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Presentation Overview

e |Introduce the FDA Office of Health and
Constituent Affairs (OHCA)

e Share examples of collaborations to advance
FDA messages

* How you can engage with FDA
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OHCA works to help patients, patient advocates, and their
healthcare professionals connect with FDA science and
policy staff.
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Advance our Reach through Webinars

The Joint Commission

FREE WEBINAR [l NOV. 4, 2015 - NOON ET

THE AMERLCAN NURSES ASSOCTATION AND THE U.S. FOOD AND DRUG ADMINLISTRATION PRESENT:

FDA'S MENU LABELING REQUIREMENTS

WHAT NURSES NEED TO KNOW

% NOV.G,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
the most informed, healthful menu choices when
eating out at restaurants, not only for themselves
but also so they can educate their patients.

By knowing the state of one’s own health and the
caloric count and sodium/sugar/carbohydrate content
of menu choices, RNs can truly be role models,
advocates and educators of healthier lifestyles.
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.

ing nursing education activity was approved by

ciation, an accradited approver

redentialing Center’s Commi

For mare information regarding
contact hours, please call
Holly Carpenter at 301-628-5i05)

FOLLOWING THIS WEBINAR,
NURSES WILL BE ABLE TO: he Joint Commission

A Joint Commission/FDA Webinar

Reprocessing of Scopes

AMERICAN

ASSOCIATION

JCRITICAL-CARFE
NURSES

Home | Membership | Cerificaion | Educaon  Conferences | Clinical Practice | Markelplace = Publicaions

Education Collaborating With the FDA to Manage Drug Shortages

AACN Critical Care Webinar Series
Presented by: Capt. Jouhayna Saliba, PharmD

Live webinar  Thursd: er 08, 2015 10:00 AM - 10:30 AM

Search

Log Tn/View

Webinas Series Home

nt, reco

15 professio
shortages.

0 Identify types of establishments that will
have to display calories on menus and
menu boards

Identify what type of information will be
available on menus and menu boards

Analyze current research on RN nutritional
status and intake

Desc methods for nurses to promote
and utilize menu labeling and nutritional
facts to increase their own and their
patients’ health and wellness

% Register Today!
CLICK HERE
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NAHN News

CONTACT: Celia Besore, MBA, CAE, Executive DirectorCEOQ
iational Association of Hispanic Nuses, (501) 367-8616

ing Program ar

Washington, DC {January 15, 2015) — Pleas
webinar discussing the impartance of the F
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and Drug Administration (FOA) MedWatch Program and provding an
llance

h is the FDA'S reporting system for adverse event. Founded in 1993, this sy
be shared with medical professionals or the general pub

o of volurtary reporting allows

Leam more about MedWatch and h in pharmacoviglance beniils health and safely. This webinar is designed to
Highiight the MedWatch Program and how nurses can report adverse evenls. In addiion. you wil lear the benefis of
MedWatch and how to best levarage the MedWatch resourc

Other objectives of this webinar include:
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Advance our Reach through Publishing

LEARN PRACTICE

PROVIDER STATUS

ENGAGE COMMUNITIES

AMERICAN
PHARMACISTS MONTH

PARTICIPATE
HOUSE OF DELEGATES
APhA-APPM
APhA-APRS
APhA-ASP

NEW PRACTITIONER
NETWORK

ELECTIONS

ANNUAL MEETING &
EXPOSITION

JOINT FEDERAL PHARMACY
SEMINAR

AWARDS

JOIN APhA
WHY JOIN APhA?
RENEW YOUR MEMBERSHIP

APhA CORPORATE
SUPPORTERS

Connect f ¥ in w

LoginRegister  Contact Us

GET INVOLVED SHOP ABOUT NEWS

Wholesale drug distribution: Pharmacists
should know their source of drugs

November 01, 2014

FDA offers lips, reminders for frontiing phamacists n u
Wholesale drug distributors are a link between manufacturess and pharmacists

Their role 15 to ensure prescnption medications are delivered sately and

efficiently every day to thousands of health care s and p

W News
While tha LS. health care supply chain is ona of tha most secure and sophisticated in the wy
network of rogue wholesale drug is sofling p ially unsafe drugs in the U.S. m:

