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Brief History 

• In 1906, the FDA was established 
• Before this, most drugs were available without 

prescription 
• Cocaine, marijuana, and opium were included in 

some OTC products without notification to the 
users 
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Brief History 

• Durham-Humphrey Amendment of 1951  
• In the US, the term OTC drugs was legalized in 1951 via 

Durham-Humphrey Amendment. 
• The law distinguished between legend(prescription)drugs 

and over-the-counter(OTC) (non-prescription)drugs. 
• OTC drugs were required to be both safe and effective. 
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Definitions
• Over-the-counter (OTC) medications are 

defined as safe and effective drugs available 
to use by the general public without a 
doctor’s prescription(FDA).

• They play an increasingly vital role in our 
health care system and are the most 
prevalent means of treating the majority of 
common health problems in the United 
States.



The Self-Care Revolution 
• >100,000 OTC products are available to consumers in the US 

to treat > 400 ailments. 
• OTC drugs account for ~ 60% of all the medications in the US.  
• In 2016, the American public spent approximately $34 billion 

on OTC products to self-manage a wide variety of acute and 
chronic medical conditions 





Self-care, Self-medication

Factors that drive reliance on self-medication 
include:
• The increase in size of the aging population.
• Restricted access to prescribers through health 

management organizations.
• The increasing cost of health care.
• The high proportion of underinsured or 

uninsured population.



Rx-to-OTC switch 

• An Rx-to OTC switch is defined as over-the counter (OTC) 
marketing of a drug product that was once a prescription 
(Rx) drug for the same indication, with the same strength, 
dose, duration of use, dosage form, and route of 
administration. 

 
 FDA has the final word in reclassifying a drug from 

prescription to nonprescription status. 



Selected agents switched from prescription to over-the-counter 
status by the US Food and Drug Administration (2006–2017). 
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Rx-to-OTC switch 

Rx to OTC switch is considered if the following questions can be 
answered in the affirmative 
1. Can the patient adequately self-diagnosed the clinical 

abnormality? 
2. Can the clinically abnormal condition be successfully self-

treated? 
3. Is the self-treatment product safe and effective for consumer use 

under conditions of actual use? 



Rx-to-OTC switch

Reclassification Criteria:
• The indication(s) for which the drug to be used on an OTC basis should 

be similar to those on Rx and must permit easy diagnosis and 
monitoring by the patient.

• A favorable adverse-event and drug interaction profiles, relatively low 
toxicity and a low potential for abuse.

• The drug should not have properties that make it impractical for OTC 
use, e.g. narrow therapeutic index.



OTC drugs in Jordan 
• OTC consumption is estimated to have reached USD77.8 million in 2018, 

increasing by a CAGR of 7.8% from USD53.5 million in 2013. This significant 
increase is due to the influx of Syrian refugees, who demand OTC to attend 
to basic health needs, especially at point of arrival1.  
 

• Jordan’s prescribed consumption is estimated at USD181.5 million in 2018, 
representing 70% of overall consumption51. This high percentage is due to 
87% of the Jordanian population holding health insurance 52 and a 
significant proportion of those have multiple insurances121 11 

1.Value Chain Analysis of the Pharmaceutical Sector in 
Jordan, 2019 



 
Jordanian population awareness about OTC medications 

 

2.Taybeh, E., Al‐Alami, Z., Alsous, M., Rizik, M., & Alkhateeb, Z. (2020). The awareness of the Jordanian 
population about OTC medications: A cross‐sectional study. Pharmacology research & perspectives, 8(1), 
e00553. 

Analgesics were the most commonly 
used OTC products among the 
participants (50.4%) followed by 
supplements (like vitamins and 
minerals) and antipyretics. Other 
categories of OTC products used were 
cough syrups, anti‐acids, nasal drops 
and sprays to reduce nasal congestion 
and a runny nose, constipation 
medications, diarrheal medications, 
and ophthalmic drops and ointment2 



Considerations in Reclassifying a Drug as OTC  
 

• Safety 
 Which is a Relative matter. 
 benefits outweigh risks. 
 the potential for misuse and abuse is low. 

• Ease of diagnosis and treatment. 
• Proper Labeling. 
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