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EXAMPLE (Original) 

Tell your doctor, nurse, and pharmacist if you …
• are allergic to any medicine, either prescription or 

nonprescription (OTC);
• are pregnant or intend to become pregnant while using 

this medicine
• are breast-feeding;
• are using any other prescription or nonprescription (OTC)

medicine, especially diuretics (water pills) or 
potassium-containing medicines or supplements;

• have any other medical problems, especially heart or  
blood vessel disease or kidney disease;

• are on a strict low-sodium diet or dialysis, or use low-salt 
milk or salt substitutes;

• have had a kidney transplant

Source: Day, R. S. (1999) Optimizing patient comprehension through medicine information leaflets:
Cognition experiments.  In A.G. Hartzema, S.Tolleson-Rinehart, B.L. Sleath, and R.S. Day, Optimizing
Patien Comprehension through Medicine Leaflets. Rockville, MD: U.S. Pharmacopeia.  Pp. 60-176.
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Tell your doctor, nurse, and pharmacist if you have:

Allergic to Medicines
--prescription medicine
--nonprescription medicine (OTC)

Pregnancy
--are pregnant
--intend to become pregnant
--are breast-feeding

Other Medicines
--prescription medicine
--nonprescription medicine (OTC)
--especially: --diuretics (water pills)

--potassium-containing medicines 
--potassium-containing supplements

Medical Conditions
--any other medical problems
--especially:  --heart disease

--blood vessel disease
--kidney disease
--kidney transplant
--on dialysis

Diet
--on a strict low-sodium diet
--use low-salt milk
--use salt substitutes

Chunked
&

Coded
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CONTRAINDICATIONS AND WARNINGS

   PREGNANCY MUST BE EXCLUDED BEFORE THE START OF TREATMENT WITH
ARAVA. ARAVA IS   CONTRAINDICATED IN PREGNANT WOMEN, OR WOMEN OF
CHILDBEARING POTENTIAL WHO ARE NOT USING RELIABLE CONTRACEPTION. (SEE
CONTRAINDICATIONS AND WARNINGS.) PREGNANCY MUST BE AVOIDED DURING
ARAVA TREATMENT OR PRIOR TO THE COMPLETION OF THE DRUG ELIMINATION
PROCEDURE AFTER ARAVA TREATMENT.

DESCRIPTION
ARAVA™ (leflunomide) is a pyrimidine synthesis inhibitor. The chemical name for leflunomide is
N-(4´-trifluoromethylphenyl)-5-methylisoxazole-4-carboxamide. It has an empirical formula
C12H9F3N2O2, a molecular weight of 270.2 and the following structural formula:

ARAVA is available for oral administration as tablets containing 10, 20, or 100 mg of active drug.
Combined with leflunomide are the following inactive ingredients: colloidal silicon dioxide,
crospovidone, hydroxypropyl methylcellulose, lactose monohydrate, magnesium stearate,
polyethylene glycol, povidone, starch, talc, titanium dioxide, and yellow ferric oxide (20 mg tablet
only).
CLINICAL PHARMACOLOGY
Mechanism of Action
Leflunomide is an isoxazole immunomodulatory agent which inhibits dihydroorotate
dehydrogenase (an enzyme involved in de novo pyrimidine synthesis) and has antiproliferative
activity. Several in vivo and in vitro experimental models have demonstrated an anti-inflammatory
effect.
Pharmacokinetics
Following oral administration, leflunomide is metabolized to an active metabolite A77 1726
(hereafter referred to as M1) which is responsible for essentially all of its activity in vivo.  Plasma
levels of leflunomide are occasionally seen, at very low levels. Studies of the pharmacokinetics of
leflunomide have primarily examined the plasma concentrations of this active metabolite.

Absorption
Following oral administration, peak levels of the active metabolite, M1, occurred between 6 - 12
hours after dosing. Due to the very long half-life of M1 (~2 weeks), a loading dose of 100 mg for
3 days was used in clinical studies to facilitate the rapid attainment of steady-state levels of M1.
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CONTRAINDICATIONS AND WARNINGS

PREGNANCY
Pregnancy must be excluded before the start 
of treatment with Drug-X.  Drug-X is 
contraindicated in pregnant women, or 
women of childbearing potential who are not 
using reliable contraception.  (See 
“Contraindications and Warnings.”)  
Pregnancy must be avoided during Drug-X 
treatment or prior to the completion of the 
drug elimination procedure after Drug-X 
treatment.

LIVER TOXICITY
Rare but life-threatening liver toxicity has been 
reported, including acute liver failure.

Visual Contrast
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Pregnancy must be excluded before the start 
of treatment with Drug-X.  Drug-X is 
contraindicated in pregnant women, or 
women of childbearing potential who are not 
using reliable contraception.  (See 
“Contraindications and Warnings.”)  
Pregnancy must be avoided during Drug-X 
treatment or prior to the completion of the 
drug elimination procedure after Drug-X 
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LINGUISTIC STRUCTURE
Pregnancy must be excluded 

before the start 
of treatment 
with Drug-X.

Drug-X is contraindicated 
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LARD FACTOR

Pregnancy must be excluded before the start 
of treatment with Drug-X.  Drug-X is 
contraindicated in pregnant women, or 
women of childbearing potential who are not 
using reliable contraception. Pregnancy must 
be avoided during Drug-X treatment or prior 
to the completion of the drug elimination 
procedure after Drug-X treatment.

Original
High LF
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LARD FACTOR

Pregnancy must be excluded before the start 
of treatment with Drug-X.  Drug-X is 
contraindicated in pregnant women, or 
women of childbearing potential who are not 
using reliable contraception. Pregnancy must 
be avoided during Drug-X treatment or prior 
to the completion of the drug elimination 
procedure after Drug-X treatment.

