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Learning Objectives
• Discuss the opportunities for pharmacies to provide COVID-19 pointof-care testing.
• Describe the role pharmacy technicians can play in providing a pointof-care testing services.
• Discuss personnel protective equipment and appropriate donning and
doffing techniques.
• Demonstrate appropriate specimen collection techniques used in
pharmacy-based COVID-19 testing.

Pharmacists and Point-of Care Testing
 Prior to COVID-19, approximately 16% of community pharmacies were
operating as laboratories though the percentage varied widely by state.
(Adams et al)
 The overwhelming majority had a Clinical Laboratory Improvement
Amendments (CLIA) certificate of waiver, which allowed them to conduct
simple, non-technical tests that the FDA had approved as waived tests (i.e.
cholesterol screening, influenza, etc.)
 State regulations, training, and payment challenges were among the barriers
to wider adoption.

Pharmacists and COVID-19 Testing
 OASH issues guidance authorizing licensed pharmacists to order and
administer COVID-19 tests, including serology tests, that the Food and
Drug Administration (FDA) has authorized for emergency use.
 By doing so, such pharmacists will qualify as “covered persons” under the
PREP Act. And they may receive immunity under the PREP Act with respect
to all claims for loss caused by, arising out of, relating to, or resulting from,
the administration or use of FDA-authorized COVID-19 tests.

Pharmacists and COVID-19 Testing
 As a result of the OASH Guidance:
o Several states have removed regulatory barriers to pharmacist serving
as laboratory managers or pharmacies acting as labs.
o CMS has affirmed that pharmacist ordered tests would be eligible for
reimbursement
 That includes other respiratory tests (i.e. influenza) used in conjunction with
COVID-19 testing

 National pharmacy chains have partnered with public health officials to
provide locations for COVID-19 testing.
 Many pharmacists have asked how they could help their communities by
offering COVID-19 testing.

Laboratory Tests
 Clinical Laboratory Improvement Amendments (CLIA) establishes quality standards for all
laboratory testing performed on specimens derived from humans for the diagnosis,
prevention, and treatment of disease.
o Defined roles for Centers for Medicare & Medicaid Services (CMS), Food and Drug Administration
(FDA), and Centers for Disease Control and Prevention (CDC) in supporting laboratory testing.

 Under CLIA, laboratory tests are classified regarding the technical complexity and skill
needed to perform a test.
o

Waived complexity (aka CLIA-waived tests)


o
o

Waived tests are so simple and accurate that little risk of error exists when done correctly.

Moderate complexity
High complexity

CLIA-Waived Tests
 Pharmacies can be a CLIA-waived testing site
o Obtain a Certificate of Waiver from CMS
o Routine inspections and proficiency testing are not required.
o Must have current manufacturer’s instructions on hand and follow
them.

 A subset of CLIA-waived tests are those approved for home
use.
o A home use device is a medical device labeled for use in any
environment outside a professional healthcare facility.

Point-of-Care Tests (POCT)
 A POCT is a subset of laboratory tests that can be performed
near where patient care is being delivered.
o May be from any complexity level, not just CLIA-waived.
o Typically smaller and more portable than equipment found in clinical
laboratories.
o Undergo an equally rigorous approval and validation process.

SARS-CoV-2 Tests
• Owing to the speed at which SARS-CoV-2 has spread, the development
of diagnostic tests has been rapidly evolving.
• On February 4, 2020, the Department of Health and Human Services
issued a declaration of emergency under the Public Readiness and
Emergency Preparedness Act (PREP) for medical counter measures
• Allowed for use of non-FDA-approved tests under an authorization of
emergency use.
• As of April 18, 2020, 39 tests have been authorized for use.

