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Abstract 
COVID-19 spurred rapid expansion of pharmacy-based point-of-care testing (POCT). This growth was aided, in part, by federal guidance 
that removed state-level regulatory uncertainty surrounding the ability of pharmacists to administer, interpret, and act on the results 
of tests. Surveys suggest there is considerable confusion about the legality of these services by state regulators. To ensure the 
sustainability of POCT services over time, states should consider adopting a standard of care approach to regulation, allowing a flexible 
framework for practice innovation and expansion over time. 
 
 
Background 
While pharmacists have provided point-of-care testing (POCT) 
services for years, uptake of the service increased considerably 
during the 2019 coronavirus (COVID-19) pandemic.1-3 
Heightened demand for testing compelled the need for more 
access points throughout the United States. The number of 
pharmacies providing testing services grew by 45% between 
2015 and November 2020, with the largest gains occurring in 
the last year amid the pandemic.4 
 
Sustaining the growth of pharmacy testing services will require 
concentrated efforts, including the development of a more 
supportive regulatory environment. State-level regulatory 
impediments have been known to limit uptake of POCT services 
at pharmacies.5 For example, a minority of states require 
pharmacies to have a laboratory director with certain 
credentials in order to provide testing. A few states similarly 
limit the tests that pharmacists may administer to only a small 
subset of those available.6 As a result, the percentage of 
pharmacies with testing services ranges from 2.92% to 56.52% 
across states.4 
 
There is also considerable confusion by state regulatory 
agencies about what is necessary for pharmacists to provide 
testing services.7 This is because the legal authority for 
laboratory testing is often spread across multiple state laws, 
not just the state’s pharmacy practice act.8 While federal action 
during the pandemic temporarily allowed pharmacists to 
perform POCT services in all jurisdictions, there is a need for 
more permanent solutions in order for there to be certainty 
that these services can continue over time.9 
 
This paper addresses the requisite regulatory allowances for 
pharmacy-based POCT services to work in practice, and it 
makes a recommendation that states pursue a “standard of 
care” regulatory approach to facilitate continued growth. 
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The Leaky Regulatory Bucket 
To meaningfully provide POCT services, pharmacists need to 
have the legal authority to 1) administer tests; 2) interpret the 
results of tests; and 3) act on the results of tests.  
 
In a survey of boards of pharmacy (inclusive of all states, the 
District of Columbia, Guam, and Puerto Rico), 37 boards (70%) 
reported affirmatively that pharmacists may administer tests, 
31 boards (58%) reported pharmacists may interpret the results 
of those tests, and only 24 boards (45%) reported that 
pharmacists may act on the results of tests by prescribing a 
necessary medication.10 
 
This creates a “leaky bucket” in which pharmacists may not be 
able to perform all activities necessary for meaningful POCT 
services. For example, there is limited value to a pharmacist 
providing a test to a patient if the pharmacist may not 
simultaneously interpret the result of the test and advise the 
patient of such.  
 
Similarly, if acting on the result of the test (however simple the 
action may be) requires a referral to another venue of care, this 
significantly reduces the value proposition of offering testing in 
a pharmacy setting. Indeed, a considerable part of the value in 
pharmacy POCT is convenience, driven both by geographic 
access and hours of operation that extend beyond more 
traditional care settings.11 
 
Is Express Permission Needed to Provide POCT Services? 
While the aforementioned survey results suggest a need to 
prioritize legislation to broaden pharmacist authority, there is 
reason to believe the results may be driven, in part, by 
confusion on behalf of the regulatory boards. Education efforts 
directed at regulatory agencies may be as important a tool in 
enabling POCT as updating laws. 
 
In November 2020, there were 3,827 pharmacies holding a 
certificate of waiver under the Clinical Laboratory Improvement 
Amendments of 1988 (CLIA) in states that responded to the 
survey in a manner that indicated pharmacists could not 
administer tests in those states.4 This is not an insignificant 
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number of pharmacies, as it represents 24% of the total number 
performing POCT services in the United States. This means 
3,827 pharmacies held the necessary credentials to administer 
tests in states that said such administration was impermissible. 
 
The discordance in survey response is not attributed to the 
temporary federal allowances alone, as a similar survey in 2015 
found a gap between what pharmacies were doing with POCT 
versus what regulatory boards reported as being legally 
permissible.7 Given the conservative nature of most 
pharmacists, it is highly improbable that CLIA-waived tests are 
being administered in states illegally; rather, it is more likely 
than not that the regulatory boards have incorrectly reported 
that administration of tests as prohibited because there is not 
an express allowance in the state’s pharmacy law, even if it is 
not expressly prohibited by the state. 
 
Similarly, we find it highly unlikely that many state laws 
explicitly prohibit a pharmacist who administers a test from 
simultaneously interpreting the result of that test. Nearly all 
pharmacies (99.85%) offering POCT limit their services to  
tests waived under CLIA.12 CLIA-waived tests are, by definition, 
“simple” and carry a “low risk of error.”13 Some CLIA-waived 
tests are approved for home use, in which an untrained lay 
person can both administer the test and interpret their own 
result. It defies logic to think that any state law would allow 
untrained lay persons to interpret the result of their self-
administered test but prohibit a trained pharmacist from doing 
the same in conjunction with the patient. 
 
