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[Sent electronically to Stephen.M.Pinkos@ovp.eop.gov]
Vice President Mike Pence

c/o Stephen E. Pinkos

The White House

Office of the Vice President

1600 Pennsylvania Avenue, N.W.

Washington, DC 20500

Dear Vice President Pence,

We applaud your efforts to ensure that COVID-19 testing and treatment are covered by Medicare, Medicaid, and
commercial payors without copayments. However, inadequate patient access to healthcare providers
jeopardizes patients’ ability to receive care. COVID-19 poses a critical threat to our healthcare capacity; should
the number of cases continue to grow, hospital emergency departments and physicians’ offices may be quickly
overwhelmed. Patient access to needed care can be significantly expanded through the full utilization of all
frontline providers, including pharmacists.

ASHP represents pharmacists who serve as patient care providers in acute and ambulatory care settings.! The
organization’s nearly 55,000 members include pharmacists, student pharmacists, and pharmacy technicians. For
more than 75 years, ASHP has been at the forefront of efforts to improve medication use and enhance patient
safety.

Pharmacists practicing in hospitals, clinics, physician offices, and community settings are trained to treat
infectious diseases and can significantly expand healthcare access if federal barriers are removed. In many
communities, pharmacists are the most accessible healthcare providers and the first touchpoint of patient
engagement with the healthcare system. In fact, 90% of all Americans live within five miles of a community
pharmacy.? In rural and underserved communities and in communities experiencing physician shortages,
pharmacists may be the only healthcare provider that is immediately available to patients.

To fully deliver on the promise of coverage and treatment, we urge the Trump Administration to take immediate
steps to maximize pharmacist engagement in COVD-19 testing, and, when a vaccine or treatment is approved,
the provision of immunization and antiviral therapy. Specifically, to ensure that patients can access pharmacist
care during public health emergencies, such as the COVID-19 pandemic, the Administration should direct the
Centers for Medicare & Medicaid Services (CMS) — and urge commercial payors and Medicare Advantage plans
— to implement the following policies:

1 For more information about the wide array of ASHP activities and the many ways in which pharmacists advance
healthcare, visit ASHP’s website, www.ashp.org, or its consumer website, www.SafeMedication.com.

2 See NCPDP Pharmacy File, ArcGIS Census Tract File. NACDS Economics Department.
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e Clarify Medicare supervision requirements for pharmacists to align with their state scope of practice.
To avoid barriers to care for the Medicare population, CMS should provide flexibility in its pharmacist
supervision and services requirements so they align with the pharmacy practice law of any state in
which a beneficiary is receiving care. This flexibility is necessary to ensure that federal regulations do not
prevent pharmacists from providing the same level of care to Medicare beneficiaries that the profession
provides to other patients in the state. Absent this clarification of CMS requirements, state law may
authorize pharmacists to provide point-of-care testing, vaccinate patients, or initiate antiviral therapy.
But Medicare’s regulations, which do not recognize pharmacists as healthcare providers, may prevent
pharmacists from performing these critical services.

e Clarify Medicare and Medicaid authority to reimburse clinical services provided by pharmacists acting
within their state scope of practice. To avoid barriers to care for the Medicare and Medicaid
populations, particularly those in rural and underserved communities that are experiencing provider
shortages, Congress should clarify that Medicare, Medicare Advantage, and Medicaid plans should
reimburse clinical services provided by pharmacists acting within their state’s scope of practice.

For example, point-of-care testing plays a critical role in the identification and treatment of infectious
disease. Recent studies indicate that pharmacist-provided point-of-care testing can increase early
identification of infectious disease,? particularly for patients who are not able to see a primary care
provider —a group that is likely to grow during the COVID-19 pandemic. Further, pharmacist initiation of
time-sensitive antiviral therapy can speed care access, improving outcomes and reducing disease
spread.® Similarly, once a vaccine becomes available, research shows that pharmacists can significantly
improve immunization rates.® To ensure that Medicare and Medicaid beneficiaries can be diagnosed and
treated quickly, CMS should reimburse pharmacists for services related to the treatment of infectious
diseases, when they are acting within their scope of practice, just as CMS would for other healthcare
providers. Failure to do so will leave Medicare and Medicaid beneficiaries with less access to healthcare
services than other patients.

Pharmacists stand ready to fight this public health emergency. Decisive CMS action to remove these access
barriers will ensure that pharmacists’ expertise and services can benefit patients and reduce pressure on
emergency services.

