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Learning Objectives

1. Describe strategies for compliance with state and federal 
regulatory requirements for pharmacy practice.

2. Explain necessary elements for legally sufficient supervision of 
a pharmacy team member by a pharmacist.

3. Discuss the legal parameters of the pharmacist-technician 
professional relationship.

4. Demonstrate appropriate involvement when delivering patient 
education.

5. Apply basic principles of written documentation to avoid 
pharmacy liability.

Warm-Up Question #1

A patient requests a refill of a prescription for a 30-day 
supply of a maintenance medication that is not a 
controlled substance.  No authorized refills remain for 
this prescription.  The pharmacist dispenses a full refill 
because the prescriber is unavailable, and the 
pharmacist’s professional judgment is that it is in the 
patient’s best interests to receive the medication 
without delay.  Is this refill legal under federal law?
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Question #1 Answer

No.  The refill is not legal under federal law.  The medication is 
misbranded.  Federal law requires extensive pharmaceutical labeling, 
with full disclosure and fair balance (the PI), to avoid a misbranding 
violation.  Federal law exempts pharmacists from most misbranding 
provisions when a pharmacist is dispensing a medication pursuant to a 
prescription.  Because there is no prescription for this refill, the 
exemption is lost, and the misbranding provisions apply.  Many states 
allow the dispensing of a small supply of maintenance medication 
when the prescriber is unavailable to authorize additional refills, but 
they do not permit a full 30-day refill without prescriber authorization.

Warm-Up Question #2

A pharmacy occasionally honors prescriptions for 
drugs that are not controlled substances, even 
though the prescriptions have been issued solely 
based on an electronic exchange of information 
between the prescriber and the patient 
(telemedicine) with no in-person contact between 
the prescriber and the patient.  Is this practice 
legal under federal law?
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Question #2 Answer

Yes.  The practice is legal under federal law.  A pharmacy that 
“conducts a business of dispensing drugs pursuant to 
diagnosis by mail” (email and other electronic communication 
is considered to be a form of mail) has violated federal law and 
the drugs dispensed are considered to be misbranded.  
However, occasional honoring of such prescriptions, without 
conducting a business dedicated to doing so, does not violate 
federal law.  The issuance of controlled substance 
prescriptions via telemedicine is subject to stricter federal 
regulations.  Telemedicine standards have also been 
established by many states. 

Warm-Up Question #3

A pharmacist receives a prescription for a solid oral dosage form of a 
drug, and the prescription has been issued using the generic name of 
the drug, with no specific product having been ordered by the 
prescriber.  The pharmacist has been shorted on the generic that has 
been consistently used by the pharmacy.  An alternative generic has 
been made available to the pharmacy, and the alternative generic is 
rated as “BP” in the FDA’s Orange Book, just as the shorted generic 
product is rated as “BP”.  The pharmacist fills the prescription with the 
new generic, which is the same molecular entity, same strength, and 
same dosage form as the shorted generic.  Has the pharmacist 
violated federal law?
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Question #3 Answer

No.  Since the prescription did not specify a particular 
product, there has been no substitution of one product for 
another.  The FDA rating of “BP” indicates that the shorted 
product and the new product, are not rated as 
therapeutically equivalent, but this does not mean that either 
product is ineffective.  Since this is a matter of product 
selection, and not of generic substitution, the state law on 
generic substitution is irrelevant, as are the FDA therapeutic 
equivalence ratings.  The selection of a product to dispense 
is a matter of pharmacist professional judgment.

Warm-Up Question #4

A pharmacy technician contacts a prescriber’s office by telephone, 
inquiring whether a patient’s existing prescription for “Drug A” may 
be refilled.  A representative from the prescriber’s office informs the 
technician that the patient is to be switched from “Drug A” to “Drug 
B,” and the representative instructs that “Drug B” is to be used by 
the patient in the same manner that “Drug A” was used.  The 
technician processes the order.  Without noticing the change from 
“Drug A” to “Drug B,” the pharmacist on duty checks the prescription 
based on the information received and entered into the computer by 
the technician.  Is this legal?
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Question #4 Answer

No.  Pharmacy technicians are not allowed to receive 
orally transmitted new prescriptions.  A small minority of 
states allow pharmacy technicians to receive orally 
transmitted new prescriptions, under direct pharmacist 
supervision.  This technician was not supervised when 
the orally transmitted new prescription was received.

