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Unlocking the ACNU Pathway by Leveraging Our Nation’s Pharmacists to Increase Access to 
Medicines and Primary Care 
 
Purpose of the ACNU 
 
FDA finalized its “Nonprescription Drug Product With an Additional Condition for 
Nonprescription Use” (ACNU) rule, allowing certain products to be legally marketed without a 
prescription if additional conditions ensure appropriate self-selection or actual use. FDA 
intended to increase consumer access to safe and effective nonprescription drugs that, before 
this rule, would not have been available without a prescription due to requirements related to 
labeling being insufficient for the consumer to appropriately self-select and use the product 
without a health care provider licensed to administer the drug. 
 
Recently, the Duke Margolis Institute for Health Policy and FDA held a hybrid meeting on 
Increasing Access to Nonprescription Drugs, on FDA’s recently announced request for 
information on this topic, with comments due on May 8, 2026.  
 
Additionally, the well-documented and worsening shortage of primary care providers1 in the 
United States necessitates innovative approaches to expanding consumer access to therapies 
that, with appropriate safeguards, could be more readily available for a range of acute and 
chronic conditions. Pharmacists, as medication experts and with twice as much contact with 
patients as other health care providers, are well-positioned to facilitate access to nonprescription 
drugs. The following policy recommendations focus on leveraging pharmacists and/or 
technology to provide safeguards and improve consumer access. We believe this approach can 
serve as a blueprint for implementation across the federal government to facilitate safe access to 
nonprescription therapeutics.  
 
Implementation of the ACNU  
 
The current ACNU final rule provides a broad interpretation of viable pathways for 
reclassifying prescription products to nonprescription with ACNU. We believe that, given the 
complexities of product access in the U.S., providing two well-defined pathways for 
prescription-to-nonprescription (Rx-to-OTC) conversion with ACNU would provide clarity, 
encourage manufacturers to move products from prescription to OTC more swiftly with 
ACNU, and result in less burdensome end-user (i.e., pharmacies and other outlets) tracking 
requirements.   
 

 
1 Health Workforce Projections, Health Resources & Services Administration. Available at: 
https://bhw.hrsa.gov/data-research/projecting-health-workforce-supply-demand (noting that the 
National Center for Health Workforce Analysis estimates an overall shortage of 141,160 physicians in 
2038, including a shortage of 70,610 primary care physicians).  

https://www.federalregister.gov/documents/2024/12/26/2024-30261/nonprescription-drug-product-with-an-additional-condition-for-nonprescription-use
https://www.federalregister.gov/documents/2024/12/26/2024-30261/nonprescription-drug-product-with-an-additional-condition-for-nonprescription-use
https://www.federalregister.gov/documents/2026/04/15/2026-07335/increasing-access-to-nonprescription-drugs-public-meeting-request-for-comments
https://www.federalregister.gov/documents/2026/04/15/2026-07335/increasing-access-to-nonprescription-drugs-public-meeting-request-for-comments
https://bhw.hrsa.gov/data-research/projecting-health-workforce-supply-demand
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To maximize the impact of the ACNU framework, FDA should prioritize two pathways: (1) 
pharmacist-facilitated assessment and (2) technology-enabled self-evaluation. To illustrate these 
two pathways, we offer the following use-case scenarios: 
 
Scenario A – Pharmacist-Facilitated Assessment. In this scenario, a pharmacist would utilize 
their medication expertise to review the patient’s responses to a drug-specific assessment and 
ask follow-up questions to determine eligibility and ensure patient safety. The role of the 
pharmacist in a patient’s health care journey continues to grow as states expand pharmacists’ 
scope of practice to capitalize on their advanced training and medication expertise, and to 
improve the accessibility of a patient’s community pharmacy to meet patient needs.2 In every 
state and the District of Columbia, pharmacists can prescribe or initiate medications, whether 
through a collaborative agreement, standing order, or independent prescribing authority.3 
Additionally, a majority of states authorize pharmacists to perform Clinical Laboratory 
Improvement Amendments (CLIA)-waived tests. Manufacturers may prefer pharmacist-
facilitated assessments to satisfy the additional condition requirements, and choose to utilize 
such a framework when seeking Rx-to-OTC approval to address the critical issues of safety, 
including drug-drug or drug-disease interactions and potential for misuse/abuse, including 
consumer manipulation of digital assessments, labeling concerns, post-marketing safety, and 
insufficient self-selection study or real-world data.  
 
As such, FDA should prioritize the pharmacist-facilitated pathway as the primary pathway to 
allow manufacturers to address FDA’s concerns, to promptly increase access to nonprescription 
drugs safely for patients until manufacturers provide self-selection studies to show the general 
public can appropriately use these medications without the intervention of a health care 
provider. As such, FDA should consider a primary category of medications for a certain number 
of years (e.g., 36 months) to allow adequate real-world patient-use evaluation, including data 
from pharmacists before offering other pathways.  
 