Thank you for your consideration of our recommendations. We greatly appreciate the Administration’s response
to the COVID-19 pandemic, and we urge you to take these steps to protect the Medicare and Medicaid
populations. We would welcome the opportunity to answer questions or provide additional information
regarding the vital role pharmacists play in infectious disease control, treatment, and prevention.

3 M. Klepser, et al. “Effectiveness of a Pharmacist-Physician Collaborative Program to Manage Influenza-like lliness,” .J. Am.
Pharm. Assoc. Vol. 56 (2016), available at www.ncbi.nlm.nih.gov/pubmed/26802915.

41d.; See also E. Burley et. al, “Opportunities for Pharmacists to Improve Access to Primary Care Through the Use of CLIA-
Waived Tests” (2014), available at www.michiganpharmacists.org/Portals/0/resources/poctesting/poctesting0414.pdf.

5 See e.g., N. Hamm, “Pharmacists Increase Vaccination Rates,” Drug Topics (Aug. 2017), available at
www.drugtopics.com/latest/pharmacists-increase-vaccination-rates; T. Steyer, et. al, “The Role of Pharmacists in the
Delivery of Influenza Vaccines,” Vaccines, Vol. 22 (Feb. 2004), available at
www.sciencedirect.com/science/article/pii/S0264410X0300673X.
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We have also attached additional policy recommendations for addressing critical drug shortages and other
related issues, which federal and state policymakers should implement to ensure pharmacists are able to
effectively respond to these threats to the health and safety of the American public.

Sincerely,

i

Paul W. Abramowitz
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Executive Summary

In the United States, our drug supply chain and clinical infrastructure are not generally the subject of deep
concern. However, a public health emergency, whether a natural disaster or an infectious disease outbreak,
can quickly expose the weak links in our healthcare system. The coronavirus disease 2019 (COVID-19) outbreak
highlights potential vulnerabilities in both our drug supply chain and our clinical infrastructure, including the
availability of adequate clinician resources.

A. Protect Our Supply Chain from Shortages

The new outbreak highlights the need for the federal government to safeguard our drug supply, to improve
transparency in the supply chain, and to ensure contingency plans are in place to mitigate disruptions that can
result in drug shortages. However, there are measures the government can take to help mitigate these threats
and increase transparency. The following commonsense solutions would enable safer, more consistent drug
manufacturing:

* Require manufacturers to provide the Food and Drug Administration (FDA) with more information on the
causes of shortages and their expected durations and allow public reporting of this information

* Require manufacturers to publicly disclose manufacturing sites, including use of contract manufacturers,
and sources of active pharmaceutical ingredients (APIs)

* Require manufacturers to conduct periodic risk assessments of their supply chains and establish
contingency plans to maintain the supply of a drug in the event of a manufacturing disruption

* Require the Department of Health & Human Services (HHS) and the Department of Homeland Security
(DHS) to conduct a risk assessment of national security threats associated with the manufacturing and
distribution of critical drugs

* Incentivize domestic, advanced manufacturing capacity

B. Ensure Medicare and Medicaid Beneficiaries Have Adequate Access to Pharmacist
Care

Ensuring we have sufficient clinician resources to respond to a public health emergency is as essential

as protecting our supply of drugs, protective equipment, and other supplies. The following policy
recommendations will ensure better access to care during an outbreak, particularly for Medicare and Medicaid
beneficiaries:

» Clarify Medicare supervision requirements for pharmacists to align with their state scope of practice

» Clarify Medicare and Medicaid authority to reimburse clinical services provided by pharmacists acting
within their state scope of practice

» Clarify Medicare authority to support pharmacy residency programs, including specialized training in
infectious disease

aShp Recommendations for Federal Policymakers 2



C. Provide Resources to Support Clinician Readiness and Resilience

We recommend that Congress provide funding to address the following areas needed to support clinician
readiness and resilience for COVID-19 response:

* Infectious disease and emergency preparedness continuing education

* Investment in infectious disease and emergency preparedness clinical education
* Clinician burnout, well-being, and resilience

* Clinician and first responder family support

* Pharmacy readiness assessment

D. Address Emerging Risk Areas

In addition to the concerns we have detailed above, we urge policymakers to consider emerging risk areas that
have not received sufficient public consideration:

* Shortage of medication for supportive care

» Shortages of personal protective equipment (PPE) and sterile products
* Hoarding of medical supplies

* False claims and misinformation

aShP Recommendations for Federal Policymakers
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Pharmacy Readiness for Coronavirus Disease

2019 (COVID-19)

Recommendations for Federal Policymakers

As the number of confirmed cases and deaths attributed to COVID-19 continue to climb worldwide,
policymakers should act quickly to respond.