Warm-Up Question #5

A physician issues a C-II prescription in the usual course of 
professional practice, believing there to be a legitimate medical 
need by the patient.  A pharmacist contacts the prescriber and 
informs the prescriber that the patient has been selling the 
medication to persons with opioid use disorder.  The physician 
instructs that the prescription is no longer valid and is not to be 
honored.  The patient takes the prescription to a second pharmacy, 
where the pharmacist, unaware of the diversion of medication or of 
the physician’s instruction, fills the prescription.  Has the second 
pharmacist violated DEA regulations?  Has the second pharmacist 
violated FDA regulations?
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Question #5 Answer

There is no violation of DEA regulations.  The second pharmacist 
has not “knowingly” honored a purported prescription, as long 
as there are no reasons for the second pharmacist to suspect 
that the prescription is unlawful. 
There is a violation of FDA regulations.  Technically, at least.  The 
second pharmacist has dispensed an RxOnly medication without 
a prescription, because the “prescription” is not valid under 
federal law and has been withdrawn by the prescriber.  The 
medication vial was not labeled with full disclosure/fair balance 
(the PI).  This is a misbranding violation.

Warm-Up Question #6

A licensed pharmacy technician is admitted to pharmacy 
school and begins studies toward the PharmD degree.  The 
student then becomes licensed as a pharmacist intern.  
While working a shift as a pharmacy technician during the 
first year of pharmacy school, the student counsels a 
patient on the risks and benefits of a prescribed 
medication.  The supervising pharmacist challenges the 
student, contending that during a technician shift, the 
student cannot perform the functions of an intern.  Were 
the student’s actions legal?
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Question #6 Answer

No.  Pharmacy technicians may only perform 
specified functions that do not require the 
professional judgment of a pharmacist.  
Pharmacist interns, when supervised by a 
pharmacist preceptor, may perform judgmental 
activities of a pharmacist.  At a pharmacy practice 
site, during a designated pharmacy technician 
shift, the student/technician may not perform any 
activities of a pharmacist intern.

Legal Case Study
“Loss of Control Over Inventory”

• A pharmacy technician ordered controlled substances without 
authority.  The order was for a brand of medication not used at 
the pharmacy and the order was not audited by the PIC.

• When the medications arrived, the technician discarded the 
invoices and hid the controlled substances.

• On her break, and at the end of her shift, the technician took 
the controlled substances out to her car, in her purse.

• The PIC did not participate in the theft and did not know of it.

• The PIC’s pharmacy license was revoked.

• Is the pharmacist’s license revocation legal?
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Legal Case Study Outcome

• Yes.
• “[The technician’s] extensive and prolonged theft 

was itself substantial evidence that [the pharmacist] 
failed to properly oversee the operations of the 
pharmacy, and the Board could have concluded that 
the theft would have been averted if he supervised 
and randomly audited drug deliveries, conducted 
checks of his staff’s work, and actively participated 
in the inventory and delivery process.”

• The license revocation was affirmed by the court.

Legal Case Study
“Fitness to Practice Pharmacy”

• A pharmacist consistently mislabeled medications 
and committed recordkeeping violations.

• The Board of Pharmacy found that the pharmacist 
“played fast and loose with some of the rules when 
it comes to helping his poor or elderly patients.”

• The pharmacist’s license was revoked for 
incompetence.

• Is the pharmacist’s license revocation legal?
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Legal Case Study Outcome

• Yes.
• “[The pharmacist] was not competent based on 

his lack of understanding of the rules, regulations, 
and policies and his inability to conform to them.”

• “Given the Board’s directive to make public safety 
paramount, a reasonable mind could reach the 
conclusion that revocation was the appropriate 
disciplinary action here.”

• The license revocation was affirmed by the court.

Legal Case Study
“Medication Refusal in a Hospital”
• A patient with COVID-19 was admitted to a hospital ICU.

• The hospital treated the patient with evidence-based 
therapies that were approved by the hospital’s COVID 
Therapeutics Committee.

• The patient’s spouse insisted that the patient be 
administered ivermectin, or that a willing physician be 
granted ICU privileges.

• Is it legal to refuse these requests?
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Legal Case Study Outcome

• Yes.

• “While a state regulation provides that a patient has the 
right to full information about his treatment, and to refuse 
treatment, notably missing from this regulation is the right 
to demand a particular treatment or therapy.”

• “Hospitals, not courts, have the resources and authority to 
determine whether a physician has the appropriate 
medical training, experience, and personal fitness to be 
eligible for staff privileges.”

• The injunction requested by the spouse was denied.

Legal Case Study
“Medication Refusal in a Pharmacy”

• Two patients became ill with COVID-19.  They obtained 
prescriptions for hydroxychloroquine and ivermectin 
from an online physician who was an “activist for 
patients’ right to choose.”

