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You have to start with

the customer experience
and work back to the
technology. ct

- Steve Jobs, Co-founder of Apple



DFL — What we believe

* Important tool to help consumers use OTC medicines
safely and effectively

» Must keep pace with profound changes in consumer
self-care environment
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DIRECTIONS

OODS

ApplyToz.  Wait Reapply  Cover Up!
Liberally  15min,

Drug Facts

Active Ingredients 0se
Avoberznne 3.0%, Hamosalat 9.0%, P
Qutizalate 4.0%, Qetocrylene 5.0%...... . Sunsenzen

Uses W halps prevent sunburn Mifused as directed
with ther sun protection measures [see Divections],
decreases the nsk of skin cancer and early skin aging
caused by the sun.

Do not use on damaged or broken siin.

When using this product keep sut of eyes. Rinse with
wier 10 ramove

Stop use and ask a doctor if rash aceurs.

Keep out of reach of children, If product is swallowed,
g_et miedica! heip or contact a Poison Cantrol Certer

lf;y stgin some fabries.

Directions gy teraly 15 i :
exposure B rzappiy: -ahwmmmwesoismmmqm
mmediately sfer towe! drying # t least every
Protection Measares. Spending lime in the
sun increases your risk of skin tancar and early stin ey
Todecreass this sk, mgu.ladyummmmwhhahmad
spectrum 5P value of 15 or higher and oler sun proiestion
measares incudig: * limit tima in the sun, espacially from
Wa.m~1 p.m. *wear long siceved shins, pants, hats, and
sunglasses Wehildren under § months: Ask a doctor

Inactive Ingredients Water, Disopropy Adipats,
Silica, Catearyl Aleobol, Glycerin, Phenaxyethanel,
Tapioca Starch, Acrylaies/C12-22 Alkyl Melhau:"]lils
Copalymer, Caprylyl Ghycal, Acrylates/C10-30 Alkyl
Aerylste Crosspolymer, Ceseth-10 Phosphate, Diceryl
Phesphate, Coco-Glucoside, Methylparaben, Fragrance,
Xenthan Gum, Propylparaben, Sodium Hydroxide,
Disodium EDTA, Polymethylsilsesquionans, Sodium
Aszorbyl Phosphate, Tocopheryl Acetzte, Panthencl,
Mlog Barbisdansis Leaf Juice.

Other Information W protect
this product from excessivis heat
and direct sun

Questions or Comments?
Call 1:800-SafeSun, Men-Fr

Fecoanendd is o
elleive bad psmn
WELTER
Distributed by
EDGEWELL
PERSONAL CARE
BRANDS, LLC
Shiekan, T 16834

wwharanzboat com
2018 Edgewell.
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Regulations — Practical limitations to
optimizing DFL
* Very specific language must be used in all sections

* Specific order of information
* Precise font size




Future improvements require a
strategic, scientific, and holistic approach

» Packaging

* Principal display panel
» Dosing device

* DFL
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Prioritizing the
consumer voice

* Publicizing the opened
docket

* Holding open forums with
consumer groups
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We make
progress when
FDA, industry,
and consumers
come together

Drug Facts

Active ingredient (in each caplet)  Purpose
Acetaminophen 500 mg Pain reliever/fever reducer

Uses
m temporarily relieves minor aches and pains due to:
mthe commoncold W headache
W backache W minor pain of arthritis
m toothache B muscular aches
m premenstrual and menstrual cramps
W temporarily reduces fever

Warnings

Liver warning: This product contains acetaminophen. Severe
liver damage may occur if you take

W more than 4,000 mg of acetaminophen in 24 hours

m with other drugs containing acetaminophen

m 3 or more alcoholic drinks every day while using this product
Allergy alert: acetaminophen may cause severe skin reactions.
Symptoms may include:

mskinreddening  mblisters  mrash

If a skin reaction occurs, stop use and seek medical help right away.