75 T B ¢ ioroh: miuhorlo ore Umorrsves msfbines s o on Summaries of Safety Labeling Changes Approved By FDA—Boxed Warnings
Good rogue wholesale drug distributors and are of major concem. FD. . . .
pharmacists who purchase prescription drug products fo know | nghl |ght5 AprII_June 201 5
As part of FDA's MedWatch program, important changes to the safety labeling of drugs and therapeutic biologics, including boxed warnings, are
&y posted on the agency's website. Boxed warnings are ordinarily used to highlight (1) an adverse reaction so serious in proportion to the potential
0N

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 reac-

- y - tions 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

R‘ r A 3 restrictions to ensure safe use because FDA concluded that the drug can be safely used only if distribution or use is restricted.! The following revisions
L] B i = " ‘] to seven boxed warnings were implemented in the three months ending June 2015.
et —_— Yy T

1, ‘I —

] Pomalyst (pomalidomide) Capsules

== Edited Boxed Warning (truncated to show changes)

Buyer beware
y Pomalyst Boxed Warning updated as of April 2015 (truncated) Pomalyst Previous Boxed Warning (truncated)

FDA offers these tips and reminders for pharmacists:

Venous and Arterial Thromboembolism Venous Thromboembolism

.. . Thromboprophylaxis is recommended and the choice of regi- ... Consider prophylactic measures after assessing an
men should be based on assessment of the patient’s underlying risk individual patient’s underlying risk factors.
factors.

Sporanox (itraconazole) Oral Solution and Capsules
7 7 - 5

The following drugs were added as drug interactions: ticagrelor, fesoteridine, telithromycin, and solifenacin.

Erivedge (vismodegib) Capsules

Edited Boxed Warning (truncated to show changes)
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Advance our Reach through Memorandum of

Understanding (MOU)

Medscape MULTISPECIALTY

CME & Education

ADUERTISEMENT

News & Perspective Drugs & Diseases

Q, Search News & Perspective

Register Login

Learn how it's done

High quality adverse event reports make a difference.

MEDWATCHLEARN

A
EDA

This collection features FDA experts in original commentaries that are designed to improve

ions between clinici 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 CORH, 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 Interview, Apri 2014

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 tobacct
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.

Collaboration

[FOA e Medscape

FDA RESOURCES

FDA on Medscape = FDA Expert Commentary

What To Do About Misleading Drug Ads

Michael A. Sauers

Disclosures | December 16, 2011

Michael A. Sauers
US Food and Drug Administration

E n j 00:08/05:33 M-IIIIIH ﬂ

9

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



https://www.youtube.com/watch?v=p7QNZX7zsWM

AOA and Entertainment Industries Council (EIC)
Co-Sponsorship Agreement

http://www.medscape.com/partners/fda/public/fda 10



Engaging with FDA: MedWatch

1. A way to send information /N to FDA

Food and Drug Administration /\
MEDWATCH

N———"

2. A way to get safety information OUT from FDA
www.fda.gov/medwatch

11 11



MedWatch- What should | report?

7,3@

Biologics

Any event that:
— |s fatal
— Is life-threatening e{% o
— Is permanently disabling === . Speil Nuiona
— Requires/prolongs hospitalization
— Causes a birth defect

— Requires intervention to prevent permanent
impairment or damage

— Potentially cause harm or near miss

Medical Devices

\

12



MedWatch-
How do |
report?

—Online

— Mail/Fax
— By Phone
1-800-332-
1088

S. Department of Health and Human Se

U.S. Food and Drug Administration
Protecting and Promoting Your Health

FOA

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

Safety = =
Home » Safety » MedWatch The FDA Safety Information and Adverse Event Reporting Program
MedWatch The FDA Safety MedWatch: The FDA Safety Information and
Information and Adverse Event -
Reporting Program Adverse Event Reporting Program
Subscribe to MedWatch Safety
Alerts
Search the MedWatch Section
Safety Information v Q

Reporting Serious
Problems to FDA

ol g Mo

Your FDA gateway for clinically important safety information and reporting

TS =M {DWATCI'-I' serious problems with human medical products.