In the United States, our drug supply chain and clinical infrastructure are not generally the subject of deep
concern. However, a public health emergency, whether a natural disaster or an infectious disease outbreak, can
quickly expose the weak links in our healthcare system. The COVID-19 outbreak highlights potential glaring
vulnerabilities in both our drug supply chain and our clinical infrastructure, including the availability of adequate
clinician resources.

Federal policymakers should take the following steps to ENSURE
THE SECURITY OF OUR DRUG SUPPLY CHAIN and READINESS
OF OUR CLINICAL PHARMACY INFRASTRUCTURE to respond to
outbreaks such as COVID-19:

A. Protect Our Drug Supply Chain from Shortages

This outbreak highlights the need for the federal government to safeguard our drug supply, to improve
transparency in the production chain, and to ensure contingency plans are in place to mitigate disruptions. China
produces a large portion of the world’s active pharmaceutical ingredients (APIs) and finished pharmaceuticals.
More than 80% of APIs are produced outside the United States, highlighting the magnitude of the potential

risk.! Manufacturers have not disclosed which specific drugs are at risk of shortages. This lack of transparency
jeopardizes FDA’s ability to respond to shortages and exacerbates shortages by causing providers to guess
which essential medical supplies might be at risk.

Deprived of clear information, we do not actually know how this outbreak could impact global drug supplies.
Without more transparency around drug origins, it is impossible to effectively and accurately plan for possible
emergency situations involving the supply chain. As a result, our drug supply chain is left vulnerable, and this
vulnerability can result in harm to patients and unsustainable burdens on healthcare providers and the entire
healthcare system.

There are reasonable measures the government can take to help mitigate these threats and increase
transparency. ASHP believes there are commonsense solutions that would enable safer, more consistent drug
manufacturing:

1 Government Accountability Office, Drug Safety: FDA Has Improved Its Foreign Drug Inspection Program, But Needs to Assess the Effectiveness and
Staffing of Its Foreign Offices, GAO-17-143. www.gao.gov/assets/690/681689.pdf.
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¢ Require manufacturers to provide FDA with more information on the causes of shortages and their
expected durations and allow public reporting of this information?

FDA has already indicated that at least 20 drugs are at risk of shortage and one is confirmed to be in
shortage as a result of COVID-19, but the identity of these products is unknown to purchasers.? It is likely
that clinicians will also face a shortage of PPE, particularly masks, if there is a significant coronavirus
outbreak. However, there is little visibility into the actual amount of supply available. Unless all
manufacturers with products at risk of shortage are required to disclose this information, we are likely to
see hoarding of essential medical supplies that could further magnify shortages.

Current law requires manufacturers to notify FDA when there is a discontinuance or interruption in
manufacturing. However, manufacturers are not required to disclose the cause of the interruption or
provide a time frame for resolution. Some manufacturers do this voluntarily, but inconsistent information
hinders FDA’s ability to mitigate shortages. Title X of the Food and Drug Administration Safety and
Innovation Act should be strengthened to require these notifications be published in the FDA drug
shortages database and include the cause of the interruption and a time frame to address the shortage.
This requirement should also apply to medical supplies such as masks, syringes, and other devices
necessary to safely prepare and administer drugs. Shortages of these items have the potential to cripple
the U.S. healthcare system.

¢ Require manufacturers to publicly disclose manufacturing sites, including use of contract
manufacturers, and sources of APIs?

FDA and drug purchasers, such as hospitals and pharmacies, lack access to key information that could
assist in preparing for regional disasters, geopolitical instability, and manufacturing problems at specific
sites. The Food, Drug, and Cosmetic Act (FDCA) should be strengthened to require manufacturers to
publicly disclose the location of drug production, including when a contract manufacturer is used, and
sources of APIs. This requirement should also apply to manufacturers of masks, syringes, and other
devices that are necessary to safely prepare and administer drugs. FDA and purchasers can use this
information to more accurately assess the scope and duration of a shortage, identify alternative sources
of supply, and identify potential supply disruption for related products, including associated medical
devices.

¢ Require manufacturers to conduct periodic risk assessments of their supply chains and establish
contingency plans to maintain supply of a drug in the event of a manufacturing disruption?

Manufacturers cannot always predict when a shortage will occur. Manufacturing disruptions can be
caused by natural disasters, quality issues, or business decisions, which may include discontinuation of

a product. Such shortages negatively impact patient safety and access to care. The FDCA should be
amended to include a requirement that manufacturers conduct periodic risk assessments of their supply
chains and maintain business continuity contingency plans for future supply disruptions that are reviewed
during FDA plant inspections.