• The prescriptions were taken to two pharmacies.
• At the first pharmacy, the pharmacist stated that the 

prescriptions “were not appropriate treatment.”
• At the second pharmacy, the pharmacist cited 

“corporate policy.”
• Were the refusals of the prescriptions legal?
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Legal Case Study Outcome

• Yes.

• “Nothing alleged by [the patients] makes plausible their 
claim that the reason the pharmacists refused to fill their 
prescriptions would contravene the overwhelming weight of 
medical authority or was due to political beliefs or corporate 
policies unrelated to that authority.”

• “[The patients] seek to impose on medical providers 
affirmative duties that have never before been recognized 
by the common law.”

• The requested injunction was denied.

The National Opioid Litigation:
A Questionable Narrative

• Many patients were prescribed opioid medications during the 
Decade of Pain Control and Research.

• Many of these patients became addicted to opioids.
• When access to prescription opioids was reduced, many of 

these patients turned to illicit opioids.
• The opioid crisis was caused by access to prescription 

opioids.
• Pharmacists failed in their role as the safety net for limiting 

opioid access.
• Pharmacists share responsibility for the opioid crisis.
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The Opioid Crisis
An Evidence-Based Narrative

• Nadeau et al. “Opioids and Chronic Pain” Frontiers in Pain 
Research, August 2021.

• “The particular characteristics of the opioid crisis in America 
reflect cultural influences:”

• Extraordinary heterogenicity of American society.
• The existence of large pockets of poverty.
• Absence of comprehensive health care.
• Emphasis on interdiction and incarceration over treatment.
• Availability of licit and illicit opioids.
• Laissez faire approach to business regulation.
• Physician ambivalence toward treatment of chronic pain.

Corresponding Responsibility
21 CFR 1306.04

A prescription for a controlled substance to be effective must be 
issued for a legitimate medical purpose by an individual practitioner 
acting in the usual course of his professional practice. The 
responsibility for the proper prescribing and dispensing of controlled 
substances is upon the prescribing practitioner, but a corresponding 
responsibility rests with the pharmacist who fills the prescription. An 
order purporting to be a prescription issued not in the usual course of 
professional treatment or in legitimate and authorized research is not 
a prescription and the person knowingly filling such a purported 
prescription, as well as the person issuing it, shall be subject to the 
penalties provided for violations of the provisions of law relating to 
controlled substances.
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The Difficult Decision:
Outcome v. Process

 Patient Is 
Legitimate 
Pain Patient 

Patient NOT 
Legitimate 
Pain Patient 

Opioids are 
Prescribed/ 
Dispensed 

Good 
Outcome 

Bad 
Outcome 

Opioids NOT 
Prescribed/ 
Dispensed 

Bad 
Outcome 

Good 
Outcome 

 

 

How to Create a
Standardless Responsibility

• Promulgate rules using vague 
terms.

• Refuse to provide specific 
guidance to the regulated.

• Invent a concept called “red 
flags” without legal authority.

• Take enforcement action.

• Emphasize the number of 
drugs dispensed; not patient 
conditions.

• Hire pharmacist “expert” 
witnesses who are naïve or are 
crusaders.

• Move the goalpost as needed.
• Emphasize that every “red flag” 

must be resolved.
• Invent a standard requiring that 

every resolution must be 
documented.

• Take advantage of the absence 
of clear standards adopted by 
the profession.
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Questionable “Standards”

• How far away is “too far away”?
• How early is “too early”?
• What dosage is “too high”?
• What prescribing constitutes “pattern prescribing”?
• When is an opioid/benzo combination inappropriate?
• When is cash payment for opioids unacceptable?
• Of what value is a PDMP report?
• Can “red flags” be offset by “green flags”?
• When, where, and by whom, is documentation necessary?

Who Should Establish 
Pharmacy Opioid Standards?

• The Federal Drug Enforcement Administration
• Courts of Law
• Individual Pharmacist “Expert” Witnesses
• The State Boards of Pharmacy
• The State Pharmacy Associations
• A National Pharmacy Association
• The National Association of State Boards of Pharmacy
• The United States Pharmacopeia
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The Opioid Prescription
Is This Legal?

• If “this” is compliant with the pharmacy profession’s 
regulatory standard of care, then it is legal.

• Pharmacists determine their own standards of care 
within the parameters of the law, and judges defer to 
the profession (usually).

• The standards must be:
• Firmly Established.
• Flexible.
• Generally Accepted.
• Readily Available.

Questions?
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