I~

2015 Safety Alerts for Human

Medical Products =} Reporta Problem
Contact Information
Voluntary Adverse
Reporting

MedWatchLearn - Te\B#eTIg What's New
students, health professionals,
and consumers how to report

1 Safety Information ¥ Stay Informed

problems to FDA = 0.9 Percent Sodium Chloride Injection, USP, 50mL and 100mL by Baxter: Recall - Particulate Matter
Medical Product Safety Injecting a product containing particulate matter, in the absence of in-line filtration, may result in blockage
Educational Resources of blood vessels, which can result in stroke, heart attack or damage to other organs. Posted 07/20/2015

Consumer-Friendly Reporting

Proglycem (diazoxide) Drug Safety Communication - Reports of Pulmonary Hypertension in Infants and

Form 35008 (PDF - 1.2MB) Newborns Monitor patients, especially those with risk factors for pulmonary hypertension, for signs of
respiratory distress, including tachypnea, flaring nostrils, grunting, and chest wall retractions. Posted

07/16/2015

www.fda.gov/medwatch 13 13



MedWatch - Safety Info OUT

Q U.S. Food and Drug Administration
IDA_ Protecting and Promoting Your Health
Staying Informed:
Home Food Drugs Medical Devices Radiation-Emitting Products Vaccines, Blood & Biologics Animal & Veterinary Cosmetics Tobacco Products.
Information Delivered Safety 0

to YO u Home » Safely > MedWatch The FDA Safely Information and Adverse Event Reporting Program

MeaWaich The FDA Safel MedWatch: The FDA Safety Information and

Information and Adverse Event

Reporting Progea Adverse Event Reporting Program
S u b S C ri b e to Subseribe to MedWalch Safety

Alarts

IVI e d Watc h Safety Information

Reporting Serious Problems to

E m a i I FDA et - Your FDA gateway for clinically important safety information and reporting
ZMwTCH serious problems with human medical products.

TW i tte r. Resources for You
+ 2014 Safely Alerts for Human ¥ Report a Problem i Safety Information &= Stay Informed

RS S fe e d S Wedical Products

= Contact Inform n Far
Voluntary A e Event
Reporting What's New
« MedWatchLeam - Teaching
students, health professionals «» GemStar Power Supply, 3VDC for GemStar Infusion Pumps by Hospira: Class | Recall - Power Supply
and consumers how to report May Not Deliver Enough Electricity Use of recalled devices may cause serious health risks, including
ablems to FD
protigms o FLA delay in therapy, delivery of too much fluid, too high or too low blood pressure, slow or fast heart
« Medical Product Safety rhythm/beat, shock, trauma, 1st or 2nd degree burns, smoke inhalation, problems.

Educational Resources

V26 Slimming Coffee: Public Notification - Undeclared Drug Ingredient Sibutramine is known to

* Consumer-Friendly Reporting substantially increase blood pressure and/or pulse rate in some patients and may present a significant

Form 35008 (PDF - 1.2M8)
WWW a OV I I l e W a C isk for patients with a history of coronary artery disease, congestive heart failure, arrhythmias, or stroke
- - Posted 11/05/2014

10 Percent Neutral Buffered Formalin by Richard-Allan Scientific: Class | Recall - May Contain Incorrect
Concentration of Formalin Use of this defective Formalin may prevent or delay diagnoses and treatment
decisions. Posted 10/31/2014

14



Challenge Question 1

What is MedWatch?

& A way to send information to FDA on problems
with medical products

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

vy

4

15 15



Engaging with FDA- FDA Advisory

Committees

50 committees and panels to obtain independent
expert advice

e Membership types
— Academician/Practitioner
— Consumer Representative

— Industry Representative
— Patient Representative

 Open Public Hearing

e http://www.fda.gov/AdvisoryCommittees/default.htm

16 16



Challenge Question 2

 Which of the following are ways to collaborate and
engage with the FDA?

