
Chapter 1

1. Sources of oversight and standards include federal laws and regulations, state 
laws and regulations, professional practice standards, ethical principles, case 
law

2. Drug Enforcement Administration (DEA)
3. The federal Omnibus Budget Reconciliation Act of 1990 (commonly called 

“OBRA ‘90”) was the first federal law to address the standards of practice for 
pharmacists.

4. In the late 1970s, two national pharmacy organizations, the American Phar-
macists Association (APhA) and the American Association of Colleges of 
Pharmacy (AACP), worked together to create the APhA/AACP Standards of 
Practice of the Profession of Pharmacy. The national professional association 
for health-system pharmacists, the American Society of Health-System Phar-
macists (ASHP), also developed professional standards for pharmacists.

5. The state Board of Pharmacy

Chapter 2

1. Legislatures make laws or statutes by introducing and passing legislation. 
2. State governments are comprised of the same three branches as the federal 

government: legislative, executive, and judicial.
3. Federal legislation can be introduced by a member of Congress: a Senator or a 

Representative.
4. These are examples of federal administrative or regulatory agencies.
5. Pharmacy practice laws and regulations
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Chapter 3

1. The FDCA includes comprehensive requirements for drug manufacturing, dis-
tribution, labeling, and marketing in the United States.

2. The package insert is intended for pharmacists, physicians, and health care 
providers.

3. Also known as the Prescription Drug Amendment, the Durham−Humphrey 
Amendment requires that certain drugs be dispensed only pursuant to a 
prescription and required that any refills be authorized either in the original 
prescription or by the prescriber.

4. The FDA enforces the FDCA.
5. MTM stands for Medication Therapy Management and is a service provided 

to patients by either pharmacists or other health care providers who review a 
patient’s prescription drug therapy. 

 Chapter 4

1. The FDA ensures the safety and efficacy of human drugs made and distributed 
in the United States through its drug approval process.

2. After a drug company’s drug patent expires, it is legal for other drug compa-
nies to manufacture the same drug using the identical active ingredient as the 
brand name drug. These are known as generically equivalent drugs. Before a 
generic drug manufacturer is permitted to market and distribute a generically 
equivalent drug, the drug manufacturer must establish to FDA that its generic 
drug is therapeutically equivalent to the brand name drug.

3. The generic substitution laws and regulations allow pharmacists to substitute 
therapeutically equivalent generic drugs for prescribed brand name drugs un-
less the prescriber requests the brand name drug. 

4. OTC labeling is designed for the patient or consumer.
5. Drug expiration dates are derived from drug stability studies.

Chapter 5

1. Controlled substances require more stringent controls by federal and state 
laws because of the potential for misuse, abuse, diversion, and addiction.

2. The CSA is the Controlled Substances Act, and it establishes comprehensive 
controls over the manufacture, import, export, distribution, ordering, dispens-
ing, and prescribing of controlled substances.

3. A pharmacy, pharmacist, or physician must be registered with the DEA to have 
access to controlled substances.
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4. Federal law requires that if a controlled substance is stolen or lost from a phar-
macy, the pharmacy must immediately report the theft or loss to the DEA using 
DEA form 106 “Report of Theft or Loss of Controlled Substances.” State laws 
may also have requirements for pharmacy reporting and other responsibilities 
in the event of lost or stolen controlled substances.

5. The federal CMEA is the Combat Methamphetamine Epidemic Act, and it lim-
its sales of products containing pseudoephedrine, ephedrine, and phenylpro-
panolamine to 3.6 grams daily due to concerns that these products were being 
used to illegally manufacture methamphetamine.

Chapter 6

1.  The state Board of Pharmacy has the authority, oversight, and enforcement 
power over the licensure and registration of pharmacy technicians with the 
state. 

2.  Other possible state requirements for pharmacy technicians include: high 
school graduate or equivalent; a minimum age requirement; good moral char-
acter; no conviction of a drug-related felony; specific education and training; 
examinations, certification, criminal background checks; continuing educa-
tion.

3.  Pharmacy technician ratios comprise the number of pharmacy technicians al-
lowed to assist a pharmacist in the pharmacy. 

4.  In general, pharmacy technicians are not permitted to perform tasks that 
require the professional judgment, education, and training of a pharmacist. 
State pharmacy laws may place other restrictions on the tasks that pharmacy 
technicians are permitted to perform or not perform.

5.  The Pharmacy Technician Certification Board.

Chapter 7

1. HIPAA is the federal Health Insurance Portability and Accountability Act and is 
the primary federal law that establishes privacy protections for patient health 
information.

2. PHI stands for “protected health information.” PHI is any health information 
that includes patient identification information such as the patient identifica-
tion numbers, patient name, address, birth date, and social security number; 
or information that could be reasonably used to identify the patient.

3. HIPPA covers oral communications that include patient identity information 
such as conversations between the patient and pharmacist during patient 
counseling, prescription refill authorizations, and new prescriptions being 
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phoned in from the physician’s office to the pharmacy where the identity of the 
patient and the patient health information may be overheard. Other examples 
are telephone conversations between a pharmacist and physician or nurse 
where the patient’s identity and treatment plan are discussed.

4. The federal HIPAA law sets the minimum protections for patient health infor-
mation. If the state law is more stringent, it takes precedence over HIPPA and 
the stronger state law protections would apply.

5. Yes, pharmacy technicians must adhere to HIPPA and all other patient privacy 
laws, both state and federal.
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