital Pharmacy

Hosp Pharm. 2017 February; 52(2): 153-154.
doi: 10.1310/hpj5202-153

Summaries of Safety Labeling Changes Approved by the FDA: Boxed W
Highlights October - December 2016

Brenda |. Rose, PharmD

Author information » Copyright and License information

oy
i i,
Uiy

Abstract

The FDA's MedWatch program safety labeling changes for boxed warnings are compiled
and therapeutic biologics where important changes have been made to the safety infor
Drug Safety Labeling Changes (SLC) database was conducted on December 31, 2016 fo
“10/1/2016-12/31/2016", labeling section “Boxed Warning". These and other label cha
the Drug Safety Labeling Changes (SLC) database, where data are available to the pu
and searchable formats. (Drug Safety Labeling Changes are available at: http://www.
[scripts/cder/safetylabelingchanges/?source=govdelivery&utm medium=email&ut

Boxed warnings are ordinarily used to highlight either: adverse reactions so seriou
potential benefit from the drug that it is essential that it be considered in assessi
of using the drug; OR serious adverse reactions that can be prevented/reduced i
appropriate use of the drug; OR FDA approved the drug with restrictions to ens
concluded that the drug can be safely used only if distribution or use is restrict:

/
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FDA Case Studies

FDA CASE STUDY

FDA Drug Information Curriculum Case Study

U.5. FOOD & DRUG

Arion

5. FOOD & DRUG

MINISTRATION

FDA CASE STUDY

Useful FDA Drug Information for Clinicians: Ok, overyone? D Carosel bogan,

FDA MedWatch Adverse Event Reporting Curriculum Case Study Practicing clinicians seek available ;qupm::znmealady;;mdh
_ [P information on a new drug before Making &  wasaditted two days agoatier
DRUGS, DEVICES, & BIOLOGICS: Health ot aue’ Chusreplicd e o treatment decision o e ol oo

professionals encounter adverse events with
medical products and learn about reporting
to FDA MedWatch

my skin was getting lighter there, but
didn't think anything of it since I tend
to put the patch in tix

This fictionalized case study is part
of an educational series published
by the U.S. Food and Drug

ame place and. U.S. FOOD & DRUG

NISTRATION

A Rounding Team and FDA Drug Information Curriculum

evening. Old colleagues he hadn't seen
since his residency, workshops and
presentations on the latest advances
in medicine and, most importantly,
the remaining continuing education
credits he needed for his licensure
were a few short hours away. Pulling
2 chart out of the file holder on the
wooden door, Jim knocked and let
himselfin 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 2 low stool in
= corner of the room. [im 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

mlo sufely actons such @s recalls or safety
COMMUNCAtONS.

* Acview the aefiniions of dnug, device, and biologic.

] TOPICS
f];r Attention Deficit Hyperactivty 0 : - Foma 3500,
sorder (ADHD). In the 2 years that BT oA, Do B s
Jim had been treating Chris, hehad ' " '
switched his patient fromoral ADHD ~ © ASSUMPTIONS
medications to a patch worn on the s based oa
skin, He noted the last prescription
date in charts and said, “Tllneed to Target Budience fs undeipraduane students “."S_,m
vefill your prescription. Let's get you Event reporting,
checked out first and then Il have the
SUGGESTED APPROACH

nurses send the prescription to your
pharmacy before you leave.” | 1 PrEparing SIents’ SIUGENts AR expectad o
122 e case Sludy prod 1 ME Training 525500,

2. Engaging Shudents: The training session shoukd
consist of a discussion of the case study and
form.

After a routine checkup, Jim turned
his attention to Chris’ patch. Peeling
it off, he noticed that some of Chris's

complchon of a Medwatch
skin at the application site was
discolored. “Chris,” he said, eyebrows 3 llrlnunul_q m The laaining session
pinched with concern, “I'm noticing descussion of the two
some depigmentation underneath Compies v case sy St should be

" EMCOURE 10 PEICW an aodilional case study on
your patch that wasn't here the last TR, £arn after eiaes
time I saw you. Can you tell me when
this first started happening?” STUDENT ACTIVITIES
Before Class.

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

Feview the lolowing maleriats before class.