2 ASHP, along with our partners, the American Hospital Association, American Society of Clinical Oncology, and the American Society of Anesthesiolo-
gists, has developed legislative objectives based on the 2017 Drug Shortages Roundtable and the 2018 Summit on Drug Shortages to Examine Impact on
National Security and Health Care Infrastructure.

3 U.S. Food and Drug Administration (FDA). FDA Statement: Coronavirus (COVID-19) Supply Chain Update. Feb. 27, 2020. www.fda.gov/news-events
press-announcements/coronavirus-covid-19-supply-chain-update.

GShp Recommendations for Federal Policymakers 5


http://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-supply-chain-update
http://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-supply-chain-update

¢ Require HHS and DHS to conduct a risk assessment of national security threats associated with
manufacturing and distribution of critical drugs?

Relying predominantly on other countries for necessary ingredients to manufacture critical drugs,

APIs, and devices required to safely prepare and administer drugs presents a potential threat to the
stability of the U.S. drug supply. In addition to drugs, medical devices necessary for the preparation

and administration of drugs are a critical part of healthcare infrastructure. ltems such as PPE, syringes,
needles, and tubing for administration of intravenous drugs have been affected by shortages. To enhance
transparency, HHS and DHS should conduct a review of priority risks in pharmaceutical and device
manufacturing and distribution systems and identify ways the U.S. government can support preparedness
and resilience of critical infrastructure in the pharmaceutical sector.

We also urge the federal government to establish a standing forum for these agencies to engage the
private sector, including pharmacists, hospitals, physicians, and manufacturers, to mitigate drug supply
chain and clinical infrastructure risks. Working together - not in isolation - to share information and
solutions is vital to our success in responding to COVID-19 and building a more resilient system in
anticipation of future threats.

¢ Incentivize domestic, advanced manufacturing capacity

FDA has identified advanced manufacturing as a potential alternative to traditional batch manufacturing,
which could improve the quality and resilience of drug production.* Investment in domestic, advanced
manufacturing, in the form of tax incentives or grants, would reduce our dependence on highly
concentrated foreign sources of drug production and would allow manufacturers to more rapidly
reallocate manufacturing capacity to products in shortage than is possible through traditional production.
Making use of advanced manufacturing technology saves time, reduces the potential for error, and
enables a nimbler approach to changing market demands.

B. Ensure Medicare and Medicaid Beneficiaries Have Adequate Access to Pharmacist
Care

Pharmacists practicing in hospitals, clinics, physician offices, and community settings are trained to treat
infectious diseases and can significantly expand access to care if federal barriers are removed. Pharmacists
receive a clinically based doctor of pharmacy degree, and many also complete postgraduate residencies

and become board certified in areas of specialty care, including infectious disease. Each year, nearly 4,000
pharmacists complete a pharmacy residency and 1,300 complete an additional residency in a clinical specialty.
There are currently more than 800 board-certified infectious disease pharmacists nationwide.

In many communities, pharmacists are the most accessible healthcare providers and the first touchpoint
of patient engagement with the healthcare system. In fact, 90% of all Americans live within five miles of a
community pharmacy.® In rural and underserved communities and in communities experiencing physician
shortages, pharmacists may be the only healthcare provider that is immediately available to patients.

Many states have recognized the training and expertise of pharmacists as clinicians and clarified their state
pharmacy practice laws to authorize pharmacists to provide patient care services that will be essential during
the response to COVID-19. These services include ordering and administering immunizations, ordering and
interpreting point-of-care tests, and initiating medications, such as antiviral therapies that must be initiated in

4 U.S. Food and Drug Administration (FDA). FDA Statement: FDA’s modern approach to advanced pharmaceutical manufacturing. Feb. 26, 2019. www.fda.
gov/news-events/press-announcements/fda-statement-fdas-modern-approach-advanced-pharmaceutical-manufacturing.

5 See NCPDP Pharmacy File, ArcGIS Census Tract File. NACDS Economics Department.
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a limited time from exposure in order to be effective. Some states have also ensured that their residents will
have access to these services by clarifying that pharmacists should be reimbursed by health plans, like other
providers, when they provide these services.

Forty-nine states and the District of Columbia grant pharmacists the ability to practice collaboratively in some
capacity with physicians.® The Centers for Medicare & Medicaid Services (CMS) should ensure that its own
regulations do not create a barrier to care that is authorized by state pharmacy practice laws.

