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OVER THE COUNTER DRUGS

I. Labeling Info 
II. Classification

III. Future Trends

IV. Rules for Self-Medication
In general, the public views OTC drugs as less effective, safe, & rarely abused, while prescription drugs are more potent & frequently dangerous.  However, this is not always accurate.

Labeling Info Required by the FDA
Must provide: 
1. List of active ingredients.

2. Approved uses of the product

3. Detailed instructions on safe & effective use 

4. Cautions or warnings to those at greatest risk when taking the medication

Classification

· OTC Drug Classes Approved by FDA

· Leading Brands 
· Most Frequently Used Categories
· Types & Categories

OTC Drug Classes Approved by FDA

from Gilbertson, 1990

Acne medications, analgesics & anti-inflammatories, antacids, antidiarrheals, antihistamines & allergy products, antimicrobials, antiperspirants

Bronchodilators & antiasthmatics

Cold remedies, contraceptives & vaginal products

Dandruff & athlete's feet, dentifrices & dental products

Emetics & antiemetics

Laxatives

Ophthalmics

Stimulants, sleep aids, sunburn treatments & sunscreens

Vitamins & minerals

Note: others include antitussives, hemorrhoid products, & smart drugs.

Leading Brands (by sales - 93)


Brand Name
(millions of $)

 1.
Tylenol 
855

 2.
Advil 
360

 3.
Vicks 
350

 4.
1-Touch Il Glucose Monitor 
220

 5.
Robitussin 
205

 6.
Bayer products 
170

 7.
Alka-Seltzer 
160

 8.
Centrum 
150

 9.
Mylanta 
135

10.
Tums 
135

Most Frequently Used Categories (92)

Category
% adults who use

Pain relievers (internal)
47

Vitamins
46

Skin products
30

Antacids
23

Laxatives
21

Eye medications
14

Pain relievers (external)
13

Antihistamines
 9

Cough suppressants
 9

Most Frequently Used Categories by Sales (2012)
Category
Billions

Cough, cold & related medicines 
6.6

Internal analgesics & other pain products 
3.9

Heartburn & anti-gas medications 
2.3

Oral antiseptics & rinses 
1.4

Laxatives 
1.4

Anti-smoking products 
1.2

First aid products 
1.1

Sales of eye care solutions 
0.85

OTC Categories Summary

1. Analgesics - internal (NSAIDs) & external (counter irritants).

2. Sleep Aids - typically antihistamines.

3. Stimulants - caffeine & sympathomimetics.

4. Gastrointestinal Medications – Stomach (antacids) & bowels (laxatives, anti-diarrhea).

5. Diet Aids - Sympathomimetics, benzocaine & methyl cellulose.

6. Skin Products - acne, sun, & first aid products.

7. Cold, Allergy, & Cough Remedies 

Cold, Allergy, & Cough Remedies

· Types

· Decongestants - reduce nasal congestion.  Includes sympathomimetics (pills/sprays) & antihistamines.

· Antitussives - reduce cough.

· Expectorants - reduce mucous.

· Compositions of OTC Cold/Allergy Products

· Keeping your wits in the jungle of cold remedies by J. E. Brody (NYT 1/23/93)

OTC Cold/Allergy Product Compositions 


Sympathomimetic
Antihistamine
Analgesic

Actifed

pseudoephedrine
triprolidine 
-

Benadryl
pseudoephedrine 
diphenhydramine 
-

Contac
phenylpropanolamine 
chlorpheniramine 
-

Contac ND
pseudoephedrine 
-
acetaminophen

Dimetapp
phenylpropanolamine 
brompheniramine 
-

Dristan

phenylephrine 
chlorpheniramine 
acetaminophen

Sudafed Sinus
pseudoephedrine 
-
acetaminophen

Future Trends

· More prescription drugs will continue to become OTC.

· Some OTC Drugs that were Prescriptions

· We need more research on herbal medicines.  Exs.:

· Comfrey – anti-inflammatory & antibacterial

· Saw Palmetto - urological problems

· Echinacea - colds & to enhance the immune system

· Feverfew - migraine headaches 

· St. John’s Wart - depression

· Gingko Biloba - dementia

· Ginseng – tonic
While these herbs are available in the US, some are restricted in other countries.
OTC Drugs that were Prescriptions

· NSAIDS - Ibuprofen, naproxen & ketoprofen

· First aid ointment - Bactine, Cortaid (hydrocortisone)

· Treatment for vaginal yeast infections - Gyne-Lotrimin, Mycelex (clotrimazole), Monistat (miconazole)

· Antihistamines - Actifed (triprolidine), Benadryl & Sominex (diphenhydramine), Coricidin Nasal Mist (oxymetazoline), Dramamine II (meclazine), Dimetane, Dimetapp (brompheniramine), OcuClear (oxymetazoline)

· The FDA has adopted a “switching policy” in which some safe prescription medications are being changed to OTC status. There have been (70 active ingredients switched, leading to >700 new OTC products.

 Rules for Self-Medication

1. Read the label/leaflet thoroughly.

2. Ask the doctor, as well as the pharmacists advice, & look up the drug in reference books or via the internet.
3. Generally speaking, do not use anything for >2 weeks.
4. Be aware that all drugs have main effects as well as side effects.

5. Be careful of drug interactions with other OTC, prescription, and/or recreational drugs.