Exclude pregnancy before starting Drug-X 
treatment.  Drug-X is contraindicated in 
pregnant women or women of childbearing 
potential who are not using reliable 
contraception.  Avoid pregnancy during 
Drug-X treatment and after treatment (until 
completing the drug elimination procedure).

Original
High LF

Revised
Lower LF
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Structure & content
--Like typical ads
--Purpose

--vary specific factors
--observe effects on cognition

Flu
Aide

Produced New TV Ad
Hypothetical Drug
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Readability = Comprehensibility

READABILITY
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Readability = Comprehensibility

However,
--easy to measure
--has predictive value
--therefore = quick “proxy” for

comprehensibility

READABILITY
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Drug Facts

Active Ingredient (in each tablet)                                                               Purpose
Ibuprofen 200 mg                                                Pain reliever/fever reducer

Uses
temporarily relieves minor aches and pains due to:
minor pain of arthritis  headache backache  menstrual cramps
the common cold  muscular aches  toothache
temporarily reduces fever

Warnings
Allergy alert:  Ibuprofen may cause a severe allergic reaction which may include:

hives    facial swelling  asthma (wheezing)  shock
Alcohol warning: If you consume 3 or more alcoholic drinks every day, ask your doctor
whether you should take ibuprofen or other pain relievers/fever reducers.  Ibuprofen may
cause stomach bleeding.

Do not use if you have ever had an allergic reaction to any other pain reliever/fever
reducer.

Ask a doctor before use if you have
problems or serious side effects from taking pain relievers or fever reducers
stomach problems that last or come back, such as heartburn, upset stomach, or pain
ulcers
bleeding problems
high blood pressure, heart or kidney disease, are taking a diuretic, or are over 65 years

of age

Ask a doctor or pharmacist before use if you are
under a doctor’s care for any serious condition
taking any other product that contains ibuprofen, or any other pain reliever/fever

reducer
taking a prescription drug for anticoagulation (blood thinning)
taking any other drug

When using this product take with food or milk if stomach upset occurs
Ruth Day



Stop use and ask a doctor if
an allergic reaction occurs.  Seek medical help right away.
pain gets worse or lasts more than 10 days
fever gets worse or lasts more than 3 days
stomach pain or upset gets worse of lasts
redness or swelling is present in the painful area
any new symptoms appear

If pregnant or breast feeding, ask a health professional before use.  It is especially
important not to use ibuprofen during the last 3 months of pregnancy unless definitely
directed to do so by a doctor because it may cause problems in the unborn child or 
complications during deliver.
Keep out of reach of children. In case of overdoes, get medical help or contact a Poison
Control Center right away.

Directions
do not take more than directed
adults and children 12 years and over

1 table every 4 to 6 hours while symptoms persist
if pain or fever does not respond to 1 tablet, 3 tablets may be used
do not exceed 6 tablets in 24 hours, unless directed by a doctor

children under 12 years:  ask a doctor

Other information
each tablet contains:  ibuprofen
store at 20 -25° C (68-77° F)
avoid high humidity and excessive heat aove 40°C (104° F)
do not use if seal on bottle has been opened

Inactive ingredients  acetylated monoglyceride, beeswax and/or carnauba wax, 
croscarmellose sodium, iron oxides, lecithin, methylparaben, microcrystalline cellulose, 
pharmaceutical glaze, povidone, propylparaben, silicon dioxide, simethicone, sodium 
benzoate, sodium lauryl sulfate, starch, stearic acid, sucrose, titanium dioxide
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Warnings
Allergy alert:  Ibuprofen may cause a severe allergic reaction which may include:

hives    facial swelling   asthma (wheezing)  shock
Alcohol warning: If you consume 3 or more alcoholic drinks every day, ask your doctor
whether you should take ibuprofen or other pain relievers/fever reducers.  Ibuprofen may
cause stomach bleeding.
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Warnings
Allergy alert:  Ibuprofen may cause a severe allergic reaction which may include:

hives    facial swelling   asthma (wheezing)  shock
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Warnings
Allergy alert:  Ibuprofen may cause a severe allergic reaction which may include:

hives    facial swelling   asthma (wheezing)  shock
Alcohol warning: If you consume 3 or more alcoholic drinks every day, ask your doctor
whether you should take ibuprofen or other pain relievers/fever reducers.  Ibuprofen may
cause stomach bleeding.

Warnings
Allergy alert:  Ibuprofen may cause a severe allergic reaction which may include:

hives    facial swelling   asthma (wheezing)   shock
Alcohol warning: If you consume 3 or more alcoholic drinks every day, ask your doctor
whether you should take ibuprofen or other pain relievers/fever reducers.  
Stomach bleeding:  Ibuprofen may cause stomach bleeding.

WARNINGS
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--hives     --facial swelling     --asthma (wheezing)     --shock

Alcohol warning: If you consume 3 or more alcoholic drinks every day, ask your doctor
whether you should take ibuprofen or other pain relievers/fever reducers

Stomach bleeding: Ibuprofen may cause stomach bleeding.
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Warnings
Allergy alert:  Ibuprofen may cause a severe allergic reaction which may include:

hives    facial swelling   asthma (wheezing)  shock
Alcohol warning: If you consume 3 or more alcoholic drinks every day, ask your doctor
whether you should take ibuprofen or other pain relievers/fever reducers.  Ibuprofen may
cause stomach bleeding.
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whether you should take ibuprofen or other pain relievers/fever reducers.  
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