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COVID-19 Testing at Private Laboratories and Arizona

State Public Health Laboratory
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GOVENOR DUCEY -STAY HOME ORDER



https://azpharmacy.z2systems.com/np/viewDocument?orgId=azpharmacy&id=40288796712b58cc01712d8b1ea30009
https://azgovernor.gov/sites/default/files/eo_2021_0.pdf

DUCEY-
SCHOOLS

CLOSED

* March 30t™": Governor Doug Ducey and

Superintendent of Public Instruction Kathy
Hoffman today announced the extension of
Arizona school closures through the end of the
school year.

* The extension follows updated guidance from the

Centers for Disease Control and Prevention (CDC)
and an announcement from the White House
extending physical distancing guidelines until April
30, 2020.



ASBP is requesting a waiver from the Governors office

DEA issued a guidance letter clarifying when oral Schedule Il prescriptions are permitted and
provides temporary exceptions to this regulation during this Public Health Emergency
declared by the Secretary of Health and Human Services.

21 CFR 1306.11(d)(1)-(4). Temporary Exceptions:

1. DEA recognizes that it may not be feasible for a practitioner to deliver, in response to
an emergency oral prescription, the follow-up paper prescription to the pharmacy
within 7 days therefore the DEA hereby grants practitioners 15 days within which to

D EA provide that prescription to the pharmacy. This exception is granted from March 16,

= 2020, through the duration of the Public Health Emergency.

T E M P O RA RY 2. DEA recognizes there may be times when providing the pharmacy with a paper
prescription as a follow up to an emergency oral prescription may prove very
challenging or impossible. Thus, for the duration of the Public Health Emergency, DEA

EXC E PTI O N S hereby allows the practitioner to send the follow-up prescription to the pharmacy via

facsimile, or to take a photograph or scan of this follow-up prescription and send the
photograph or scan to the pharmacy in place of the paper prescription. It is the
responsibility of the practitioner to ensure that, whichever method the practitioner
uses, the prescription contains all of the required information outlined in 21 CFR
1306.05 and 1306.11(d), including the statement that the prescription is "Authorization
for Emergency Dispensing.” As a condition of this exception, the practitioners who
choose to send this specific type of prescription to the pharmacy via facsimile,
photograph, or scan must maintain the original paper prescription in the patient file.

NOTE: Regardless of any exceptions that DEA has made in response to COVID-19,
pharmacists continue to have a corresponding responsibility to ensure that any controlled
substance prescription for they fill was issued for a legitimate medical purpose by a
practitioner acting in the usual course of his/her professional practice. 21 CFR 1306.04(a).



https://azpharmacy.z2systems.com/np/viewDocument?orgId=azpharmacy&id=40288796712b58cc01712d6b6dd50008

COVID-19 TESTKITS

* Pharmacies are being inundated with companies promoting potentially fraudulent materials
related to COVID-1g9 testing, including marketing FDA certification. The FDA is still in the
process of reviewing many of these authorizations and have shared with us a few key points to
help discern whether a company is legitimate.

- As of March 29, 2020:
- There is no "Home Test” authorized for SARS-CoV-2 (COVID-19).

* There are emergency use authorized (EUA) point of care (POC) tests, but these tests are not CLIA
waived.

* Concerns regarding fraudulent products, including tests, should be sent to:


https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ivd
mailto:FDA-COVID-19-Fraudulent-Products@fda.hhs.gov
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Novel Coronavirus 2019 (COVID-19) Outbreak:
Guidance for|Quarantine for Household Contacts™*

If you live in the same home as someone with respiratory symptoms (cough
or shortness of breath) OR someone with COVID-19, you should stay at
home an rantine:

Separate yourself from the ill person (people) in the home.
Stay at home for 14 days after separating yourself from the ill person, except to
get essential medical care, prescriptions, and food. Do not go to work, school, or
public areas (e.g., shopping centers, movie theaters, stadiums, etc.). Do not use
public transportation, including rideshares and taxis. Do not go on long-distance
travel.
Call ahead before visiting your doctor and reschedule all non-essential medical
appointments.
Cover your coughs and sneezes.
Wash your hands and avoid touching your eyes, nose, and mouth.
Avoid sharing household items like dishes, cups, eating utensils, and bedding.
Monitor your temperature & symptoms for 14 days after separating yourself
from the ill person (people) in the home.
o Temperature monitoring: Please take and record your temperature daily.
o Symptom monitoring: The following symptoms could be associated with
COVID-19: fever, cough, sore throat, difficulty breathing or shortness of
breath, muscle aches, headache, abdominal discomfort, vomiting, or

diarrhea.
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m Infectious
Maricopa County .
Department of Public Health Period

