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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



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.



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.



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



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 USD  53.5 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 consumption. This high percentage is due to 
87% of the Jordanian population holding health insurance and a significant 
proportion of those have multiple insurances1.

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

Compound annual growth rate, or CAGR, is the mean annual growth 

rate of an investment over a specified period of time longer than one 

year



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.

• Adequately labeled
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Nonprescription drug labeling

• The law requires all over the-
counter drug labels to have 
information in a standard 
format designed to give the 
user easy-to-find 
information.



They read the label..NOT !

• 90% to 95% of consumers read the Drug Facts label. However, 

• most read the label selectively 

• often pay insufficient attention to the active ingredients and the 
safety information. 

• Even if patients read the label, they may not comprehend it.

• 50% of respondents who reported taking an OTC pain reliever in 2009 
were not concerned about potential side effects.

• Only 16% of consumers read the whole label !
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Nonprescription drug labeling

• However, the likelihood of inappropriate nonprescription 
drug use resulting from misreading of product labels 
increases when patients have limited reading skills or 
language barrier.

• Pharmacists can take prominent role in ensuring the safe use 
of nonprescription drugs.



The benefits of over-the-counter availability

• Direct, rapid access to effective medicines

• Wide availability

• Decreased health care system utilization (fewer physician visits, lower 
health care system costs)

• Allowing individuals to be in charge of their own health.

• OTC drugs are cheaper



Risks associated with OTC use

• Incorrect self-diagnosis, delaying diagnosis and treatment of serious 
illnesses (delay in seeking advice from a health care professional)

• Increased risk of drug-drug interactions.

• Increased risk of adverse events when not used appropriately.

• Potential for misuse and abuse



Examples of drug abuse : cough relievers (Codeine)  & Cold 
medicines

• 5% of teens have abused cough medicines in 2009, they look for 
Codeine .. 

• Pseudoephedrine is commonly found in OTC cold drugs, It is abused 
by sport players.



Drug interactions

• The risk for drug interactions increases as consumers use 
more nonprescription medications.

• In addition, diet and lifestyle can affect medications’ ability 
to work in the body.

• Certain food, beverages (grapefruit juice), alcohol, caffeine 
and even cigarette smoking can interact with medications.

• To avoid drug interactions, patients should consult 
pharmacists when first selecting nonprescription 

medications.





Allergies to active or inactive ingredients

• Although the likelihood is low, any medicine can cause allergic 
reaction.

• Patients should always be counseled about the signs and symptoms of 
an allergic reaction (Itching, hives, and trouble breathing) and 
instructed to seek medical care immediately.

• Therefore, for safety reasons, FDA requires inactive ingredients to be 
listed in the label.



Infants and Children

• For most products, FDA recommends against self-medication in 
children younger than 2 years, especially using cough and cold 
products.

• Pharmacists can provide recommendations regarding medications 
with which they are familiar and for which dosage guidelines are 
readily available (e.g. pediatric acetaminophen products).



Pharmaceutical care for high-risk and special groups
Infants and Children

• It is important to differentiate among relatively distinctive pediatric 
ages as follow: 



Infants and Children



Pharmaceutical care for high-risk and special groups-Pregnant 
women

• Most self-medication products state “ if pregnant or breast-feeding, ask 
a health care professional before use”

 Pharmacists are trained to assess whether a nonprescription medication 
is safe for use during pregnancy (A, B, C, D, X system).

 The decision to suggest a medication must be based on up-to-date 
knowledge of the literature and a critical risk-benefit evaluation.

 Pharmacists should consult a reference such as the Drugs in Pregnancy 
and Lactation by Briggs and others to check for the safety of medication 
in this population.

 The pharmacist must be alert to the possibility of pregnancy in any 
women of childbearing age who has certain symptoms of early 
pregnancy (nausea, vomiting and frequent urination)



Pharmaceutical care for high-risk and special groups-Nursing 
Mothers

• Breast-feeding mothers are also faced with difficult choices when selecting 
nonprescription medications.