• Two broad categories of tests have emerged:
• Diagnostic for acute infection
• Detection of prior exposure

SARS-CoV-2 Diagnostic Tests
• SARS-CoV-2 RNA can be detected from respiratory specimens using
reverse polymerase chain reaction (PCR).
• Typically exhibit high sensitivity and specificity.
• Specimens include bronchoalveolar lavage (BAL), nasopharyngeal (NP) swab,
nasal mid-turbinate (NMT) swab, nasal (N) swab, oropharyngeal (OP) swab,
and nasal wash
• Do not differentiate between live and non-viable viruses or viral fragments
• Most of the tests are classified as high or moderate complexity.
• No tests are presently CLIA-waived; however, 3 tests may be appropriate for use in a
waived setting.

Guidance for Licensed Pharmacists, COVID-19
Testing, and Immunity under the PREP Act
• Recognizing the value of pharmacists in expanding COVID-19 testing and that the
av available tests were not CLIA-waived, the HHS issues the following guidance on
April 8:
• [Pharmacists] receive immunity under the PREP Act with respect to all claims for loss caused
by, arising out of, relating to, or resulting from, the administration or use of FDA-authorized
COVID-19 tests. (https://www.hhs.gov/sites/default/files/authorizing-licensed-pharmacists-toorder-and-administer-covid-19-tests.pdf)

• This statement removed Federal barriers related to the CLIA complexity category
that would have limited a pharmacist’s ability to perform a test for COVID-19.
• This statement does not supersede state practice acts, nor does it absolve the
pharmacy from needing register as a CLIA-waived testing laboratory hold a CMSissued certificate of waiver.

SARS-CoV-2 Diagnostic Tests
• Currently the tests that are appropriate for diagnosing COVID-19 in a
pharmacy all employ rapid real-time PCR.
• The devices are capable of detecting virus from various specimen
types, including NP, OP, or nasal swabs.
• The tests are reported to have lower limits of detection (LoD) ranging
from 100-250 copies/mL and exhibit good agreement with other PCRbased tests.
• Slightly higher than high/moderate complexity tests

• Test results are available within 30 minutes.
• Existing platforms can only run one test at a time.
• Might be used in pharmacy test and treat models.

SARS-CoV-2 Antibody Tests
• Since up to 50% of the patients who are infected with SARS-CoV-2 are
asymptomatic, it is difficult to determine how many individuals have
actually been infected with the virus.
• In order for social distancing measures to be lifted safely, knowledge of
virus immunity versus susceptibility within the population is need.
• Detection of antibodies to the SARS-CoV-2 virus may allow us to
determine the level of immunity that exists.
• IgM antibodies develop first in an infection and indicate presence of an acute
or recent infection.
• IgG antibodies develop later during an infection and may circulate long after a
pathogen has been eradicated from the body.

SARS-CoV-2 Antibody Tests
• Several serologic antibody tests are currently available under the EUA.
• Tests vary with respect to the specimen types required.
• Most require collection venipuncture; however, at least one tests allows whole blood
collection via fingerstick.

• Data regarding the use of these tests are limited and require additional
study.
• Cross-reactivity may occur form-preexisting antibodies from other causes including
other coronavirus types. (False positives or positive agreement)
• Uncertainty about durability of natural immunity. (False negatives or negative
agreement)
• Timing of onset of infection with testing. (False negatives or negative agreement)

COVID-19 Test Result Reporting
• Currently results of all COVID-19 testing should be reported.
• Sites performing tests should seek guidance from their state and local
health departments regarding documentations and other items that
may need to be submitted.

Role for the Pharmacy Technician
• Laboratory Manager – manage logs, paperwork, and storage conditions of the
tests
• Patient Data Collection – screening questions, demographics
• Billing and reimbursement
• Specimen Collection

Personal Protective Equipment (PPE)
 All equipment used to protect an individual from potential
contamination. This includes, but is not limited to, masks,
gloves, gowns, and biohazard suits.

Preferred PPE by Role when specimen
collected by Pharmacist

Pharmacist





N95 Respirator
Eye Protection
Gloves
Gown

Pharmacy
Technician*
 Facemask (surgical)
 Gloves
*If technician is involved in
specimen collection, they
should have same PPE as
pharmacist.

Patient
 Cloth Mask

How to Don PPE
 The type of PPE used varies
based on level of precaution.
 Keep hands away from face.
 Limit surfaces touched.
 Perform hand hygiene.