Novel Coronavirus 2019 (COVID-19) Outbreak:
Guidance for Home Isolation**

If you HAVE or ARE BEING EVALUATED FOR COVID-19, you should:
e Stay at home, except to get essential medical care. Including:
o Work, school, or public areas
o Public transportation, rideshare, or taxis
Separate yourself from others in the home, as much as possible. Stay in a
separate room and use a separate bathroom, if possible.
Cover your coughs and sneezes with a tissue or your elbow.
Wash your hands often with soap and warm water for at least 20 seconds.
Avoid touching your eyes, nose, and mouth.
Do not share household items like dishes, cups, eating utensils, and
bedding.
Cancel all non-essential medical appointments and call ahead to your
provider before you attend essential medical appointments.
Monitor your symptoms and seek medical care if your illness is worsening.
o Before going to your medical appointment, call the healthcare
provider and tell them that you have, or are being evaluated for,
COVID-19.

If you develop fever or any of the symptoms listed:
« Stay home away from others until 72 hours after your fever and symptoms
of acute infection are gone.
Should you elect to seek healthcare please call ahead before going to your medical
appointment, be sure to tell your healthcare provider about your close contact with
someone who has respiratory symptoms or is confirmed to have COVID-19.

You will be asked to stay in home isolation:
1) If you have tested positive for COVID-19, you should:

* Remain in home isolation for 7 days after your COVID-19 testing if your
fever and symptoms of acute infection are gone OR until 72 hours after your
fever and symptoms of acute infection are gone, whichever is longer.

2) If you have a fever and respiratory symptoms and have not tested positive for
COVID-19, you should:

* Stay home away from others until 72 hours after your fever and symptoms

of acute infection are gone.

For more information, please visit the COC website: hittps //www cdc gov/coronavinig/2019-ncow/

**Current as of 3/20/20. Recommendations are subject to change as the situation evolves.

https://www.maricopa.gov/DocumentCenter/View/59146/Quarantine-for-Household- https://www.maricopa.gov/DocumentCenter/View/58863/Home-Isolation-
Contacts-Guidelines_322?bidld= Guidelines?bidld=
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Maricopa County
Department of Public Health
COVID-19 Testing: Healthcare Provider Guidance (st updated 3/27/20)
-9 taiig .
Testing for COVID-19 is available at:
*  Arizona State Public Health Laboratory (ASPHL) for patients who meet the Persons Under Investigation (PUI) criteria below AND
e Atcommercial laboratories (LabCorp, Quest Diagnostics, and others) and drive-through testing sites for patients who do not meet - I
PUI criteria and healthcare providers would like to test. Il Public Health t ain

To obtain approval for testing at ASPHL:
The patient must meet the PUI criteria below AND the provider must contact Maricopa County Department of Public Health.
Testing can be ordered by healthcare providers through commercial laboratories without Public Health approval. Healthcare providers

should follow their facility’s protocol for ordering send-out commercial laboratory tests.

Criteria to Guide Evaluation of Persons Under Investigation (PUI) G U I D A N ( E

Clinical Features Plus Epidemiologic Risk

Any person, including health care workers?, who has had close
AND | contact® with a laboratory-confirmed* COVID-19 patient within
14 days of symptom onset

Fever® OR signs/symptoms of lower respiratory illness (e.g.,
cough or shortness of breath) NOT requiring hospitalization

Fever* AND signs/symptoms of a lower respiratory illness (e.g.,

cough or shortness of breath) NOT requiring hospitalization in

a person with a critical/high-risk infrastructure occupation® OR
who lives in a congregate setting'

Contact your local county health
department for patients who meet the

AND No source of exposure has been identified

Fever! AND severe acute lower respiratory illness (e.g., . .
pneumonia, ARDS) requiring hospitalization, radiographic AND No source of exposure has been identified PUI criteria.
confirmation of pneumonia of unknown etiology®

*Fever may be subjective or confirmed.