• Pharmacists can provide the following recommendations to help avoid 
problems in women who are breast-feeding:

1. Use nonpharmacologic therapy if possible.

2. Take medications immediately after nursing or before the infant’s 
longest sleep period.

3. Avoid recommending any medications that are extra-strength, 
maximum-strength or long-acting.

4. Avoid recommending combination products.

5. Counsel about potential side effects that could occur in the child.



Nursing Mothers



Managing minor ailments in the community pharmacy



• Members of the public present to pharmacists and their staff in a 
number of ways, which include:

1. Requesting advice about symptoms and appropriate treatment.

2. Asking to purchase a named medicine.

3. Requiring general health advice (e.g. about dietary supplements).

4. Asking about effects/symptoms perceived to relate to prescribed 
medicines.

Patient presentation 



Role and responsibility of pharmacist 

1. Differentiation between minor and more serious symptoms

2. Effective communication: Listening skills & Questioning skills

3. Treatment choices based on evidence of effectiveness

4. Role model & educator: the ability to pass these skills on by 
acting as a role model for other pharmacy staff



Working in partnership with patients

• Any person seeking advice about symptoms is considered as patient.

• Pharmacists are skilled and knowledgeable about medicines and 
about the likely causes of illness but patients are not blank sheets:

1. May have experienced the same or a similar condition in the past

2. May have tried different treatments already

3. Will have their own ideas about possible causes

4. May have preferences for certain treatment approaches

5. Will have views about different sorts of treatments



Responding to a request of a named product 

• Consider if the person making the request might be an expert?!

– Expert user is someone who has used the medicine before for the 
same or a similar condition and is familiar with it.

• While pharmacists and their staff need to ensure that the requested 
medicine is appropriate, they also need to bear in mind the previous 
knowledge and experience of the purchaser.So:

– Briefly explain why questions are needed?

– Fewer questions are normally needed when customers request a 
named medicine that they have used before.



Responding to a request for help with symptoms

Information 
gathering

Decision 
making

Treatment Outcome



1- Information gathering 

• Information gathering is to develop rapport, listen and question to 
obtain information 

• The process should start with questions and perhaps an explanation 
of why it is necessary to ask personal questions. 



2- Decision making

• Community pharmacists have developed procedures for information 
gathering when responding to requests for advice that identify when 
the presenting problem can be managed within the pharmacy and 
when referral for medical advice is needed.

• Referral?



The possible reasons for referral for further advice 
include the following:

• Unknown cause for symptoms

• Incomplete information (e.g. an ear condition where the ear has not 
been examined)

• Duration or recurrence of symptoms

• Potential need for a prescription-only medicine



As a general rule, pharmacist should consider referring the 
patient to the doctor:

• Long duration of symptoms

• Recurring or worsening problems

• Failed medication (one or more appropriate medicines used already, 
without improvement)

• Suspected adverse drug reactions (to prescription or OTC medicine)

• Red flag signs and symptoms



Examples of Red flag symptoms

• Bleeding 

• Signs and symptoms of infection (fever, pus, swelling)

• Loss of appetite or weight without reason

• Severe pain 



3- Treatment 

• The pharmacist’s background in pharmacology, therapeutics and 
pharmaceutics gives a sound base on which to make logical treatment 
choices based on the individual patient’s need.

• In addition to the effectiveness of the active ingredients included in 
the product, the pharmacist will need to consider potential 
interactions, cautions, contraindications and adverse reaction profile 
of each constituent. 



Pharmacists should be aware of!! 

• Drug interactions: 

– OTC drugs may worsen existing medical conditions or interact with 
prescription medications.

• Abuse or misuse of OTC drugs

• Hidden ingredients in OTC drugs



4- Outcome

• Pharmacist should advice the patient what action to take if 
the symptoms do not improve

• TIMESCALE!!



PATIENT CONSULTATION 
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Structuring the consultation

• It is very useful to adopt a framework to help structure the 
consultation.

• Pharmacists need to develop a method of information seeking that 
works for them. 

• 1st build rapport!!

W – Who is the patient and what are the symptoms?

H – How long have the symptoms been present?

A – Action taken?

M – Medication being taken?





Pharmacist’s role in nonprescription drug therapy

• In the initial encounter with a patient who is seeking assistance with 
nonprescription drug, the pharmacist should:

1. Assess, by interview and observation, the patient’s physical 
complaint/ symptoms.

2. Differentiate self-treatable conditions from those requiring a 
physician’s intervention.

3. Advise and counsel on the proper course of action (no drug 
treatment, self-treatment with nonprescription medications, or 
referral to a physician).

4. Advise the patient on the outcome of the selected course of action.

5. Assure the patient that the desired therapeutic outcome can be 
achieved if nonprescription medications are taken as directed on the 

label.