How to Doff PPE
 Perform hand hygiene
between steps if hands
become contaminated.
 Perform hand hygiene
immediately after removing all
PPE.

Practical Considerations for PPE
 Shortages of PPE may limit availability of certain equipment (eg
N95 respirators)
 Some options for reducing use of PPE
o Engineering and administrative controls (discussed further in the
workflow module)
o Patient self-collection of specimens
o Use cloth or surgical masks for patients and also for employees who
are not involved in the care of COVID-19 or suspected patients.
o Processes exist to clean and disinfect equipment such as N95
respirators

Respiratory Specimen Collection
- Anatomy

Nasal
NMT

NP

Source: NCBI - NIH

Nasopharyngeal Swab
 Insert swab with a flexible shaft through the nostril parallel to the palate (not
upwards) until resistance is encountered or the distance is equivalent to that
from the ear to the nostril of the patient, indicating contact with the nasopharynx.
 Swab should reach depth equal to distance from nostrils to outer opening of the
ear.
 Gently rub and roll the swab.
 Leave swab in place for several seconds to absorb secretions. Slowly remove
swab while rotating it.
 Specimens can be collected from both sides using the same swab, but it is not
necessary to collect specimens from both sides if the swab is saturated with
fluid from the first collection.
 If a deviated septum or blockage create difficulty in obtaining the specimen from
one nostril, use the same swab to obtain the specimen from the other nostril.

Source: CDC

Nasal Mid-Turbinate Swab
 Also called Deep Nasal Swab

 Use a flocked tapered swab.
 Tilt patient’s head back 70 degrees.
 While gently rotating the swab, insert swab less than one inch (about 2
cm) into nostril (until resistance is met at turbinates).
 Rotate the swab several times against nasal wall and repeat in other
nostril using the same swab.

Anterior Nasal specimen
 Using a flocked or spun polyester swab, insert the swab at least 1
cm (0.5 inch) inside the nostril (naris)
 Firmly sample the nasal membrane by rotating the swab and
leaving in place for 10 to 15 seconds.

 Sample both nostrils with same swab.

Source: NCBI - NIH

VIDEO Demonstration

Nasal Specimen Self-Collection for
SARS-CoV-2 Diagnostic Testing
 Nasal sampling is less invasive and results in less patient discomfort than
sampling from other upper respiratory anatomical sites.
 A self-administered nasal swab is similar to a nasopharyngeal swab in
detecting coronavirus.
 Collection of nasal swab specimens is less technically complex, so can
reduce the risk of the spread of infection to healthcare providers, by (1)
reducing the duration of the procedure, and (2) allowing the patient to
perform self-collection while under supervision.
 It also lessens PPE utilization, given that the patient can perform selfcollection under supervision (versus the health care provider performing
the collection).

VIDEO Demonstration

Serologic Specimens
 Serum and plasma may be approved for use in some point-ofcare tests. Since the specimens require additional processing,
they are not approved for CLIA-waived tests.
 Whole blood
 Phlebotomy is necessary to collect the larger blood volumes required
by some tests. Training requirements vary by state.
 Finger stick conducted by a healthcare professional

Finger Stick
 Follow manufacturer’s instructions for lancet selection.
 Apply alcohol to the entry site and allow to air dry
 Puncture the skin with one quick, continuous and deliberate stroke, to
achieve a good flow of blood and to prevent the need to repeat the
puncture.
 Wipe away the first drop of blood because it may be contaminated with
tissue fluid or debris.
 Avoid squeezing the finger too tightly because this dilutes the specimen
with tissue fluid (plasma).
 When the blood collection procedure is complete, apply firm pressure to
the site to stop the bleeding.

VIDEO Demonstration

Summary
• Pharmacies, pharmacists, and pharmacy technicians are in a unique
position to provide COVID-19 testing.
• In order to be successful, pharmacy technicians will need to be active
participants in delivering these services.
• Training and education are necessary to safely deliver pharmacybased testing services.