A. Report a product problem to MedWatch

B. Participation in Advisory Committee Meetings
C. FDA Bad Ad Program
D. All of the above




? BadAd@fda.gov II 'E II

FOOD AND DRUG ADMINISTRATION [FDA

FDA’s Bad Ad Program

Empowering HCPs to Recognize
and Report False or Misleading
Drug Promotion

Office of Prescription Drug Promotion (OPDP)
United States Food & Drug Administration



Objectives

= Discuss FDA's role in regulating prescription
drug promotion and advertising

= Recognize the role that healthcare
professionals (HCPS) can play In protecting
the public health by ensuring that
prescription drug promotion and advertising
IS truthful and not misleading

= Describe how HCPs can effectively report
misleading prescription drug promotion to
the FDA through the Bad Ad Program

19



FDA’s Mission — part 1

= The 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, and by regulating the
manufacture, marketing, and distribution of
tobacco products.

FOA

20



FDA’s Mission — part 2

= The FDA is also responsible for advancing the
public health by helping to speed innovations
that make medicines and foods more
effective, safer, and more affordable; and
helping the public get the accurate, science-
based information they need to use
medicines and foods, and to reduce tobacco
use to improve health.

FOA

21



FDA Structure

22




Office of Prescription Drug
Promotion (OPDP)

= To protect the public health by ensuring
prescription drug information is truthful,
balanced, and accurately communicated.

= This i1s accomplished through a
comprehensive surveillance, enforcement,
and education program, and by fostering

netter communication of labeling and

oromotional information to both healthcare
professionals and consumers.

23



Challenge Quest

jon #3

= Which of the following statements
IS true?
FDA approves promotional materials

A.

B.

The pharma industry s

majority of its advertisi

nends the
ng budget on

direct-to-consumer (D
advertising

)

FDA can ban DTC advertising

None of the above

24



Advertising Myths and
Misconceptions

FDA “legalized” DTC advertising in the late
1990’s

Industry spends most of its advertising
pudget on DTC advertising

-DA has the authority to ban DTC advertising

~DA can restrict DTC advertising to certain
types of products

FDA approves ads
FDA regulates “good taste”

25



What does OPDP reqgulate?

- Written and broadcast prescription drug
promotional materials made by the
company which include:

- TV and radio commercials

- Sales aids, journal ads, and patient brochures

- Drug websites, e-detalls, webinars,
Epocrates, and email alerts

26



Regulatory Authority: FD&C Act

= Prescription drug promotion must...
= Not be false or misleading

= Have balance between efficacy and risk
Information

m Reveal facts material with respect to
conseguences that may result from the
use of the drug as recommended or
suggested

27



Regulatory Authority

= Code of

m 202.1 -
m312.7 -

~ederal Regulations (CFR)
Prescription Drug Advertising

Preapproval Promotion

m 314.550 - Subpart H, Accelerated Approval
for Drugs

= 601.40

- Subpart E, Accelerated Approval

for Biologics

28



Regulatory Authority

= Post-Approval Regulations located in 21
CFR 314.81(b)(3):

= Require the submission of all promotional
materials at the time of Initial
dissemination or publication

= Must Iinclude Form FDA-2253 and current
Pl

*OPDP generally does NOT “pre-clear”
promotional materials

29



Categories of Promotional

Materials
= Labeling = Advertising

= Audio, video, or printed = Advertisements in
matter (e.g., brochures, published journals,
booklets, mailing pieces, magazines, newspapers,
exhibits, slides) and other periodicals

= Supplied or disseminated = Broadcast (e.g., TV,
by the manufacturer, radio, telephone
distributor, packer, or communication systems)
any party acting on = Accompanied by a “Brief
behalf of the sponsor Summary” of the

= Accompanied by the approved product label

approved product
labeling

30



Categories of Promotional
Materials

Help-Seeking
[nstitutional
Reminder

Full Product

Cannot make any
representations
about a specific
product

31



Help-Seeking Ad

T § |

| mhoemarion

GET EDUCATED

It mav rake

CQU

shonst ered

tile dvsbunction, please cal

ABouT E.D.

| T-B00-435-4215

32



Institutional
Ad

DERMATOLOGY
IMMUNGLOGY
IFECTIOUS DISEASE |
UROLOGY |

Inspired by the vision of a healthier world

We are Astellas, established in 2005 with the merger of two leading Japanese pharmaceutical
companies— Yamanouchi and Fujisawa. And already ranked 2 in Japan and among the top

20 worldwide, with locations in over 30 countries, including the US.

