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OTC Antihistamines

* For relief of:
— Allergy symptoms, cough, runny nose, nausea, sleeplessness

« OTC Review:
— Thorough review by FDA and its Expert Panels

« Drowsiness
~ Wide range in susceptibility
~ <10% - 50% experiencing drowsiness, depending on the antihistamine,
the dose, and the underlying condition

« Labeling
~ Specific drowsiness warnings for different classes of antihistamines
~ Considered in detail the potential for machinery-related accidents and drug
interactions
« Final Determination: “Generally recognized as safe and effective” R
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OTC Labeling

Example of Antihistamine Drowsiness Warning

Warnings for OTC Ethanolamine Antihistamines
Excerpt from the OTC “Drug Facts” Label

When using this product:
« marked drowsiness may occur = avoid alcoholic drinks
- alcohol, sedatives, and tranquilizers may increase drowsiness
« use caution when driving a motor vehicle or operating machinery
« excitability may occur, especially in children

Ten-year Post-marketing
Surveillance Analysis: Antihistamines

« Antihistamines: OTC or Rx
— CHPA Post-marketing AER Profile Study

» Search by ingredient and brand name

— Brompheniramine - Phenindaminie

— Dexbrompheniramine - Pyrilamine

~ Chlorpheniramine ~ Triprolidine

~ Dexchlorpheniramine o

— Diphenhydramine - Cyclizine

- Doxylamine — Dimenhydrinate
~ Meclizine

» Includes all combination products




Total Adverse Experience Reports
with an “Accident” Term for Persons > 16 years of age
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1991 1992 1993 1994 1995 1996 1997 1998 1999 2000

OTC and Rx AERs w/ AH as Primary Suspect (PS) 18
OTC and Rx AERs w/. AH as Secondary Suspect (S5) 5
OTC Packages Sold Over 10 years (1/1/91-12/31/08)/adults ~850 million
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New OTC Label D)
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Pre Drug Facts Label Drug Facts N
INDHICATIONS: Temporarily ralieves runny nose and sneezing, tching of ;::.:Z:Sf. F:(il:nf (in each tabietj M:::m:
the nose or ttvoat, and iichy, watery eyes due lo hay fever or other upper e . .
respiratory aliergies. Uses
DIRECTIONS: Follow dosage diractions below, or use as directed by B temporanly relieves these symploms dup 0 hay isver of other UDPeT respiralorny
your doclor. Take every 4 to 6 hours. Do not take more than § tablets in altargios:
24 hours B wnnynote ¥ sneezing B Hohy, walsry eyes
W aching of the nose or throat
AQE DOSAGE , S
ning.
aduits and children 12 yasre ¢ tablef Azk & doctor bafoee use ¥ you heve
of age and over # gaucome & trouble uinating due tn an anfarged prostate gland
= L] such 88 smphysema or chronic branchitis
children under 12 yoars of & - <
4 e Conault a daclor Ask & doctor of pharmacist hefors use if you are laking sedalives of Uanguilizers
. May cause il Do not take Whan using this product

g product, uniess directad by & doctor, it you have & breathing problam ® markod drowsiness may stour & avoid alcohehe dinks
such &2 emphy of chronic itis, or # you: have gl or ® alcohol, Creass
ditticulty in urination due 1o aniargement of the prostale gland. May B usae cUtIoN when driving & molor vehicla of operaling machinery
causs marked i ; aleobol, i ang 4 may B excitsbiiity may occur, especiaily in chikiren

increase the drowsiness sftect. Avoid aicoholic beverages while taking
this produet. Do hot tzke his product § you are taking sedalves o
tranquitizers, withoe tirst consulling your doctor. Use caution when
driving & motor vehicle or operating machinery. Az with any drug, I you
are pregnan or nursing a baby, seok the advice of a heatth protessional
betore using this product

KEEP THIS AND ALL DRUGS OUY OF THE REACH OF CHILDREN.
frrcase of saok or contact &
Poison Cortrot Center immadiatety.

ACTIVE INGREDIENT: Each tablet conlaing. Ethanofamine x mg  Also
containg: finactive ingradienis ara isted)

Stors at 59" 1o 77° in a dry place.

Protect from fight

B pregnent of brsast-feading, ask s health professional Defore use.
Koop out of reach of children. in case of overdose, gt medical help o contact a
Powon Control Canter right sway

Directions

W 1zke avery 4 10 & hours B do not take more than & lablets in 24 hours

ackills and childran 12 yesrs of speand | (o
over
children under 12 years of age Consult & doctar

Other Information

® store al 59° 10 T7°F in a dry piace ® protect from kght

Inactive Ingredients (nacive ingrediants ars listed)

Questions?




Conclusions

OTC antihistamines have a demonstrated history of safe
and effective use, when used according to label directions.

OTC antihistamines are appropriately and adequately
labeled with a warning for drowsiness.

“Drug Facts” labeling will make the warning label even
better.

CHPA believes that it is important to maintain an on-going
program of consumer education on the importance of
reading the entire OTC label.




