
Introduction to Pharmacy Law and Ethics

Designed as a quick?reference guide for students, new pharmacists, and anyone interested in the

legal and moral framework that governs pharmacy practice.

1. Why Pharmacy Law & Ethics Matter

Reason Impact on Practice

Public safety Prevents medication errors, abuse, and harmful interactions.

Professional

credibility

Upholds trust between pharmacists, patients, and other health?care

providers.

Legal protection Defines boundaries; helps avoid civil/criminal liability.

Ethical stewardship Guides decision?making when regulations are silent or ambiguous.

2. Core Legal Foundations

Area Key Statutes / Regulations Primary Purpose

Licensing
State Pharmacy Acts, Board of

Pharmacy rules

Ensure only qualified individuals

dispense medication.

Controlled

Substances

Controlled Substances Act (CSA, 21

?U.S.C. §§?801?829) + DEA

regulations

Regulate manufacture, distribution,

and prescribing of drugs with abuse

potential.

Prescription?only

Medications (POMs)

Federal Food, Drug, & Cosmetic Act

(FD&C Act) & state equivalents

Restrict dispensing to a valid

prescription.

Drug Distribution
Drug Supply Chain Security Act

(DSCSA)

Secure the pharmaceutical supply

chain from manufacturer to patient.

Patient Privacy
Health Insurance Portability and

Accountability Act (HIPAA)

Protect health information

confidentiality.

Pharmacy

Operations

State Board of Pharmacy standards

(e.g., record?keeping, labeling,

compounding)

Standardize safe pharmacy

practices.
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Area Key Statutes / Regulations Primary Purpose

Professional

Conduct

State Pharmacy Practice Acts,

Model Pharmacy Act (APhA)

Define duties, prohibitions, and

disciplinary processes.

2.1. The “Three?Tier” Prescription Classification (U.S.)

Tier Examples Refills Allowed?

Schedule I Heroin, LSD (no medical use) N/A – never dispensed

Schedule II Morphine, Oxycodone, Adderall No refills; new prescription required

Schedule

III–V

Vicodin (III), Tylenol?3 (III), Benadryl

(V)

Up to 5 refills within 6 months (state?

specific)

3. Fundamental Ethical Principles

Principle Definition Pharmacy Application

Beneficence
Act in the patient’s best

interest.

Recommend the most effective, safest

therapy.

Non?

maleficence
“Do no harm.”

Avoid dispensing contraindicated drugs; report

errors.

Autonomy
Respect patients’ right to make

informed choices.

Provide clear counseling; obtain informed

consent for immunizations, MTM, etc.

Justice
Fair distribution of resources

and treatment.

Ensure equitable access to medications; avoid

bias.

Confidentiality
Protect private health

information.

Secure records; discuss health matters

privately.

Professionalism
Uphold standards, integrity,

and accountability.

Maintain continuing education; disclose

conflicts of interest.

4. Common Legal Scenarios & Ethical Dilemmas

Scenario Legal Requirement Ethical Consideration
Typical

Resolution
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Filling a prescription for a

controlled substance

without a valid DEA number

DEA registration

required; violation =

felony.

Patient may be in pain ?

risk of harm vs. legal

breach.

Verify

prescriber’s DEA

number
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