Do not use

mwith any other drug containing acetaminophen (prescription
or nonprescription). If you are not sure whether a drug
contains acetaminophen, ask a doctor or pharmacist.

mif you are allergic to acetaminophen or any of the inactive
ingredients in this product

Ask a doctor before use if you have liver disease

Ask a doctor or pharmacist before use if you are
taking the blood thinning drug warfarin

Stop use and ask a doctor if

W pain gets worse or lasts more than 10 days

W fever gets worse or [asts more than 3 days

W new symptoms occur M redness or swelling is present
These could be signs of a serious condition.

Drug Facts (continued)

If preanant or breast-feeding, ask a health professional
before use.

Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)
Quick medical attention is critical for adults as well as for
children even if you do not notice any signs or symptoms.

Directions
m do not take more than directed (see overdose warning)

adults | mtake 2 caplets every 6 hours while symptoms last
and m do not take more than 6 caplets in 24 hours,
children | unless directed by a doctor

12 years | m do not use for more than 10 days unless directed
and over| by adoctor

children |ask a doctor
under
12 years

Other information

m store between 20-25°C (68-77°F)

m do not use if carton is opened or neck wrap or foil inner
seal imprinted with “TYLENOL” is broken or missing

Inactive ingredients

carnauba wax*, com starch, FD&C red no. 40 aluminum lake,
hypromellose, magnesium stearate, polyethylene glycol®,
powdered cellulose, pregelatinized starch, propylene glycol,
shellac, sodium starch glycolate, titanium dioxide

*contains one or more of these ingredients

Questions or comments?
call 1-877-895-3665 (toll-free) or 215-273-8755 (collect)
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Age () Dose (mL)*
Under 2 years Ask a doctor
Drug Facts (continued)
Directions
W (158 ondy valh encitsed dosing oup
2-3 years 5mL

m sk & dechor

w ek § mlor 10 m once daily

We’'ve made
great strides in
simplifying

information to s
help consumers

i o ke mae e 10 ol

4-5 years 7.5 mL In 24 hosirs

ikt § vl once dady in fhe

NG
iy ot ke e thhan 5
in 24 howrs

ik 2.5, once dady in e

6-8 years 10 mL

Evening
iy gt ke o Baan 2.5 il
I 24 howrs

m ot use

u denctuse

prinfed ol inner g3l on bolle = lom or missing

u sallaty seaied: do ol use if carion was opered or if
sundae spoon

Questions or commenis?
call 1-800-633-1610

+teaspoon

properly dose O 9

+coffee spoon Soup spoon dessert spoon
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CIHPA
We've had highly productive partnerships
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20 years later, major shifts provide challenges
— and opportunities

* Demographics have changed — older, multi-lingual

 Demand for more environmentally friendly processes and packaging
* We're “plugged in” — consumer comfort with technology




Consideration —
QR codes may be a
consumer-friendly way
to optimize label
* On Product: Simplified

label, easier to read

* On Website: Expanded
language, larger font,
in native language
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Consideration —
Leveraging smart
phones and the
Internet

* 85% of Americans use
smart phones

* 93% of adults use the Internet

* Percentage consistently growing
over last decade
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Considerations that are complex and often at
odds require a holistic approach

* Technology advancing quickly; tools must be practical and effective

* Requires diverse group of experts — healthcare, regulatory,
technology, environmental

* Need to understand benefits and how to execute
* Consumers at the center of the conversation and decisions
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Preventing Overdoses and Treatment Errors in Children Taskforce
A model of public-private partnership

CHPA
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Preventive Medicine

APhA


http://www.aanp.org/index.php

DFL continues to

help consumers

take products safely
and effectively —in a
consumer-friendly way
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THANK YOU

Barbara A. Kochanowski, Ph.D.

Senior Vice President, Regulatory & Scientific Affairs
Consumer Healthcare Products Association

Email: bkochanowski@chpa.org | chpa.org | KnowYourOTCs.org
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