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U.S. Drug Legislation

1906: Federal Food and Drug Act

1912: Sherley Amendment (to the
Federal Food and Drug Act of 1906)

1914: Harrison Narcotic Act

1938: Federal Food, Drug, and
Cosmetic Act (revision of 1906 Act)
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U.S. Drug Legislation (cont'd)

* 1951: Durham-Humphrey Amendment
(to the 1938 act)

+ 1962: Kefauver-Harris Amendment (to
the 1938 act)

* 1970: Controlled Substance Act
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CONTROLLED SUBSTANCES: SCHEDULE

CATEGORIES
Abuse Medical
Schedule  Potential Use Dependency

(o] High None Severe

c-n High Accepted Severe physical and/or
psychologic

c-m =C-ll Accepted  Moderate/low physical
or high psychologic

C-Iv =C-ll Accepted Limited physical or
psychologic

C-v <C-IV Accepted  Limited physical or
psychologic

Table 4-1 Controlled substances: schedule categories
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CONTROLLED SUBSTANCES: CATEGORIES, DISPENSING RESTRICTIONS, AND EXAMPLES

Schedule  Dispensing Restrictions Examgles

o Oy wish appraved protacsl Harain, LSE, masijuans, mossalin, peyotn, peitocybin, and

methaqualons

c san only (it tniephoned in, noed — Codning, cocaine, hydromarphona, meperiding, marphine,
within 24 he} 3 e S
d athars
can ,,
itcains, and dkydracodning cominatan peedussions
v Phanatiartital, chigral hydrate, meprobamabe, the bencodi-
Ha mars than & mfills in #-mo poriod nes (o, dissepam, temampa, |omzpar], destra-
Contaires e wyphene, penlazocing, and olfers
cv Writtnn praseripion or OTC vares with asch N5 ganaraily for relied of ecughs oe arrhaa contairing

e law tins of corlain apisid-controllod substarces
L5 Lyserqic acid disshylamide: OTC, avar the counior,

st . e e e £ 70 083 by Manbe

Table 4-2 Controlled substances: categories, dispensing
restrictions, and examples
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U.S. Drug Legislation (cont'd)

* 1983: Orphan Drug Act
* 1991: Accelerated drug approval
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New Drug Development

* Investigational new drug (IND)
application

Informed consent
* Investigational drug studies
Expedited drug approval
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U.S. FDA Drug Approval Process

* Preclinical investigational drug studies
+ Clinical phases of investigational drug
studies
—Phase |
—Phase Il
—Phase Il
— Phase IV
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Canadian Drug Legislation

» Canadian Food and Drugs Act (1953)
» Canadian Narcotic Control Act (1961)

Mosby items and derived items © 2005, 2002 by Mosby, Inc.




Legal and Ethical Principles

Autonomy
Beneficence
Confidentiality
Justice
Nonmaleficence
Veracity
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Ethical Nursing Practice

» American Nurses Association (ANA)

Code of Ethics for Nurses

« Canadian Nurses Association Code of

Ethics for Registered Nurses
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Cultural Considerations

Assess the influence of a patient’s
cultural beliefs, values, and customs

Drug polymorphism

Compliance level with therapy
Environmental considerations
Genetic factors

Varying responses to specific agents
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Cultural Assessment

Health beliefs and practices
Past uses of medicine

Folk remedies

Home remedies

Use of nonprescription drugs and herbal
remedies

OTC treatments
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Cultural Assessment (cont'd)

Usual response to treatment
Responsiveness to medical treatment
Religious practices and beliefs
Dietary habits
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