?For healthcare personnel, testing may be considered if there has been exposure to a person with suspected COVID-19 without laboratory confirmation .
3Close contact is defined at the CDC website: https://www.cdc.gov/coronavirus/2019-nCoV/hcp/clinical-criteria.html N on- P U I & H C P te Stl N g -

“Documentation of laboratory-confirmation of COVID-19 may not be possible for travelers or persons caring for patients in other countries. .

*Consider obtaining testing for influenza and/or a viral respiratory panel ° = 1- - -

“Critical and hlgh-?'eisk infragstructure sectors Ir/mlude: Schoo‘:‘pers:)yn:el, Childcare Workers, Jail/Prison personnel, Energy, Water Systems, Healthcare, First P rovi d ers ca l | 1 844 5 4 2 8 201
Responders, Nuclear Reactors, Materials, and Waste. If a job is not listed, please see Arizona's List of “Essential Services”. PY P U bl |C Ca I | - 211
'Jail/prison, long-term care facility or nursing home, university housing, or other similar setting .



https://www.maricopa.gov/DocumentCenter/View/58495/Healthcare_Provider_Guidance

WORKFORCE NEEDS?



FREE CONTINUING EDUCATION

ASHP

ASHP is committed to supporting all
healthcare providers from around the world
during the COVID-19 pandemic. We have
opened access to ASHP's Critical Care
Pharmacy Specialty Review Course,
Practice Exam, and Core Therapeutic
Modules package, making it available to all
pharmacists at no cost through May 31.

Please use discount COVID-19 at checkout.

ASCP

In an effort to support our senior care pharmacists
during the fight against COVID-19, we are opening
access to our elite workshop recording worth 4.0
continuing pharmacy education (CPE) credits.

Recently, the Centers for Medicare & Medicaid
Services (CMS) has released and

around their prioritization of survey activities
during this time of enhanced and focused
inspections. To ensure you are prepared to prevent
the spread of COVID-19, utilize this extraordinary
member resource at no cost!


http://www.mmsend84.com/link.cfm?r=iVLmzne3p-9X6EU819KtDw~~&pe=KEooFt-TKlwo5nY83jwBk0GPiXIg93omuD4nGLnEnYCjlN7KkfDBWwDHTpIghBYAC4hMPOrPkmasEIzcq8k-0g~~&t=vWwBmKZ5_0YU8EAiaWjBjg~~
http://ascp.informz.net/z/cjUucD9taT05MjM2OTg2JnA9MSZ1PTEwODQ4ODg0MjQmbGk9NzUzNTY3NDE/index.html
http://ascp.informz.net/z/cjUucD9taT05MjM2OTg2JnA9MSZ1PTEwODQ4ODg0MjQmbGk9NzUzNTY3NDI/index.html
http://ascp.informz.net/z/cjUucD9taT05MjM2OTg2JnA9MSZ1PTEwODQ4ODg0MjQmbGk9NzUzNTY3NDM/index.html

AzPA -
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BOARD OF PHARMACY UPDATE

Board of Pharmacy Task Force If you have concerns/questions for
Updates the Board of Pharmacy to consider:


https://drive.google.com/file/d/1rH8jDxAYgAqiv3wiJcP91sUr_FX2YRRC/view
https://pharmacy.az.gov/covid-19-questions

COVID-19
RAASI and NSAIDs

LINDSAY E. DAVIS, PHARM.D., BCPS, ASH-CHC, TTS, FAZPA
ASSOCIATE PROFESSOR MIDWESTERN UNIVERSITY COLLEGE OF PHARMACY -

GLENDALE
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RAASI in COVID-19

SITUATION
o Does RAASi therapy with ACEi/ARB:

o increase risk of COVID-19 transmission?

° increase severity of COVID-19 infection?




RAASI in COVID-19

BACKGROUND
o Epidemiologic studies from China

o revealed most frequent coexisting condition was HTN

o

in largest case series (n=1099), prevalence HTN ~15%
found association with diagnosis of HTN + COVID-19 with ARDS + COVID-19 mortality
o concern raised that use of ACEi/ARB may have contributed to adverse health outcomes

o

o

noted that HTN is common in advancing age which is emerging as the strongest predictor of COVID-19-related death

o Concern of safety of RAASi use during COVID-19 pandemic raised
° amongst researchers
° social media

o healthcare providers



RAASI in COVID-19

Assessment
o More information is needed

o the data in humans are too limited to support or refute hypotheses and concerns
o unclear if RAASi impact (upregulate/downregulate) ACE2 expression/activity in humans
o unclear if alternate hypothesis of ACE2 being beneficial (rather than harmful) in patients with lung injury