1. MedWalch Homepage

= Explain how reports are used by FDA Lo investigale
medical product probéems and are tansiated

F500A Amcrent?
Answel
+ Foem FDUA 3500, Voluntary Reporting: For use

by hesalh care professinils, consumers, and
patients

+ Fotm FDA 35008, Voluntary Reporting for
Consumers. A conSumer-inendly version of the
300 reporting fom,

+ Foem FDIA 35004 Mandatory Reporting: For use

2 True of False. Vaceine product problems should
be teporied b MedWalch

Answis. False. Vacoine product problems should
be fepored 1o the Vacoine Adverse Event Fieporting
Sysiin (VAERS), nol MedWalch. VAERS & @

natianal vacoine sality

ease. Behind her, the newest crop of
residents and interns beginning their
four-week rotation program worked
hard to keep pace in what many
nurses at the community hospital
jokingly called “Carosel’s Running of
the Interns.”

However, no one complained. Dr.
Carosel was well-respected in the
California medical community. A
practitioner of medicine for over 20
vears, he had served as the Director
of Cardiology at Sun Valley for the
past 11 years. In that time, he had
managed to employ Andrea. one
fellow, and two residents. The four
were among the brightest talents in
cardiology in the country:

Quick sighs of relief once the march

sponsored by FDA and e Centers for Diseise
Contyol and Prevention [COC).

3. Good cist reporls incuse (e iilowing
elements

. Desenpbion of I adverse events of gsease

Inchuding time b the

+ Gain an understanding of the FDA advisory
committee’s evaluation of a product's benefits and
risks._

+ Explain thy
entity (NME)_

« Gain an understanding of risk evaluation and
mitigation strategies (REMS) and their role.

of a new

TOPICS

FDA Drug Information Resources; Drugs@FDA;
Risk Evaluation and Mitigation Strategy (REMS);
FDA CardioBeat; FDA Drug Shortages Program

ASSUMPTIONS

This case study is based on the assumption that
the target audience is undergraduate students or
health i who are with FDA
drug information resources.

SUGGESTED APPROACH

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

2. Engaging Students: 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 fo use their
mobile devices to access the drug resources apps
mentioned in the case study and navigate to the
FDA websiles referenced in class.

This fictionalized case si is part .
e edmn_m{senesf;zgﬁ p EDA hg?dg\ratrh t;nu:h.r.t*zrs.e I(E}\.re_gt Reporting Curriculum One Patlent Case Study: Instructor’'s Guide
%;;?;gf;};ﬁw and Drug n:usce& DE"""c!‘é;s :?mgt:gcﬁ:rs:smm © " :’fltggm: g;lﬂ_elyv:’l; 5:?{:; FDA Useful Drug Infermation for Clinicians: Practicing clinicians seek available
) events with medical products and learn about reporting to FDA MedWatch hospital covld hear them, Several information on a new drug before making a 1t
A Patch of a Different Color pairs of rubber-soled shoes slapped
- . the ground in quick patterns as
D Jim Bean was excited as he reached LEARNING OBJECTIVES b ek g A trieq to keep up with the long stride LEARNING OBJECTIVES STUDENT ACTIVITIES
examination room 4, where his last ' : “Fg'ﬁ’ o ! from the: ;{,;';;y;ﬁ'{::,}‘j,‘”m”ﬁ‘}’g‘.';""‘ Identify an online resource for FDA's drug review Before Class
ﬁ“z‘:ﬁ the ";5' was waiting for 'I:;m ) m cardiology department. In his wakke, materials found at: www.fda.gov. "
e family practice physician wou + Menlity how o submil a quality medical product — Angwer the folkowing QuesSONS betare class: the steady and practiced steps of his + Determine if a drug or biclogic marketed in the U.S.  Review the following websites:
be on a plane heading to Miami for a probilem repart to FOA chief resident, Dr. Andrea Nash. bare} has been discussed at an FDA advisory commitiee
national medical conference later that 1. How are reporling formes 3500, 35008, and made a sound as she followed with meeting. v 1. Drugs@FDA

hitp-//www_accessdata fda_gov/scripts/cder/
‘drugsatfda/findex cim

2_FDA Advisory Commitiee hitp://
‘www_fda gov/AdvisoryCommittees/
Commil " .

htm

3. REMS@FDA
hittp /A fda.
index.cim

4. Drug Shortages Program
hitp:/iwww.fda.gov/DrugsiDrugSatety/
DrugShortages/

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

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

2 Tiue or False: Advisory Committee members are
FDA employees.

Answer: False. Advisory committees are made
up of outside 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
ased on this i