To ensure that patients can access pharmacist care during a coronavirus outbreak or other public health
emergencies, CMS should implement the following policies:

¢ Clarify Medicare supervision requirements for pharmacists to align with their state scope of practice

To avoid barriers to care for the Medicare population, CMS should provide flexibility in its pharmacist
supervision and services requirements so they align with the pharmacy practice law of any state in
which a beneficiary is receiving care. This flexibility is necessary to ensure that federal regulations do not
prevent pharmacists from providing the same level of care to Medicare beneficiaries that they provide to
other patients in the state.

¢ Clarify Medicare and Medicaid authority to reimburse clinical services provided by pharmacists acting
within their state scope of practice

To avoid barriers to care for the Medicare and Medicaid populations, particularly those in rural and
underserved communities that are experiencing provider shortages, Congress should clarify that
Medicare, Medicare Advantage, and Medicaid plans should reimburse clinical services provided by
pharmacists acting within their state’s scope of practice.

For example, point-of-care testing plays a critical role in the identification and treatment of infectious
diseases. Increasing access to testing may help reduce disease spread and improve outcomes through
early detection. Recent studies indicate that pharmacist-provided point-of-care testing can increase
early identification of infectious disease,” particularly for patients who are not able to see a primary care
provider - a group that is likely to grow during a coronavirus outbreak. Further, pharmacist initiation of
time-sensitive antiviral therapy can speed care access, improve outcomes and reduce disease spread.®
Similarly, once a vaccine becomes available, research shows that pharmacists can significantly improve
immunization rates.® To ensure that Medicare and Medicaid beneficiaries can be diagnosed and treated
quickly, CMS should reimburse pharmacists for services related to the treatment of infectious diseases,
when they are acting within their scope of practice, just as CMS would for other healthcare providers.
Failure to do so will leave Medicare and Medicaid beneficiaries with less access to healthcare services
than other patients.

6 Centers for Disease Control and Prevention, “Advancing Team-Based Care Through Collaborative Practice Agreements” (2017), www.cdc.gov/dhdsp
pubs/docs/CPA-Team-Based-Care.pdf.

7 M. Klepser, et al. “Effectiveness of a Pharmacist-Physician Collaborative Program to Manage Influenza-like Iliness,” .J. Am. Pharm. Assoc. Vol. 56 (2016),
available at www.ncbi.nlm.nih.gov/pubmed/26802915.

8 1d.; See also See E. Burley et. al, “Opportunities for Pharmacists to Improve Access to Primary Care Through the Use of CLIA-Waived Tests” (2014),
available at www.michiganpharmacists.org/Portals/0/resources/poctesting/poctesting0414.pdf.

9 See e.g., N. Hamm, “Pharmacists Increase Vaccination Rates,” Drug Topics (Aug. 2017), available at www.drugtopics.com/latest/pharmacists-in-
crease-vaccination-rates; T. Steyer, et. al, “The Role of Pharmacists in the Delivery of Influenza Vaccines,” Vaccines, Vol. 22 (Feb. 2004), available at
www.sciencedirect.com/science/article/pii/S0264410X0300673X.
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C.

Clarify Medicare authority to support pharmacy residency programs, including specialized training in
infectious disease

Rigorous clinician education, including for pharmacists with specialized training to manage infectious
disease medication regimens, is the bedrock of a highly trained workforce that is prepared to manage
public health emergencies. Unfortunately, Medicare support for these programs is uncertain.

CMS should clarify that experts in topics such as infectious disease, who serve on the faculty of
educational institutions such as medical schools and schools of pharmacy, can provide training to
residents in pharmacy and allied health training programs without jeopardizing Medicare funding of
programs.

CMS should also clarify that residents in these training programs may participate in clinical rotations at
clinical sites operated by other hospitals or health systems, without jeopardizing Medicare funding, if
those rotations are appropriate to strengthen resident training in clinical specialties such as infectious
disease.

CMS should further clarify that specialized pharmacy residency programs operated by hospitals or health
systems in clinical specialties, such as infectious disease, are eligible for Medicare funding. The current
system of relying on community resources to fund these programs is inadequate to maintain a pipeline of
infectious disease experts necessary to manage specialized medication regimens during a medical surge
event, such as a COVID-19 outbreak.

Provide Resources to Support Clinician Readiness and Resilience

We urge Congress to provide funding to support clinician readiness and resilience during a COVID-19 response.
At minimum, these programs should focus on increasing preparedness and enhancing the pipeline of infectious
disease and public health experts. For instance, programs should center on the following:

Infectious disease and emergency preparedness continuing education: Congress should provide
funding for immediate development and dissemination of clinician continuing education and certificate
training programs on infectious disease and emergency preparedness, including for pharmacists. Such
programs should harness the resources and reach of professional organizations, thereby aiding federal
and state public health authorities in disaster response.

