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Learning Objectives

* Define standard of care and bright line regulation as they relate to
pharmacy practice regulation.

* Define scope of practice and pharmacist full practice authority
and their relationship to standard of care.

* Discuss the continuum of pharmacist prescriptive authority and
the influence of regulatory models on prescribing.
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Bright Line Regulation

* An objective rule that resolves a legal issue in a straightforward,
predictable manner. A bright-line rule is easy to administer and
leaves little room for varying interpretation.

* Example: Miranda v. Arizona (1966) establishing Miranda warning of rights
to criminal suspects

* Example: IDAPA 24.36.01.213 Each pharmacist must complete fifteen
(15) CPE hours each calendar year between January 1 and December 31.
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Standard of Care

Example: Idaho Code 54-1726 Standard of Care. Acts or omissions within the practice of
pharmacy which fail to meet the standard provided by other qualified licensees or Idahn EtatE

registrants in the same or similar setting.
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What makes a SOC Regulatory Model?

Define standard of care:

Care that would be provided in a similar setting by a
reasonable and prudent licensee or registrant with similar
education, training and experience.

Include acts or omissions that fail to meet the standard of
care in discipline standards.

Allow for delegation to those under supervision based on

standard of care. % Idaho State
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Scope of Practice

The services that a qualified health care professional is deemed
competent to perform and permitted to undertake in keeping with
the terms of their professional licensure.
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Scope of Practice Clinical Ability

* The activities that a health * The true competence and
professional is permitted to ability of the health
engage in as defined by state professional
laws and regulations * Determined by education,
* Determined by the political training, career experience,
process = geographical and practice environment

differences * Individualistic: recognizes

* One-size-fits all: applies to all professional heterogeneity
professionals in class

* Dynamic; advances with new
e Static (aside from law education, technology, etc.
changes)
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Implementation of SOC

Adopt a Broad Definition of "Practice of FPharmacy"

a Allow Elasticity for Scope of Practice Advancement Over Time

Decide Which Limited Instances 5Still Necessitate Prescriptive
Regulation

a Eliminate All Remaining Unnecessary Regulations

Strengthen Accountability Mechanisms and Oversight
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ldaho General Approach to the
Practice of Pharmacy

« PRACTICE OF PHARMACY: GENERAL APPROACH. To evaluate whether a specific act
is within the scope of pharmacy practice in or into Idaho, or whether an act can be
delegated to other individuals under their supervision, a licensee or registrant of the
Board must independently determine whether:

* |sit expressly prohibited?

* Is it appropriate for the licensee or registrant’s education, training, and
experience?

* Does the act fall within the accepted standard of care?
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Continuum of Pharmacist
Prescriptive Authority

c

ollaborative Prescribing
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New York - Limited Pharmacist
Prescribing/Dispensing/Administration Authority

Population-based collaborative practice agreements

e Must be with a physician only
¢ Restricted to specific settings
e Experience/training requirements

Non-patient specific order of:

e Immunizations with CPA (18 and older, specific immunizations listed in law)
e HIV PEP (7 day supply)
e Self-administered hormonal contraceptives

Administration of:

* Long acting injectables
e Anaphylaxis medications
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“Full-scope pharmacist services include all proactive and
comprehensive interventions that prevent or manage illness and are
within an individual's competency to perform independently.”

—Dr. Ross Tsyuki
Chair of the Department of Pharmacology, University of Alberta™

https://ciceroinstitute.org/research/toward-pharmacist-full-practice-authority/




What is Pharmacist Full
Practice Authority?

Unrestricted ability to:

* Diagnose conditions

Prescribe independently

Order, interpret, and administer
laboratory tests and imaging

Administer drugs and devices

Prescription adaptation

Continuation of therapy



Achieving Pharmacist
Full Practice Authority

Standard
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Pharmacy Regulatory Models Across the United States

Regulatory Maodel
B Standard of Care Regulatory Madel {All 3 Criteria)
B Farsal Standand of Care Reguiatory Model (1 or 2 Crteria)
B Standard of Care only for Prescribing Authonby
Bright-Line Regulatory Model
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Assessment Questions

1. Which statement best distinguishes standard of care
regulation from bright line regulation in pharmacy practice?

A. Standard of care provides detailed, task-specific rules, while bright line regulation

B.

allows broad professional judgment with few explicit requirements.

Standard of care relies on professional judgment guided by expected clinical
behaviors, while bright line regulation specifies explicit, prescriptive rules that must
be followed.

Both standard of care and bright line regulation emphasize detailed checklists for
compliance.

Bright line regulation focuses on outcomes, whereas standard of care focuses on
procedural steps.
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Assessment Questions

2. Which option best describes the relationship between
a pharmacist’s scope of practice and the standard of

care?

A. Scope of practice defines the minimum acceptable quality of care, while standard of care
determines the legal boundaries of what a pharmacist may do.

B. Scope of practice and standard of care are interchangeable terms describing state-level
statutes.

C. Scope of practice outlines what activities a pharmacist is legally permitted to perform, while the
standard of care defines how those activities must be carried out to meet professional
expectations.

D. Standard of care expands a pharmacist’s scope of practice beyond what is defined in law.
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Questions?
jenadams@isu.edu