An example of an ACNU framework that would work is utilizing a pharmacist conducting a 
CLIA-waived test, such as influenza A testing. In this case, antiviral therapy, such as 
oseltamivir, could be authorized as an OTC with ACNU, including a pharmacist-facilitated 
assessment. In this manner, consumers can receive an influenza test at a local pharmacy, and 
the pharmacist can document and provide appropriate therapy without a prescription. This 
removes barriers that may exist in some states where pharmacist prescribing is not yet 
permitted under state law. Additionally, with the policy recommendations outlined in this 
paper, coverage for the product and the test, along with a fee paid by manufacturers or public 

 
2 Lucas A. Berenbrok, et al., Access to Community Pharmacies: A Nationwide Geographic Information Systems 
Cross-Sectional Analysis, 62 Journal of the American Pharmacists Association 1816, 1816 (2022). Available 
at: https://www.japha.org/action/showPdf?pii=S1544-3191%2822%2900233-3  (noting that nearly 90% of 
Americans live within 5 miles of a community pharmacy).  
3 Marc Joffe & Jeffrey A. Singer, Let Pharmacists Prescribe, CATO Institute (Mar. 21, 2024). Available at: 
https://www.cato.org/briefing-paper/let-pharmacists-prescribe.  

https://www.japha.org/action/showPdf?pii=S1544-3191%2822%2900233-3
https://www.cato.org/briefing-paper/let-pharmacists-prescribe
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or private payors for the pharmacist’s assessment and consultation, would improve access, 
reduce costs, and significantly shorten time to treatment, a critical factor in treating influenza.  
 
A similar example concerns the treatment of a chronic or self-limiting condition. Minoxidil 
10mg tablets are an inexpensive oral therapy. In topical form, the drug has been used safely for 
decades in OTC preparations. However, oral preparations can be contraindicated when certain 
underlying conditions are present and may have drug interactions. Yet dermatologists 
frequently prescribe oral minoxidil for male pattern baldness. An Rx-to-OTC switch with 
ACNU for minoxidil would allow the drug therapy expert, a pharmacist, to consult with the 
patient to ensure safety in the specific individual’s case, provide the product, and document the 
care provided. A wider range of patients would have better access to this therapy, while also 
ensuring that the additional condition assessment is not manipulated to be used by patients 
who should not use the medication.  
 
During the April 23, 2026, FDA Convening on Increasing Access to Nonprescription Drugs, 
panelists raised this concern, noting that patients who cannot access certain medications, 
including minoxidil, through their health care providers may rely on technology-enabled self-
evaluations to obtain them. Pharmacists could help ensure that such medications, those with a 
high potential for patients to manipulate the additional condition for safe use assessment or to 
abuse, are provided to appropriate patients while still increasing access to them through 
pharmacist-facilitated assessments.  
 
Scenario B – Technology-Enabled Self-Evaluation. In this scenario, only recommended after 
Scenario A and after allowing adequate real-world patient-use evaluation to “ensure 
appropriate self-selection or appropriate actual use, or both,” a patient could use online 
technology or an in-store kiosk to quickly self-assess their need for therapy. Following such an 
assessment, a QR code could then be digitally printed or saved on an electronic device, allowing 
the patient to purchase the product from a retail or online store.  If these technologies are 
authorized to connect to the patient’s electronic health record, with key access by the patient’s 
personal pharmacist, the medication expert on the patient care team, and patient-selected 
therapies should be fully integrated into the health care encounter, enabling more optimal 
future care by pharmacists, who patients interact with the most, physicians, nurses, and other 
members of the patient’s care team.  
 
Stepwise Approach. We recommend FDA view these pathways in a tiered or stepwise strategy. 
For example, the pharmacist-facilitated assessment pathway is more appropriate for products 
that are generally safe but raise FDA safety concerns, noted above. The pharmacist-facilitated 
assessment pathway should also be used when the FDA has concerns that the newly created 
OTC product’s Drug Facts label is not fully understood or is not being appropriately acted 
upon. For example, if the directions are too complex, there is a long list of warnings, and a 
patient may struggle with self-diagnosis, a pharmacist-facilitated assessment would be 
beneficial, ensuring patient safety and increasing patient access. FDA and manufacturers could 
also use the pharmacist-facilitated pathway rather than the technology-enabled self-evaluation 
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pathway when additional real-world evidence from these interactions is needed to support 
future engagement with FDA on potential progression to make the product available through a 
technology-enabled self-evaluation.  
 
As noted throughout the panels at FDA’s convening on April 23, 2026, self-selection studies will 
be instrumental in confirming that patients can appropriately select and use these medications 
without a health care provider. For any switch applications for which FDA has concerns about 
the self-selection studies or other provided analyses and considerations, FDA should use the 
pharmacist-facilitated pathway in the interim to allow FDA to meet its goal of increasing access 
to these once-prescription-only medications while also protecting patients and providing 
manufacturers with additional time to acquire such data points. Only those products for which 
the additional condition will ensure appropriate self-selection or actual use by the average 
consumer, without the supervision of a health care practitioner, should be immediately 
available through a technology-enabled self-evaluation.  
 
Recommended Federal Agency Actions  
 
Consistency. FDA’s final rule intentionally promotes flexibility for manufacturers in 
operationalizing the ACNU. As such, FDA must clearly outline ACNU guidelines that promote 
consistency amongst the switching and implementation processes to ensure appropriate uptake 
by pharmacies and other vendors. Panelists at the FDA’s convening on April 23, 2026, stressed 
the same sentiment: without standardization, uptake will be too difficult for pharmacies and 
other vendors.  
 