1
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Information for Health Professionals

»Healthcare Professional
Network

Bi-weekly Email
Newsletter

MedWatch
» Webinars and Education

Disease Specific Email
Updates
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Information for Patients

FDA Patient Network
Bi-weekly Email Newsletter -
> Website

» Webinars & In-person
Meeting’s

LS. FOOD & DRUG
AEM RN TRAT DN

Disease Specific Email
Updates

» Twitter
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Updates for Health Professigj;{

‘;ﬂ; -

/}( from the FDA Office of Health and Cons
» B W

February 21, 2018

ANNOUNCEMENTS S.f'

FDA issued a final rule titled "Human Subject Protection; Acceptance of Data from Clinical Invr
Devices”

The rule updates the FDA's standards for accepting clinical data from medical device studies
U.S. to support a device research or marketing application or submission, including 510(k), ’
exemption, as well as premarket approval.

FDA Commissioner Scott Gottlieb, M.D. statement on the efficacy of the 2017-2018 influe
Seasonal flu has been widespread this year, impacting millions of people across the cou
challenging season, with high rates of hospitalization for both influenza and its complicz 1',1
and the exacerbation of chronic conditions such as asthma and congestive heart failur

Statement on advancing the development of novel treatments for neurolegical conditi Clﬂ ss a by 1, 0 0 S5 Bre & I‘Bsenc
modemizing FDA's new drug review programs * arrg /s ey, Cty d ot OF o e g
New medical breakthroughs are altering how diseases are treated in ways that see'Ampla ne 30311‘- yﬂllnja €r ® in abﬂ]j(es Ve Q]efa b e fog a ,t t as Slb tram - r
Perhaps one of the most significant developments is the advent of new gene thera Iaau able I 'ﬂl‘dia * ang sty 5’0018 Su[,st 011',*e fel}» i"’lt[z %e
system'’s ability to target tumor cells. Dag; achy,.,; arg; CRe " Okea .Datjen Uty s, - of Siby Cery, fawu P
ey ;Mg g O, ¥ " Moy, - Cat: Iy, . 7o,

0
‘. in . ) ar, ey, -D, i
Slatem_epl on Administration’s request for new FDA funding to promote innovation andre.. s 'Cardjt"lc or Pfc‘;r eﬁ'b II IZQ t Orula;(_i fbayprl G@Se b 10 1[2&_ Sj[)u t‘S;H e ﬂ] U)B
competition S ar eny, I ar, on 1o, ey 00d 4, ap, - Wl
L - . . ) -, by 1 Oy 4 i} ear . Dre 7]
New scientific opportunities, as well as advances in manufacturing and commerce, give the FDA neW s+, s e ’ Ay e

/8 & 1, {I L 81 3 g
miss_ion to protect a_nd promote public healt_h. Lf.'ve_raging these opp_ortunities rt_equires_us_ to make in_vestmeﬁ "dﬁr"‘[: "?Ce a af?tl‘lc‘q[ S?DS) b Al 13 gﬁlﬁc‘m andfoﬁad
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oy JCap . Habjy g
el ¥ £ iats ¢
P 90sloy,” Cdeyp,



FDA Patient Representative Program

*Began in 1990s

* Patients having an active role on FDA Advisory Committees
and consultations with review divisions

» Patient voice represented in important discussions about
regulatory decision-making

*Presence at the table
»200 Patient Representatives, over 300 diseases/conditions

FDA Patient ﬂ L(__ [L—@/
Representative Be able to

STYTE Bl Know your | Be active B o our BRRAYGI >
in the _ Y coltitele of | | heuel discuss
.community A treatment W tteres ) CLICCUVE ‘ your views

| disease
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Submit Comments Through the Federal Register
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m Food and Drug Administration

B Subscribe

The Food and Drug {FDA) s lor protecting the public health by ensunng the salely, eficacy, and
sacurity of human and veterinary drugs, biological products, medical devices, the Mation's food supply, cosmetics, and
products that emid radiation. FDA s also responsible for advancing the public haalth by accelaraling mnovabions o make
medicines more effactive and providing the public with accurate, soenca-based information on medicines and food to improve
their health FDA plays a significant role in addressing the Nation's countarterrorsm capability and ensunng the sacurity of the
food supply.

