
FDA announced a public hearing to obtain input on a potential new paradigm under which the Agency 
would approve certain drugs that would otherwise require a prescription, for nonprescription use under 
conditions of safe use specific to the drug product. Some drugs approved in this manner might require sale 
in certain pre-defined health care settings, such as a pharmacy.

I. BACKGROUND 

A. PRESCRIPTION AND NONPRESCRIPTION DRUGS

Under the Federal Food, Drug, and Cosmetic Act (FD&C Act), FDA approves new drugs under 
section 505 (21 U.S.C. 355) either as prescription or nonprescription. Under section 503(b)
(1)(A) of the FD&C Act (21 U.S.C. 353(b)(1)(A)), a drug must be dispensed by prescription if, 
‘because of its toxicity or other potentiality for harmful effect, or the method of its use, or the 
collateral measures necessary to its use, [it] is not safe for use except under the supervision of 
a practitioner licensed by law to administer such drug.’ Under sections 505(d)(1) and (d)(4), 
FDA has considerable latitude in determining whether the information submitted as part of a 
new drug application (NDA) is sufficient to ensure that a drug is safe for use under its proposed 
labeling. FDA also makes a determination under 503(b) as to whether the product meets the 
criteria for prescription-only dispensing.

Prescription drugs are dispensed upon receipt of a prescription from a practitioner licensed 
by law to administer the drug (which may include health care professionals such as 
physicians, nurse practitioners, physician’s assistants, and others whom we will refer to here 
as practitioners or prescribers). (See 21 U.S.C. 353(b).) In many instances, under the current 
regulatory system, a patient has to obtain at least the initial prescription, and in some cases, 
prescription refills, from a practitioner through an in person interaction. Obtaining a refill for 
other prescription drugs involves at least a telephone call or other communication with the 
practitioner. In contrast, nonprescription drugs (sometimes referred to as over-the-counter 
or OTC products) can be purchased by consumers in pharmacies, supermarkets, and other 
retail establishments without the need for a prescription. Currently, consumers can purchase 
nonprescription drugs from a retailer for diseases or conditions that do not meet the statutory 
criteria for prescription products and that are safe and effective for use in self-medication 
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as directed in the labeling. (See 21 U.S.C. 353(b).) Generally, OTC products: (1) Are available 
to treat diseases or conditions that can be self-diagnosed without a prior interaction with a 
practitioner, (2) are not associated with toxicities that require an evaluation of the benefits and 
risks by a practitioner; and (3) do not require a practitioner’s input for use.

B. UNDERTREATMENT OF DISEASES AND OTHER EFFECTS ON THE HEALTH CARE SYSTEM

Undertreatment of many common diseases or conditions in the United States is a well 
recognized public health problem. Increasing the number of people who are able to obtain 
for the first time and those who continue on necessary drug therapy could provide improved 
health outcomes. The requirement to obtain a prescription for appropriate medication (and 
to make one or more visits to a practitioner) may contribute to undertreatment of certain 
common medical conditions including hyperlipidemia (high cholesterol), hypertension (high 
blood pressure), migraine headaches, and asthma. For instance, some consumers do not seek 
necessary medical care, which may include prescription drug therapy, because of the cost 
and time required to visit a health care practitioner for an initial diagnosis and an initial 
prescription. Some patients who obtain an initial prescription do not continue on necessary 
medication because they would need to make additional visits to a health care practitioner for 
a prescription refill after any refills authorized by the initial prescription have been used or 
the time during which they can be filled has expired. Some prescription medications require 
routine monitoring through the prescribing practitioner such as blood tests to assist in the 
diagnosis of a condition, or to determine whether or how well the medication is working, or to 
adjust the dose. FDA believes that some of these visits could be eliminated by making certain 
prescription medications available without a prescription but with certain other conditions 
of safe use that would ensure they could be used safely and effectively without the initial 
involvement of a health care practitioner. In some cases, a visit to a practitioner would be 
required for the initial prescription, but a certain number of refills could be authorized beyond 
those that would normally be authorized without a return visit under specialized conditions 
of safe use. This paradigm might be useful for certain rescue medicines, such as inhalers used 
to treat asthma or epinephrine for allergic reactions, that patients need to keep on hand for 
use in emergencies. In addition to improved health outcomes for consumers staying on their 
medications, the time and attention that physicians and other health care providers expend on 
routine tasks related to prescription refills reduces the time that they are available to attend to 
more seriously ill patients. Eliminating or reducing the number of routine visits could free up 
prescribers to spend time with more seriously ill patients, reduce the burdens on the already 
overburdened health care system, and reduce health care costs.