Investment in infectious disease and emergency preparedness clinical education: Congress should
provide funding to enhance and expand pharmacy, allied health, and medical residency programs
and other advanced clinician educational programs focused on infectious disease and emergency
preparedness.

Clinician burnout, well-being, and resilience: Congress should provide funding to combat clinician
burnout and to support research regarding clinician resilience and well-being. Public health emergencies
can create intense strain on our healthcare system, which extends to our clinicians, including pharmacists.
Clinicians already face high levels of burnout,”° and public health emergencies are likely to exacerbate
this, adding to the strain on our healthcare system.

Clinician and first responder family support: Congress should provide funding to support the families
of clinicians, including pharmacists, and first responders during a pandemic or natural disaster. Given
the demands placed on clinicians and first responders in these situations, adequate resources should be

10 Agency for Healthcare Research and Quality, “Physician Burnout,” available at www.ahrg.gov/prevention/clinician/ahrg-works/burnout/index.html; See
also M. Durham, P. Bush, A. Ball, “Evidence of Burnout in Health-System Pharmacists,” J. AM. HEALTH-SYST. PHARM., Vol. 75 (Dec. 2018) academic.oup.
com/ajhp/article-abstract/75/23 Supplement_ 4/S93/5237667?redirectedFrom=fulltext.
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available for those who are caregivers, to ensure they can access backup or emergency child and elder
care, at minimum, so they can focus on providing the best possible care to patients.

Pharmacy readiness assessment: Congress should provide funding to provide tools for health systems
to assess their readiness to respond to medical surge events and resources to address identified gaps,
including disruptions to drug supplies, pharmacy staffing, and ongoing hospital operations.

D. Address Emerging Risk Areas

In addition to the concerns we have detailed above, we would also encourage policymakers to plan for emerging
risk areas that have not received sufficient public consideration:

Shortages of medications for supportive care: As outlined above, we remain concerned about
disruptions to supply generally, but we are also concerned about whether the market can support sudden
steep increases to orders for certain supportive medications. These would include intravenous fluids, pain
medications, anti-inflammatories, and other treatments essential to managing patients with COVID-19.

Shortages of PPE and sterile products: The danger of PPE shortages has been documented, but such
equipment is also necessary in the compounding and preparation of sterile products. If PPE becomes
unavailable for clinicians generally, this may have cascade effects on the safe preparation of medications.
If sterile procedures for pharmacist preparation of medications (e.g., USP chapters <797>, <800>) cannot
be followed because of a lack of PPE, certain medications may become unavailable for patient care.
Similarly, if PPE is not available in other countries, this could impact the production of drugs.

Hoarding of medical supplies: Hospital and clinician preparation for a COVID-19 outbreak necessarily
includes ensuring adequate supplies. However, in medical surge events, the risk of hoarding increases. As
a result, providers may be more tempted to rely on secondary wholesalers (e.g., gray market) for access
to critical medical products, thereby introducing new dangers into the supply chain. The Federal Trade
Commission (FTC) and other agencies should exercise enhanced market oversight of price gouging and
other practices that take advantage of heightened demand for supplies during a COVID-19 outbreak.

False claims/misinformation: We applaud FDA and FTC for their efforts to stem false and misleading
claims about products purporting to treat or prevent COVID-19. We urge the agencies to address

such instances aggressively. Further, we encourage the agencies to report bad actors to healthcare
providers and, concurrently, to provide clinicians and the public a streamlined reporting method to offer
information to the agencies about potential violations.

Additional resources, including ASHP’s Pharmacy Competency
Assessment Center emergency preparedness and infection
prevention modules, are available in the COVID-19 resource
center at ashp.org/coronavirus.

For more information, please contact:
Doug Huynh, Director, Federal Legislative Affairs, at DHuynh@ashp.org or 301-664-8806.
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Executive Summary

State policymakers should take the following steps to ensure that pharmacists in their communities are enabled
to effectively support prevention and response efforts for outbreaks such as the coronavirus disease 2019
(COVID-19):

* Ensure that pharmacists are authorized under your state pharmacy practice act to order and administer
immunizations for prevention of infectious diseases

Ensure that pharmacists are authorized under your state pharmacy practice act to order point-of-care
testing for infectious diseases

Ensure that pharmacists are authorized under your pharmacy practice act to initiate time-sensitive
therapies, such as antivirals

Ensure that pharmacists are reimbursed for direct patient care services related to prevention and treatment
of infectious diseases

Involve pharmacists in emergency response planning and coordination

Pharmacy Readiness for Coronavirus Disease 2019
(COVID-19)

Recommendations for State Policymakers

As the number of confirmed cases and deaths attributed to COVID-19 continue to climb worldwide, policymakers
should act quickly to respond. As state policymakers take steps to ensure that their communities are prepared for
COVID-19, they should evaluate their state’s laws and emergency plans to ensure that pharmacists practicing in
hospitals, clinics, physician offices, and retail settings are able to effectively support the COVID-19 response.