Agency URL:
Parent Agency

Health and Human Senices Department

On this Page
Search Agency Soarch tem o

i Documents on Public Inspection

Showing 1-3 of 3 results since 1994

@ Agency Information Collection Activities; Prop . Submissions, and App Utilization of
Adequate Provision Among Low to Non-Internet Users

by thes Foad

ned Drug Admmestrabon scheduled for publication on 061272017

@ Agency Information Collection Activities; Proposals, Submissions, and Approvals: Electronic
Products

by the

1 and Direg Administration scheduled for publication on 06122047

@ Meetings: Science Board to Food and Drug Administration Advisory Committes
Dineg Administration scheduled for publication on 06122017

by the Food
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Participate in an FDA Sponsored Public Meeting

Home > ForPatients » Calendar of Public Meetings

Calendar of FDA Sponsored Public

Calendar of FDA Sponsored
Public Meetings - March 2018

Calendar of FDA Sponsored
Public Meetings - April 2018

Calendar of FDA Sponsored
Public Meetings - May 2018

f sHerRE W TWEET in LiNkeDIN | @ PINIT | 35 EMAIL | & PRINT

Public

# advisory ¢
# public m¢
# public w,
o other FJ

In this section you will find a comprehensive list of all the
may include advisory committee meetings. public workshy
from patients and caregivers.

Most FDA meetings are free to the public and do not r¢
present data, information, or views, orally at the meet;
Other types of meetings listed may require prior regig




Inf '
ormation for Health ProfessionalE

Home > For patients > Clinical Trials!

Clinical Trials: What patients
Heed to Know

What Patients reed to KNow
About institutional Review Boards

Glossary of Terms

Clinical RESEE\'I‘J’\ \ersus wedical
Treatmem

What Ave the Diffierent Types of
Clinical RESQBTCH?

\nformed Gonzent for Clinical
Trials

Resources for You

» M Clinical Research Trials
and You

» Good Clinical Practice

« Interactive patient Education
Tutorial On Clinical Triale

» Protecting America’s Health
Through Human Orugs

« Protection pf Humnan aubjeds
of Research

» Getio Know C-hmcalTrials.GGV
{we! pinard®

What Patients Meedto Know

Clinical Trials: What Patients Need to Know

§ sHARE i LINKEDIN ® FPINIT = evAlL & PRINT

Learn more about clinical frials and find @ frial that might be right for you. Clinical trials are yoluntary research
studies conducted in people and designed 1o answer specific questions apout the safety OF effectiveness of

drugs, vaccines, other therapies. Of new ways of using existing freatments. it is important 1o remember that the

FDA does not conduct Clinical Trials-

gearch fora Clinical Trial

Enter a word or phrase, such as the name of 2 medical condition of intervention.
Example: Gancer AND Los Angeles of expanded access AND cnmpassinnate use

gearch l

Learn More About clinical Trials

+ Clinical ResearthLYery

medical Treatment

Understand the differences petween clinical research and medical treatment and what those difference

for you. Find answers 1o your questions about clinical frials. such as why they are done, who should ¢f
parllclpating. and issues 10 congsider before joining & trial.

« What are tne DI TPU.‘,T!!‘P??Q( clin esearch
Understand e different types of research and the
sour clinical trial phases, such as their purpose and
how many people parllcipale in each of e phases.

. ‘,‘.".ff%f.r,r.‘?q..
Understan

ent for .C.,“.V‘,‘P?".'..T. 35
ahat informed congent is and the

questions you need to know pefore signing informed
consent.

n Clinical TrialF tion,

it is impo! ant to test Arugs and medical products in the
people they are meant to help- Learn about FDASIA
907 and how FOA works 10 make Sure that peopleé of
aifferent ages. races, ethnic groups. and genders are
included in clinical trials.
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Informati
tion for Health Professional
and Patients -

Learn About Expanded Access and Other
Treatment Options

Home ¥ Fot patients ¥ Learm Aoout OmerTrea\mem Options

Learn About other Treatment
Options
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Watch Webinars Led by FDA Experts
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Home » For Patients » Aboutthe FDA Patient Network

About the FDA Patient Network

Learn About FDA Advisory
Committees

¥ Listen to Webinars and View
Presentations Given by FDA
Experts

Patient Representative and
Patient Safety Team - Office of
Health and Constituent Affairs

Patient Network Newsletter

Resources for You

+ View FDA Basics Webinar
Series

Listen to Webinars and View Pr
by FDA Experts

f sHARE in LINKEDIN | @ PINIT | & EMAIL | & FRINT

Through our webinars and presentations, the Office of Health and Cons
on many topics related to patient engagement, medical product (Drugs
medical product safety updates.