II. NEW PARADIGM

FDA is considering whether medications for certain diseases or conditions that would otherwise 
be available only by prescription could be made available without a prescription with certain 
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conditions of safe use. For example, some conditions of safe use could be designed to assist 
patients in self-selection of an appropriate medication or provide for followup monitoring 
during continued use. The conditions of use could include requiring pharmacist intervention 
to ensure appropriate nonprescription use. Additionally, conditions of safe use could involve 
the use of innovative technologies, such as diagnostics approved or cleared by FDA for use in 
the pharmacy or other setting.

FDA is aware that industry is developing new technologies that consumers could use to self-
screen for a particular disease or condition and determine whether a particular medication 
is appropriate for them. For example, kiosks or other technological aids in pharmacies or 
on the Internet could lead consumers through an algorithm for a particular drug product. 
Such an algorithm could consist of a series of questions that help consumers properly self-
diagnose certain medical conditions, or determine whether specific medication warnings 
contraindicate their use of a drug product. In addition, for some drug products that require an 
initial prescription, the product could be made available as a nonprescription product with a 
condition of safe use for the purpose of product refills.

In addition, some drug products that would otherwise require a prescription could be approved 
as nonprescription drug products with some type of pharmacist intervention as their condition 
of safe use. For example, some diseases or conditions might require confirmation of a diagnosis 
or routine monitoring using a diagnostic test (e.g., a blood test for cholesterol levels or liver 
function) that could be available in a pharmacy. A pharmacist, or consumer, could then use 
the results to determine whether use of a certain drug product is appropriate. Other potential 
roles for the pharmacist include assessing whether the consumer has any conditions or other 
risk factors that would indicate that the drug should not be used, or assisting the consumer 
in choosing between various drug products. For drugs that require use of a diagnostic test, 
creating a pathway for nonprescription use may result in the development by industry of 
diagnostics suitable for use by the patient or a pharmacy professional.

FDA is also considering whether the same drug product could be simultaneously available as 
both a prescription and nonprescription product with conditions of safe use. Dual availability 
could help ensure greater access to needed medications by making obtaining them more 
flexible. Consumers could choose to continue seeing their health care practitioner to diagnose 
diseases or conditions and obtain prescriptions, and when their local retail establishment is not 
equipped to offer the nonprescription product with conditions of safe use. Other consumers 
could take advantage of the ability to obtain nonprescription products with conditions of safe 
use where they are available.

FDA is seeking input on what types of evidence would be needed to demonstrate that certain 
drugs could be used safely and effectively in the nonprescription setting with conditions 
of safe use. We anticipate that, depending upon the situation, applications for approval of 
nonprescription products with conditions of safe use may need to include patient studies (e.g., 
self-selection studies, label comprehension studies, and actual use studies) to demonstrate 



FDA NOTICE OF PUBLIC HEARING

© SELFCARE 2012
72Accepted for publication 20 July 2012

that the drug would be safe and effective under the specified conditions. When a device, e.g., 
diagnostic test or computer algorithm, is necessary as a condition of safe use, evidence may 
need to be submitted demonstrating that it will perform its intended function and can be 
appropriately administered in the particular setting in which it will be used. We expect that 
certain classes of drugs may be appropriate candidates for nonprescription use under this new 
paradigm, but FDA would need to evaluate each NDA, and when applicable, each device, on a 
case-by-case basis.

III. SCOPE OF THE PUBLIC HEARING

FDA held this public hearing to seek input from interested members of the public including 
consumers, pharmacists, physicians and other members of the medical community, regulated 
industry, insurers, and managed care organizations on a potential new paradigm to allow 
certain drugs that would otherwise require a prescription to be approved as nonprescription 
drugs with conditions of safe use. FDA is interested in obtaining information and public 
comment on the following issues:

A. TYPES OF TECHNOLOGY AND CONDITIONS OF SAFE USE

1.  Can you suggest specific medical conditions or diseases for which consumers may benefit 
if the treatment drug were available as a nonprescription product with conditions of safe 
use?

2.   What types of technologies (e.g., kiosks, computer algorithms) are currently in development 
that could assist in allowing drugs to be used safely and effectively in the nonprescription 
setting?