At Astellas Pharma US, Inc., our commitment is to develop innovative, relevant products that

people truly need. Our mission is to change tomorrow by bringing about a healthier world today.

33



Reminder

Must include proprietary and established name

May call attention to drug name but may NOT
contain any representation or suggestion
relating to the advertised drug product

May Include dosage form, package contents,
price, name of manufacturer, packer,
distributor.

Not permitted for drug with a Boxed Warning

34



Reminder Ad

Fulmicort=s

RESPULES @

(budesonide inhalafion suspension)

Learn more at PulmicortRespules.com

35



Full Product Claim Ads

= Include representation or suggestion
relating to the advertised drug product

= Must Include a balanced risk presentation
(“fair balance”)

= Must include the Brief Summary or Pl

36



Full Product Claim
DTC Ad

|
Actonel.com
1-877-Actonel Felp fight fracture. ACtO el

risecionate sodium tabiets)



Product Claim
DTC Ad
Brief Summary

ACTONEL® (AK-toh-ne

¢ sodium tablets)
steoporo:

What is the most important information
I should know about ACTONEL?

What should | avoid while
taking ACTONEL?

What are the possible
side effects of ACTONEL?

g ACTOMEL and tall your healt

What if | have other qu:
bout ACTONEL?

tions

)




Broadcast Advertising

= “Major Statement”

= Information relating to the major side
effects and contraindications

= “Adequate Provision”
m Provides for dissemination of the PI

Recognizes the inability of broadcast
advertisements of reasonable length to
present and communicate this information
effectively

39



Adeqguate Provision

= Currently acceptable adequate
provision:

= Toll-free number
= Simultaneously running magazine ad
= Reference to a healthcare provider

= \WWebsite

40



Challenge Question #4

= How many promotional pieces did
OPDP receive In 2015?

A.

B.

C

D.

5,000

15,000
55,000
95,000

41



Total # of promotional pieces

100000

80000

60000

40000

20000

0

96,090
85,485

58151 64506

g

2014 2015
Professional m Consumer

42



What does OPDP do?

Advice to Industry
Advice within FDA
Guidance and policy development

Research

Survelllance and enforcement

43



False or Misleading Promotion

= May have public health consequences,
e.g.

= Providers writing Inappropriate
prescriptions

s Patients using medication incorrectly or
for the wrong purpose

s Medicare fraud
s Adverse events

44



Common Violations

= Omitting risk information

= Downplaying drug risks

= Distorting scientific research

= Overstating the efficacy of a drug

= Using suggestive language or
Imagery that gives a false overall
Impression

45



Survelillance and enforcement

= OPDP’s normal surveillance activities
Include:

= Monitoring drug promotional materials
sent to us by Industry

= Monitoring medical convention exhibit
halls

= Reviewing complaints submitted by
Industry competitors

46



Limitations to survelillance

= However, these survelllance activities
do not allow us to monitor certain types
of drug promotion, such as what occurs
In places such as physician offices and
Industry-sponsored dinner and lunch
programs.

That’s one of the reasons why we
developed the Bad Ad Program

47



BadAd@fdagoI E I

FOOD AND DRUG ADMINISTRATION

= An FDA-sponsored outreach program
designed to educate HCPs about the role
they can play in helping FDA ensure that
prescription drug advertising and
promotion Is truthful and not misleading

= Bad Ad’s dual mission:
1. Education and outreach

2. Hotline (email and telephone) for HCPs to
report potential violations

48



BadAd@fda.gov I E I

FOOD AND DRUG ADMINISTRATION r

= Bad Ad Education and Outreach

= Pharmaceutical companies spend billions of
dollars each year to promote drugs, yet many
HCPs are not trained to identify false or
misleading promotion