You can listen to past webinars or view recent presentations from FDA ¢
presentations. watching the webinar or reading the transcript.

If you would like to talk with the Office of Health and Constituent Affairs -
with the FDA or if you have suggestions for future webinars, please em:
work@fda hhs gov

Webinar Library

2018 - 2014

2018

Sentinel Initiative and Sentinel Engagement Partners Workgrc
February 1, 2018
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Learn How Medical Products are
Developed and Approved
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Disease Specific Email Updates

L@\ CardioBeat | g,

Diabetes Monitor 7

Hepatitis Updates §

www.fda.gov/ForPatients 16



FDA Facebook and Twitter

FDA Patient Network @
@FDA_Patient_Net

Our Patient Network covers a range of
FDA-specific topics and conducts
numerous activities that are of interest
to patients. © Silver Spring. MD

& fda goviForPatients/de

.

U.S. Food and
Dug i o 5
Administration &
e Care  HealthCare.gov® o Limd v
Home r
About
coco i
Comment
Policy
:;T::“ NlHI:J I:ﬁwnmumm FET
Fhotos
Videos See Al
Events

ol Liked » | 3y Followsng v 4 Share e

About See il

Videos

0 wwwsdagov
Posted comments andimages do not
PaCES Ity 16es it e views &f FOA

%, (01} 4834337

Posts

U.5. Food and Drug Administration
g :

You ey be lempited b pre-lan betare Nilling Me beach. Bul dont

Scott Gottlieb, M.D. @

FDA Drug Information
@SGottiebFDA

@FDA_Drug_Info

US FDA MedWatch ®
@FDAMedWatch
: &

FDAWomen &
@FDAWomen

FDA Medical Devices &
@FDADevicelnfo

FDA Tobacco @
@FDATobacco

CFFICE OF MEDUA AFFAIRS.
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Media Affairs @
@FDAMedia
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FDA CVM &
@FDAanimalhealth

FDACVM @ Media Affairs &
@FDAanimalhealth @FD#Media

CENTER FOR FOOD SAFETY
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@FDACBER

U.S.FDA g
@FDArecalls

FDA/CDRH Industry &

@FDAcdrhindustry  Follows vou



Center for Drug Evaluation
and Research

ERUG TRIALS

APSHOTS

3 Downioad Poace

DRUG INFORMATION SOUNDCAST

inCLINICAL ONCOLOGY

topics i cancer frug doveapmen

bon 3bout new product apprivais, emeiping safey informaton for cancer treatments, and other curent

Conversations

From our perspective: Interchangeable biof
reducts
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Center for Tobacco Products

Public Health Education

fieallh nformation v fsmame | w7 in LUNKEDIN | @ FINIT | @6 EMAIL | 8 FRINT
Public Education Campaigns
“Youth & Tobacco While there has been significant progress, tobacco use remains a major problem in

the United States—one that FDA is working hard to help reduce. Among other

efforts, we are investing in a number of public campaigns to help educate about the
dangers of tobacco products.

Tobacco products are harmful, yet widely used, and are responsible for severe health problems in both users
and non-users. These health problems include several kinds of cancer and lung and heart disease. all of which
often lead to death.

Health Information

« Access the latest he

. including resources from our federal partners.
« Tips to Help Avoid Vape Battery Explosions
* Chemicals in Cigarettes: From Plant to Product to Puft.

 Leam about tobacco-related health fraud.

Public Education Campaigns

We are investing in a number of publi

Rooted in science, these efforts are directly linked to our authority to regulate the marketing and sales of

tobacco products.

THE
REAL
COSY

Center for Devices and
Radiological Health

Medical Devices

Home > Medical Devices » Resources for You (Medical Devices) > Consumers (Medical Devices)

Consumers (Medical Devices)

Consumers (Medical Devices)
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* Introduction

« What is a Medical Device?

« How are Devices Classified?

« How are Medical Devices Requlated in the United States?
= What is the Difference Between Cleared and Approved?

« How do | report a problem with a Medical Device?