3.     What other types of conditions of safe use (e.g., pharmacy monitoring or counseling) 
could be used to help ensure the safe and effective use of certain drug products as 
nonprescription products?

4.     Are there types of diagnostic aids, such as noninvasive blood pressure monitors and 
urinalysis reagent strips, that could be used in the nonprescription setting after appropriate 
FDA review, either with or without the aid of a pharmacist to diagnose or monitor a 
disease or condition?

5.     What data or other information exist on the use of conditions of safe use, including novel 
technologies, and on their effects on health care, access to medication, and/or disease and 
treatment education or awareness?

6.     Are there data on how expanded access to medication or increased consumer education 
or awareness could affect patient or consumer behavior (e.g., by promoting patient 
compliance with a medication dosage regimen) or on health outcomes generally that would 
be relevant to the discussion of expanding the availability of nonprescription medications 
with conditions of safe use?
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7.     What types of studies could be conducted to evaluate the effects of conditions of safe use 
on the safety and efficacy of particular drugs and on behavior and health outcomes?

8.     What types of studies could be conducted to evaluate the safety and efficacy of any 
technologies that might be relied upon as conditions of safe use?

B. PHARMACY, CONSUMER, AND HEALTH CARE PROVIDER ISSUES

1.    Would this new paradigm increase consumer access to necessary medical care?

2.     Are data available about the number of consumers who require drug therapy for 
conditions or diseases but who currently do not take such medication because of the 
burdens associated with obtaining a prescription?

3.     Would a lack of oversight from a practitioner, including involvement in diagnosing the 
condition or monitoring for drug interactions or other drug effects, be a concern? If so, 
how could these concerns be addressed?

4.    How might the new paradigm be expected to affect consumers financially or otherwise 
affect access to and delivery of health care generally?

5.     Would expanding what could be considered nonprescription drugs under the new 
paradigm, and thus creating greater consumer access to needed drug products, reduce 
burden on emergency rooms and on individual health care providers, or otherwise increase 
the availability of these resources for other consumers? Are there other ways in which the 
new paradigm might reduce the burden on the health care system?

6.     How might various types of conditions of safe use on nonprescription drug products 
affect pharmacy business operations? What differences might there be in the operational 
issues experienced by pharmacies operated by chains and independently operated retail 
outlets?

7.     Would additional specialized training be needed for pharmacists if this paradigm were 
adopted?

8.     If availability of a nonprescription product with conditions of safe use were limited to 
certain outlets (e.g., a chain pharmacy that chooses to offer a particular technology or 
service), would the situation create confusion or difficulties for consumers seeking to 
obtain the drug product? Could such a situation create difficulties for practitioners in 
knowing whether a particular consumer could access the drug with a prescription or 
would be able to obtain the same product as a nonprescription drug product at a retail 
outlet? If so, how could these issues be overcome?

9.   What experiences have practitioners, pharmacists, and insurers had with state authorized 
arrangements under which access to prescription drugs has been expanded that might be 
relevant to and inform our consideration of this paradigm (e.g., a collaborative practice 
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agreement between a pharmacist and a practitioner that allows the pharmacist to 
dispense a prescription drug to a consumer who meets certain criteria under a standing 
or open prescription, when that consumer did not obtain a prescription directly from a 
practitioner, or that allows a pharmacist to refill a prescription after an initial prescription 
from a practitioner pursuant to a similar agreement)?

10.   What are the public health and regulatory implications of the use of in vitro diagnostic 
tests as conditions of safe use for nonprescription drug products in a pharmacy setting 
(e.g., as a laboratory under the Clinical Laboratory Improvement Act of 1988 (CLIA) 
(Public Law 100-578))?

C. OTHER RELATED ISSUES

1.     How would insurance coverage of pharmaceuticals be affected by approving 
nonprescription products with conditions of safe use for widely prescribed prescription 
drugs under this paradigm?

2.   How would out-of-pocket costs for the insured be affected by making prescription drugs 
available as nonprescription products with conditions of safe use?

3.   Would the new paradigm increase liability concerns for pharmacists and pharmacies? To 
what extent would these concerns raise the cost of the services provided?

4.   What proprietary, technological, economic, or competitive barriers might impede 
widespread implementation of this paradigm? To the extent such impediments exist, are 
there suggestions for mitigating or avoiding the impediments specific to this paradigm?

5.  Would overall health care costs decrease if this paradigm were instituted?