In many communities, pharmacists are the most accessible healthcare providers and the first touchpoint of patient
engagement with the healthcare system. In fact, 90% of all Americans live within five miles of a community
pharmacy. In rural and underserved communities and in areas experiencing physician shortages, pharmacists
may be the only healthcare provider that is immediately accessible to patients. Pharmacists practicing in hospitals,
clinics, physician offices, and community settings are trained to treat infectious diseases and can significantly
expand access to care, if barriers are removed.

Pharmacists receive a clinically based doctor of pharmacy degree, and many also complete postgraduate
residencies and become board certified in areas of specialty care, including infectious disease. Each year, nearly
4,000 pharmacists complete a pharmacy residency and 1,300 complete an additional residency in a clinical
specialty. There are currently more than 800 board-certified infectious disease pharmacists nationwide. Forty-nine
states and the District of Columbia grant pharmacists the ability to practice collaboratively with physicians.?

1 NCPDP Pharmacy File, ArcGIS Census Tract File. NACDS Economics Department.

2 Centers for Disease Control and Prevention, “Advancing Team-Based Care Through Collaborative Practice Agreements” (2017) www.cdc.gov/dhdsp/pubs/
docs/CPA-Team-Based-Care.pdf.
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Many states have recognized the training and expertise of pharmacists as clinicians and clarified their state
pharmacy practice laws to authorize pharmacists to provide patient care services that will be essential during

the response to COVID-19. These services include ordering and administering immunizations, ordering and
interpreting point-of-care tests, and initiating medications, such as antiviral therapies that must be initiated in a
limited time from infection in order to be effective. Some states have also ensured that their residents will have
access to these services by clarifying that pharmacists should be reimbursed by health plans, like other providers,
when they provide these services.

State policymakers should take the following steps to ENSURE
THAT PHARMACISTS IN THEIR COMMUNITIES are enabled to
EFFECTIVELY SUPPORT THE COVID-19 RESPONSE:

A. Ensure that pharmacists are authorized under your state pharmacy practice act to
order and administer immunizations for prevention of infectious diseases

Although there is currently no vaccine for COVID-19, significant research is underway to develop a vaccine.?
When a vaccine does become available, it is likely that there will be high demand for access to the vaccine and a
significant public health interest in achieving high levels of immunization in the community.

Studies indicate that when pharmacists are empowered to provide immunizations, they substantially increase the
number of vaccinated patients in the community.

Currently, 17 states allow pharmacists to independently administer vaccines.® State laws regarding ordering
and administration of vaccines by pharmacists vary, including which vaccines may be ordered or administered,
which age groups of patients can be immunized, and whether pharmacist authority regarding immunizations is
independent prescribing authority, part of a collaborative practice agreement with a physician, or a statewide
protocol.

At a minimum, states should ensure that pharmacists’ authority to provide immunizations for infectious diseases
can occur without an individual prescription from another provider. This authority should include immunization
for COVID-19 when it becomes available, as well as influenza, pneumococcal, and zoster vaccines, which prevent
diseases that could burden healthcare resources, such as emergency departments, during a COVID-19 outbreak.
Providing this authority will help reduce the burden of infectious disease in communities and allow physicians and
hospitals to focus their resources on the treatment of severe cases of COVID-19.

3 Centers for Disease Control and Prevention, Coronavirus Disease, COVID 19 Situation Summary: Prevention & Treatment. www.cdc.gov/coronavi-
rus/2019-ncov/about/prevention-treatment.html.

4 See e.g., N. Hamm, “Pharmacists Increase Vaccination Rates,” Drug Topics (Aug. 2017), available at www.drugtopics.com/latest/pharmacists-increase-vacci-
nation-rates; T. Steyer, et.al, “The Role of Pharmacists in the Delivery of Influenza Vaccines.” Vaccines, Vol. 22 (Feb. 2004), available at https:/www.sciencedi-
rect.com/science/article/pii/S0264410X0300673X.

