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Before the FDA

-National Library of Medicine
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Pure Food and Drugs Act of 1906 (the Wiley Act)
False and Misleading Information
1) “Misbranded," as used herein, shall apply to all drugs,….the package or label of
which shall bear any statement, design, or device regarding such article, or the
ingredients or substances contained therein which shall be false or misleading in
any particular (False Claims)
2) If it be an imitation of or offered for sale under the name of another article.
(Counterfeit or “falsified” medicine through labeling)
3) If the contents of the package as originally put up shall have been removed, in
whole or in part, and other contents shall have been placed in such package
(Counterfeit of “falsified” medicine through adulteration/tampering)
4) if the package fail to bear a statement on the label of the quantity or proportion
of any alcohol, morphine, opium, cocaine, heroin, alpha or beta eucaine,
chloroform, cannabis indica, chloral hydrate, or acetanilide, or any derivative or
preparation of any such substances contained therein. (the product is intoxicating
without informing the patient or consumer-material facts are omitted)
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-National Library of Medicine

4

Elixir Sulfanilimide Disaster
• Famously, Elixir sulfanilimide, which was responsible for
at least 100 deaths was recalled and seized due to the
presence of diethylene glycol, a solvent which the
manufacturer had not tested prior to use.
• The product was misbranded because it contained no
alcohol, as required for an “elixir”.
• However, despite the damage done, the company
responsible was only required to pay a small fine.
• Even this fine would not have been required had the
product been labeled “solution”
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The Federal Food Drug and Cosmetic Act of
1938
• This Law added expanded the definitions for Misbranding to include:
If any word, statement, or other information required by or under authority of this chapter
to appear on the label or labeling is not prominently placed thereon with such
conspicuousness and in such terms as to render it likely to be read and understood by the
ordinary individual under customary conditions of purchase and use
If its label does not provide “adequate directions for use and such adequate warnings
against use in those pathological conditions or by children where its use may be dangerous
to health, or against unsafe dosage or methods or duration of administration or
application, in such manner and form, as are necessary for the protection of users”
“If it is dangerous to health when used in the dosage or manner; or with the frequency or
duration prescribed, recommended, or suggested in the labeling thereof.”
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1951 Durham-Humphrey Amendments
• Created two classes of drugs. Those Available only with a prescription
(Rx Only). And those whose packaging could not suggest the need for
prescription (OTC or nonprescription).
This [unnamed nonsteroidal anti-inflammatory drug] is for
This [unnamed nonsteroidal anti-inflammatory drug] is for
the relief of pain and discomfort in simple headaches and
the relief of pain and discomfort in simple headaches and
neuralgias, head colds, muscular aches and pains, and as a
neuralgias, head colds, muscular aches and pains, and as a
gargle for relief of minor throat irritations.
gargle for relief of minor throat irritations.
Dose 1- 2 tablets with water 3 to 4 times daily,
Dose 1- 2 tablets with water 3 to 4 times daily,
as required.
as required.
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Recognizing the Need for Better Way
• 1962 Kefauver Harris Amendments required drugs to demonstrate effectiveness;
resulted in the modern NDA system
• Monograph Drugs 1972 and later
• FDA began to propose certain warnings for classes of drug products.
For example, 21 CFR § 331.30(b)(2) for antacids requires the labeling
for certain ingredients to contain a warning "May cause constipation.“
There was NOT a specific requirement that warnings be visible prior to
purchase.
• As a result, labels could still be crowded with promotional material or have
information not relevant to safe use of the drug mixed within the directions and
warnings.
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Recognizing the
Need for Better
Way
• the Nutrition
Labeling and
Education Act of
1990 (NLEA)

-21 CFR 101
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Proposals and Discussion
• In the Federal Register of February 27, 1997 (62 FR 9024), FDA
proposed to establish a standardized format for the labeling of OTC
drug products that included:
(1) specific headings and subheadings presented in a
standardized order
(2) standardized graphical features such as Helvetica type style
and the use of ‘‘bullet points’’ to introduce key information
(3) minimum standards for type size and spacing.
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The Drug Facts Rule
• On March 17, 1999, FDA published a final rule (64 FR 13286 ) that
standardizes format and content requirements for the labeling of OTC
drug products. This Drug Facts Rule is codified at (21 CFR §201.66).
• Section 201.66(a) states that the content and format requirements
within it apply to the labeling of ALL OTC drug products.
• This includes products marketed under a final OTC drug monograph,
products marketed under an approved New Drug Application (NDA)
or Abbreviated New Drug Application (ANDA) under [section 505] of
the Act, and products for which there is no final OTC drug monograph
or approved NDA/ANDA.
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-Thanks to Barbara Ohiaeri
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What Has Worked?
• Consumers can make informed purchase choices before taking the
product home
• Most serious warnings are presented first and multiple label
comprehension studies show this is helpful in conveying the most
important safety messages to consumers.
• Many consumers know directly where to look for information relevant
to their individual health situation
• Standardization of the format of the drug facts has permitted ease of
understanding for physicians and pharmacists advising consumers on
their self-treatment choices.
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Incremental Changes
• In 2000, certain changes in formatting were allowed to accommodate stronger warnings (201.66(d)(3))
• 2000, a Flammability warning was required when appropriate (201.66(c)(5)(ii)(C))
• 2004, information about cation content (Na+, Ca+, Mg+, K+) were added (201.66(c)(7)(i))
• 2007, a sexual transmitted disease warning was added (201.66(c)(5)(ii)(H))
• 2008, an FDA contact number for Adverse Event reporting was added (201.66(c)(5)(vii))
• 2009, modified warnings for stomach bleeding risk to NSAIDs and liver warnings to acetaminophen
products (201.66(c)(5)(ii)(E))
• 2011 a requirement for Asthma and Allergy alert warnings were added (201.66(c)(5)(ii)(B))

14

What Hasn’t Worked?

1-800-555-XXXX
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Other things to Consider?
All DFL’s are currently in print format
Generic Online
Compare to
BrandName
Ingredient

Use of New Media, including:

-E-commerce sites where the product is
sold without providing consumer access
to the DFL
-New technologies (smart phones, social
media, etc.) provide new ways of
obtaining information and education
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The Future

-This Workshop is the beginning of the future of the DFL
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Thank You!
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