Lastly, acting on the result of a test may involve prescribing a 
medication or adjusting the dose of a patient’s current 
prescription. For example, a pharmacist may prescribe 
antimicrobials based on the result of a POCT for influenza or 
Group A streptococcus, or add-on therapy to patient with 
diabetes who is not achieving their clinical goals relative to 
tests.14 The survey result likely underrepresents the extent to 
which pharmacists can legally act on the results of tests. While 
only two states (Colorado and Idaho) allow pharmacists to 
independently prescribe for any condition diagnosable by a 
CLIA-waived test and any minor ailment, prescribing more 
commonly occurs under a Collaborative Practice Agreement 
(CPA).15-16 In a CPA, a physician delegates the ability to prescribe 
to pharmacists under a formal written agreement.17  
 
At least 48 states allow pharmacists to participate in a CPA, and 
thus they offer a basic framework for pharmacists to act on the 
results of tests.18 This is double the number of states 
responding affirmatively to the survey. Not all 48 of these state 
CPA laws are optimal, however. Some of these states limit 
pharmacist authority to post-diagnostic care which could 
prohibit acting on the results of diagnostic CLIA-waived tests.5 
Others may limit the practicality of acting on the results of tests 
by limiting CPA services to rigidly defined patient populations.19 
So, while regulator education may be beneficial here as well, 
changes to law are most likely necessary in some states in order 

to unleash the full potential of pharmacists to act on the results 
of tests. 
 
A Path Forward 
Given the demonstrable confusion from regulatory agencies 
over the legal status of pharmacy POCT services, it is perhaps 
not surprising that fewer than three in ten community 
pharmacies nationwide are providing the service.4  
 
This regulatory uncertainty is likely a byproduct of pharmacy 
being the most regulated of the health professions.20-21 States 
vary in regulatory volume from 38 to 253 pages of pharmacy 
regulations, far exceeding both the medical and nursing 
professions.22 Some regulators have interpreted this regulatory 
morass to mean that if a service is not explicitly allowed in law, 
it is therefore prohibited. As demonstrated by 3,827 
pharmacies administering POCT services in states that said it 
was impermissible, it is clear that many pharmacies have found 
a legal path forward even in the absence of express permission. 
 
Thus, while many could contend that it would be ideal to have 
a clear law directly stating that pharmacists may administer, 
interpret, and act on the result of tests, this need not be the 
case, and may not be the ideal. The need for express permission 
is often limiting, especially as certain variables (such as 
education, technology, and practice environments) change 
over time necessitating changes in the legal permissions. What 
if every state had had to rewrite their regulations to allow 
pharmacists to expressly test for COVID-19? 
 
Further, regulatory uncertainty is not limited to POCT. Eid and 
colleagues recently reported on state laws enabling pharmacy 
technicians to administer vaccines and reported on states that 
did not expressly prohibit the act, and found a similar 
discordance between the plain text of state laws and the results 
reported by the regulatory agencies surveyed.23 Thus, the need 
to itemize permission for each and every activity to remove 
uncertainty could become overwhelming to the profession and 
regulatory agencies in the years ahead. 
 
A more ideal regulatory framework for POCT and other services 
is what some have termed “permissionless innovation.”24 The 
medical profession has embraced this regulatory model, 
governing not by express permission, rather governing based 
on a “standard of care.” The term standard of care refers to 
“that which a minimally competent physician in the same field 
would do under similar circumstances.”25 There are not 
prescriptive regulations outlining what services physicians may 
perform, they are instead expected to use their clinical 
judgment and may be held accountable for deviations from the 
standard of care. 
 
A standard of care model is flexible enough to evolve as practice 
and technology change. It provides a simpler framework for 
delivering care – including POCT. Any service that a competent 
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pharmacist would do in same or similar circumstances is 
interpreted to be allowed.  
 
In providing any service, it would compel the pharmacist and 
their employer to consider their education, training, and 
experience, and have suitable protocols in place to ensure 
patient safety. Thus, a standard of care model would allow a 
pharmacist to administer, interpret, and act on the result of a 
test, if the pharmacist has the requisite clinical ability to do so. 
It also provides a broader framework for pharmacists to fully 
engage as part of the healthcare team as public health needs 
change over time, while maintaining the accountability to 
pursue disciplinary action against bad actors. 
 
Conclusion 
COVID-19 spurred rapid expansion of pharmacy-based POCT. 
This growth was aided, in part, by federal guidance that 
removed state-level regulatory uncertainty surrounding the 
ability of pharmacists to administer, interpret, and act on the 
results of tests. To ensure the sustainability of POCT services 
over time, states should consider adopting a standard of care 
approach to regulation, allowing a flexible framework for 
practice innovation and expansion over time. 
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