« Contact CORH

The Food and Drug Administration (FDA) assures that patients and health care providers have timely and
continued access to safe, effective, and high-quality medical devices. In addition, it provides consumers
patients, caregivers, and healthcare prowiders with understandable and accessible science-based
information about the products it oversees

In order to understand medical devices, it is important to understand what a medical device is and how the
FDA classifies medical devices.

What is a Medical Device?

A medical device is an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or

other similar or related article, including a component part or accessory which is

o recognized in the official National Formulary, or the United States Pharmacaopoeia, or any supplement to
them

o intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or
prevention of disease, in man or other animals, or
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Memoranda of Understanding

About FDA

Home 3 Abaul FDIA 3 Parinershipa £

Memocrands of Understanding
[M0ua}
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FDA Memoranda of Understanding

Fowss | w Inosse | @ [ CUCRE-T

FOA

" FDA Consumer Updat\

Breast Cancer in Men: Treatments and Genetic
Counseling

Espafiol

B= Subscribe: FDA Consumer Health Information

04 Conparative Arangsments il i

FDA and Medscape

FDA Expert Commentary and Interview Series on
Medscape

As part of the continuing collaboration between FDA and Medscape &. a series of interviews and commentaries
are available to communicate important safety information to clinicians. Featuring FDA experts, these original
commentaries cover a wide range of topics related to FDA's multi-faceted mission of protecting and promoting

the public health by ensuring the safety and quality of medical products such as drugs, foeds, and medical
devices.

Interviews
Postmarket Drug Safety: The View From the FDA

hitp://www.medscape.com/iviewarticle/880216_1

Featuring Gerald Dal Pan, MD, MHS, Director, Office of Surveillance and
Epidemiology, FDA Center for Drug Evaluation and Research, May 2017

Does Your Patient Need Both an Opioid and Benzodiazepine?

hitp-fiwww.medscape.com/viewarticle/s71284

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

The Focus on Orphan Disease R&D at FDA

http://ww.medscape.com/viewarticle/571115

Featuring Dr. John Whyte, Director of Professional Affairs and Stakeholder
Engagement, and Dr. Gayatri Rao, Director of the Office of Orphan Products
Development, FDA Genter for Drug Evaluation and Research, October 2016

Can men get breast cancer? Yes. Although breast cancer
is a disease usually associated with women, men get it too.

Because male breast cancer is rare, there is very limited
information on how to freat men diagnosed with the
disease. “In the absence of better information to guide us,

er

lompanies to allow men in clinical trials unless there is a

ents has been very positive. Breast cancer awareness is
lgned include men. “For the first time, men can access
te fo scientific advances and knowledge for others with this
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Why is the Patient/Health Professional
Voice Important?

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

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

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

*The human element (judgment vs. empirical data)




What Value Might Be Added by
Community Engagement?

»Faster recruitment and improved retention in trials

» Cutting cost of drug development

»Help develop meaningful endpoints
and measurements

»Medical products that better reflect outcome and Iity
of life measures most important to patients

51



Challenges to meaningful engagement

Understanding of trial design (meaningful endpoints and
data, measuring outcome, control arms)

Understanding the regulatory framework standards, and
requirements (level of evidence)

Legal and practical limitations facing sponsors
(promotion v. education and engagement)

Division within patient communities and healthcare
professional organizations

Different objectives or agendas among organizations
Disagreement on meaningful measurement

52



Testing Your Knowledge!
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What is FDA’s Public Health Mission?

Ensure the , , and
of human and animal drugs, biological

products and medical devices

a. Safety, effectiveness and securit
Y Y g

b. Accuracy, effectiveness, and purity
c. Timelines, reliability and security

54



Who can report adverse events to the

® o o T D

MedWatch Program?

Healthcare professionals
Patients

Consumers
Industry/Pharmaceutical Companies v
All of the above

55



How can MedWatch reports result in
improved product safety?

By updating the product label.

b. Requiring a medication guide.

c. Requesting a product to be removed,
form the market. g

d. aandb
e. All of the above

Q)

56



How can you be involved in the FDA
decision making process?
Attend an FDA Advisory Committee meeting.

. Attend a protest at the FDA.

Participate in webinars and workshops hosted
by FDA experts. |
Y P g

. aandc
. All of the above

57
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© o o T

Which is Not Regulated by the FDA

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

Child-proof packaging for OTC drugs

Plastic containers for soft drinks
o

Valentine heart box containing chocolates
Tube containing medical ointment

58



Thank you

vSTIg

steve.morin@fda.hhs.gov
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