= Main educational outreach includes:
= 1-credit CME course
= Case studies for educational settings
= Media campaigns and conference outreach

49



Bad Ad CME Program

= 1-hour, self-paced training for 1.00 ANCC contact
hours for nurses and nurse practitioners

= Training modules include:
= Video presentations by OPDP reviewers

= Video presentation on “the psychology of
Influence” by an expert psychologist consultant

= Simulated interactive scenarios to test
knowledge including a pharmacy scenario

= Over 1,000 course completions to date and
excellent overall feedback

50



Bad Ad Case Studies

= Three case studies based on real OPDP
enforcement actions that originated via Bad
Ad

= Designed to be used as part of an
educational curriculum or training

= Includes the violative promotional material,
the resulting enforcement letter, the FDA-
approved Pl, and a facilitator guide

51



What should you do If you see
misleading drug promotion?

= Bad Ad Hotline

= Any HCP can report potentially misleading
promotion to OPDP by:

= sending an e-mail to BadAd@fda.gov or

mCa

= Can
FDA

ling 855-RX-BADAD (855-792-2323)

e submitted anonymously. However,
encourages you to include contact

Information in case follow-up Is necessary
for more information.

52



What will OPDP do with your
complaint?

= Once a Bad Ad complaint Is received, OPDP will
evaluate i1t to determine If it meets the criteria
needed to take an enforcement action.

= If OPDP finds the promotion to be false or
misleading, we will move forward with a risk-
based enforcement strategy to put a stop to the
promotion ourselves, or refer it for further
criminal investigation.

= If the report does not meet the required criteria
at the time, it will serve as valuable information
In focusing our ongoing surveillance activities.

53



BadAd@fdagoI E I

FOOD AND DRUG ADMINISTRATION r

Enforcement Action Example:

DermaSmoothe
(fluocinolone acetonide)

54



Enforcement Example:
Derma-Smoothe
(fluocinolone acetonide)

= Indication: Topical treatment of moderate to severe
atopic dermatitis in pediatric patients, 3 months and
older for up to 3 weeks

= Also states to apply the least amount of Derma-Smoothe to
cover the affected areas, and not to apply to the diaper area,
face, axillae, or groin unless directed

= Warning: The systemic absorption of topical
corticosteroids can produce reversible hypothalamic-
pituitary-adrenal (HPA) axis suppression with the
potential for glucocorticosteroid insufficiency...Children
may be more susceptible to systemic toxicity from
equivalent doses due to their larger skin surface to body
mass ratios.

55



e
Hlll Dermaceuticals, Inc.

Ed ol “F: 1-800-344-5707

skin problems we treat products the company prescribing info contact us press releases success stones home

Effective. Safe. Affordable.
Hill Dermaceuticals changes lives

View Cart

Pediatric Atopic Dermatitis

-« Diseases We Treat
Main

e ——— Derma-Smoothe/FS®
. Eczema/Atopic (Body Oil)

Dermatitis (fluocinolone acetonide oil), 0.01%
. Pediatric Atopic

- Severe and All Qver

-« Non-Prescription
Products For:
o Excessive
Sweating
o Oily Skin, Qily
Hair
o Dry Itchy Skin

Man-Prescription Products

(@)
(@)




at

"

, Oily

r Skin

Pediatric Atopic Dermatitis

Derma-Smoothe/FS® (Body Oil)

(Muocinolone acetonide oil), 0.01%

The only product for patients 3 months and older that can be used
when their eczema is severe and all over!

Go Beyond the ltch!!

¥ The refined peanut oil vehicle repairs the skin barrier function by driving
moisture into the skin, which is the key to treating the disease.

v The only corticosteroid that does pot cause adrenal suppression, even
when used over 90% of the body!

v"Patient cost is only $45.00 for a full course of treatment!

(@]



BadAd@fda.gov I E I

FOOD AND DRUG ADMINISTRATION r

= Phone: 855-RX-BADAD
(855-792-2323)

s E-Mail: BadAd@fda.gov

= For more Information including the CME
program and case studies please visit:

www.fda.gov/badad

58
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