5 S. Xavioer and J. Goad. “Authority and Scope of Vaccination: How States Differ,” Pharmacy Times. 2017-06-22 17:08:22, www.pharmacytimes.com/publica-
tions/supplementals/2017/ImmunizationSupplementJune2017/authority-and-scope-of-vaccination-how-states-differ.
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B. Ensure that pharmacists are authorized under your state pharmacy practice act to
order point-of-care testing for infectious diseases

Point-of-care testing (POCT) is medical diagnostic testing performed outside the clinical laboratory, in close
proximity to where the patient is receiving care. Rapid POCTs are available for use by healthcare providers to
confirm infection in nontraditional testing sites such as pharmacy clinics, physician offices, and health department
clinics.® Rapid influenza diagnostic tests, for example, detect influenza within 15 minutes.” This rapid diagnostic
capability allows healthcare providers to quickly initiate antiviral medication, if appropriate, and direct infected
patients to more acute care settings.

Although the initial laboratory test kits developed by the Centers for Disease Control and Prevention (CDC) are
only available now through designated laboratories, it is likely that rapid diagnostics will be developed for use at
the site of care.

State pharmacy practice acts should include pharmacist authority to order these tests, as pharmacists are
commonly the first point of contact for patients. This authority should include testing for other infectious diseases
with similar symptoms that could be mistaken for COVID-19, such as influenza.

Ensuring that pharmacists have the ability to order these diagnostics will expand access to care in underserved
areas, reduce unnecessary burden on emergency departments that may already be strained with patients
requiring a higher level of care, reduce community exposure by eliminating unnecessary office visits, and ensure
that patients needing higher levels of care are referred to their physician or hospital for treatment.

C. Ensure that pharmacists are authorized under your pharmacy practice act to initiate
time-sensitive therapies, such as antivirals

Patients with viral infections are often treated with antiviral medications. Several antiviral medications are
currently being evaluated for the treatment of COVID-19. Antiviral therapies often need to be initiated within

48 hours of symptoms in order to be effective at reducing length, severity, and transmissible of the infection.®
This short time window does not allow patients to make an appointment with their physician, wait for the
appointment, have a physical and laboratory exam, and then pick up their prescription from the pharmacy. By the
time these patients initiate therapy, it may be too late to effectively treat the infection.

States should ensure that they have policies in place to allow pharmacists to initiate antiviral therapies if the
FDA labeling indicates that administration is required to be initiated within a limited time window after exposure
or infection. Pharmacists should provide this care in close coordination with a physician either through a
collaborative practice agreement or as a provider with independent prescribing authority as part of the patient’s
healthcare team.

6 Nova Scotia Health Authority, “Point of Care Testing.” www.cdha.nshealth.ca/pathology-laboratory-medicine/clinical-services/point-care-testing.

7 Centers for Disease Control and Prevention, Influenza (Flu), Influenza Virus Testing Methods. www.cdc.gov/flu/professionals/diagnosis/table-testing-meth-
ods.htm.

8 Cleveland Clinic, Health Essentials, “7 Answers on Tamiflu: Is It Best to Help You Fight Flu?” health.clevelandclinic.org/tamiflu-most-effective-if-you-are-at-
risk-for-complications/.
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D. Ensure that pharmacists are reimbursed for direct patient care services related to
prevention and treatment of infectious diseases

By failing to include qualified healthcare practitioners, such as pharmacists, in provider networks, states may
unintentionally limit access to care, particularly in rural and underserved areas. Even when pharmacists are
authorized to provide services under state pharmacy practice laws, access to these services will be limited if

health plans do not reimburse pharmacists for providing these services, as they do for other healthcare providers.

States should ensure that Medicaid, Medicaid managed care, employer-sponsored health plans, state employee
health plans, and commercial health plans are required to reimburse pharmacists for providing services within
their scope of practice. Reimbursing patient care services provided by pharmacists will improve access to
treatment, particularly in rural and underserved communities, and allow hospitals and physicians to focus on the
most severe cases.

E. Involve pharmacists in emergency response planning and coordination

The CDC believes that COVID-19 is likely to spread in the United States. Public health authorities should ensure
that pharmacists are consulted and included in response planning and coordination. Whether as the medication
experts in healthcare teams, as a primary healthcare resource in rural and underserved communities, or as

the expert managing the drug supply and any potential drug shortages that could occur, pharmacists will be
foundational to your state’s response to a disease outbreak.

By implementing these recommendations, state policymakers can ensure that pharmacists in their communities
are enabled to effectively support the COVID-19 response.

Additional resources, including ASHP’s Pharmacy Competency
Assessment Center emergency preparedness and infection prevention
modules, are available in the COVID-19 resource center at
ashp.org/coronavirus.

For more information, please contact:
Naomi Michaelis, State Policy and Advocacy Associate, at nmichaelis@ashp.org or 301-664-8692.
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