For ACNU products approved under a pharmacist-facilitated assessment pathway (Scenario A), 
the pharmacist must know the appropriate mechanisms for initiating, completing, and 
recording the assessment results. FDA should also coordinate with the Centers for Medicare & 
Medicaid Services (CMS) to provide coverage for any additional requirements and additions to 
pharmacists’ workflows (addressed further below).  
 
For those approved under a technology-enabled self-evaluation pathway (Scenario B), all 
applicable vendors, including pharmacies, must know how to assess successful completion of 
the digital tool for dispensing the corresponding ACNU-approved product. Consistency in the 
rollout process and in the digital tools used to evaluate and render results will be instrumental 
to expanding access to these medications. Additionally, seamless integration with the patient’s 
electronic health record, accessible to the patient’s personal pharmacist, will ensure that 
documentation occurs under either Scenario A or Scenario B.  
 
CMS. Because insurance plans and PBMs often discontinue drug coverage when a drug 
undergoes an Rx-to-OTC switch, CMS must also act to ensure that consumer access is not 
compromised following the shift of prescription medications to nonprescription drug products 
with an ACNU by preserving coverage for these medications post-transition. This is critical as 
there are concerns that the “simultaneous marketing” of prescription and nonprescription 
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versions of the same drug lacks a legal basis and causes consumer confusion. Therefore, it is 
likely that these drugs, once they undergo this shift, will not be available as prescription drugs. 
Accordingly, CMS should promulgate rules and regulations requiring Medicare Advantage 
plans, Medicare Part D plans, and state Medicaid plans to cover ACNU-approved drugs in the 
same manner as they were covered when they were prescription drugs. Additionally, public 
and private payors should require payment for the pharmacist’s assessment of the consumer to 
determine eligibility for the nonprescription drug product approved under a pharmacist-
facilitated assessment pathway. For Medicare, this payment can occur through regional 
Medicare suppliers for traditional Medicare, or through mandated coverage in MA and PDP 
plans, with pharmacies or pharmacists potentially credentialed as providers (such as through 
Pharmacy Profiles, LLC), like all other providers of health care services.  
 
Recommended Action on Interoperability to Increase OTC ACNU Access  
 
In conjunction with the Administration’s focus on enhanced interoperability, FDA should work 
with CMS and the Office of the National Coordinator for Health Information Technology 
(ONC) to work with private entities to accelerate interoperability by promoting the bidirectional 
sharing of electronic health information with pharmacies and preventing information blocking 
of our nation’s pharmacists to patients’ electronic health information (EHI). This would include 
allowing pharmacists and pharmacies to add data to the electronic health record for care 
provided under an OTC with ACNU. Such an approach would increase access to care beyond 
ACNU products, as pharmacists are highly trained medication experts who can initiate 
therapies for numerous medical conditions. With nearly 90% of Americans living within 5 miles 
of a community pharmacy,4 pharmacies and pharmacists are key to improving Americans’ 
health and reducing overall health care expenditures.  
 
Joint Recommendations  
 
It is our position that the following action steps should be taken as a blueprint to facilitate the 
movement of more pharmaceuticals from prescription to OTC with ACNU: 
 

1) Step One: FDA needs to clarify clear pathways for Rx-to-OTC switch with ACNU. We 
recommend: (1) the pharmacist-facilitated assessment pathway (Scenario A) and the 
technology-enabled self-evaluation pathway (Scenario B). The risk of drug-drug or 
drug-disease interactions, the potential for patient manipulation of technology-enabled 
assessments, and the other areas identified above should drive FDA’s decision-making 
on these pathways. 

2) Step Two: FDA should work with CMS to require Part D plan sponsors, state Medicaid 
agencies, Medicare Advantage plans, and others to cover any additional requirements 

 
4 Lucas A. Berenbrok, et al., Access to Community Pharmacies: A Nationwide Geographic Information Systems 
Cross-Sectional Analysis, 62 Journal of the American Pharmacists Association 1816, 1816 (2022). Available 
at: https://www.japha.org/action/showPdf?pii=S1544-3191%2822%2900233-3.  

https://www.pharmacyprofiles.com/
https://www.japha.org/action/showPdf?pii=S1544-3191%2822%2900233-3
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and additions to pharmacists’ workflows under Scenario A or B and establish 
mechanisms to reimburse patients for products purchased outside pharmacies under the 
technology-enabled self-evaluation pathway (Scenario B). FDA could also partner with 
manufacturers, distributors, and retailers to create novel solutions for product access 
under this pathway. CMS should provide similar guidance to ensure that an OTC drug 
product with ACNU continues to be covered by prescription drug insurance in the same 
way as prescription drugs.  

3) Step Three: FDA should work with ONC to call upon HHS to leverage its influence of 
EHR systems to facilitate full integration of pharmacies and pharmacists wherever they 
exist in the health care system to ensure bi-directional (read/write) access to the patient’s 
health care record.  