o Studies are now in progress; follow at www.clinicaltrials.gov

o Withholding ACEi/ARB therapy in patients with CV disease could cause harm by worsening control of these
conditions

o Heart failure
o |schemic heart disease
° Hypertension


http://www.clinicaltrials.gov/

RAASI in COVID-19

RECOMMENDATION
o Continue RAASI therapy

o If a patient on ACEi/ARB is diagnosed with COVID-19, decisions should be individualized based on hemodynamic status
and clinical presentation

o Specialty position statements or communications supporting the maintenance of RAASi in clinically stable patients
with COVID-19, include:

HYPERTENSION
e International Society of Hypertension
e  European Society of Hypertension
e  Hypertension Canada

Cardiovascular
e American Heart Association, American College of Cardiology, Heart Failure Society of America

e (Canadian Cardiovascular Society

e  European Society of Cardiology

e  British Society for Heart Failure, British Cardiovascular Society
Nephrology

e The Renal Association, United Kingdom
General Medicine

e  American College of Physicians

https://www.nejm.org/doi/suppl/10.1056/NEJMsr2005760/suppl file/nejmsr2005760 appendix.pdf



https://www.nejm.org/doi/suppl/10.1056/NEJMsr2005760/suppl_file/nejmsr2005760_appendix.pdf

RAAS antagonist therapy in patients with COVID-19

Situation

Concern for increased risk of COVID-19 transmission and infection severity due to
background RAAS antagonist therapy (ACEi/ARB) has been raised within the public
(e.g., social media) and healthcare sectors.

Background

Initial epidemiologic studies from China found an association with hypertension and
both acute respiratory distress syndrome and death from COVID-19. This has led to
a growing concern that this association may be due to use of specific
antihypertensives, namely ACEi/ARBs.

The theory behind this is complex. Simply put, the RAAS system manages blood
pressure through impacting systemic vascular resistance, including both vessel
diameter and blood volume. This involves multiple enzymes and receptors,
including ACE2. ACE2 has been shown to be a co-receptor for viral entry of
coronaviruses. Use of ACEi/ARB therapy is known to increase the expression of
ACE2.

Assessment

The relationship (if any) between COVID-19 transmission and/or severity of
infection and ACEi/ARB use requires further investigation. It will take time to get
this information. We will need to continue to follow the data and expert advice as
more information becomes available.

Withholding ACEi/ARB therapy in patients with CV disease (especially heart failure,
ischemic heart disease, hypertension) could cause harm by worsening the control of
these conditions.

Currently, there is no experimental or clinical data demonstrating benefits or
adverse outcomes with use of ACEi/ARBs or other RAAS antagonists (e.g., ARNi,
MRA) in COVID-19 patients.

Recommendation

The Heart Failure Society of America, American College of Cardiology, and American
Heart Association has advised the following:

“The HFSA, ACC, and AHA recommend continuation of RAAS antagonists for those
patients who are currently prescribed such agents for indications for which these
agents are known to be beneficial, such as heart failure, hypertension, or ischemic
heart disease. In the event patients with cardiovascular disease are diagnosed with
COVID-19, individualized treatment decisions should be made according to each
patient’s hemodynamic status and clinical presentation. Therefore, be advised not
to add or remove any RAAS-related treatments, beyond actions based on standard
clinical practice.”

HFSA/ACC/AHA statement re: using RAAS antagonists in COVID-19
https://professional.heart.org/professional/ScienceNews/UCM 505836 HFSAACCAHA-statement-
addresses-concerns-re-using-RAAS-antagonists-in-COVID-19.jsp

NEJM Special Report on RAASi in patients with COVID — published 03/30/2020
https://www.nejm.org/doi/full/10.1056/NEJMsr2005760

Specialty position statements or communications supporting the maintenance of
RAASi in clinically stable patients with COVID-19, include:

HYPERTENSION
e International Society of Hypertension
e European Society of Hypertension
e Hypertension Canada
Cardiovascular
e American Heart Association, American College of Cardiology, Heart Failure
Society of America
e Canadian Cardiovascular Society
e European Society of Cardiology
e British Society for Heart Failure, British Cardiovascular Society
Nephrology
e The Renal Association, United Kingdom
General Medicine
e American College of Physicians

https://www.nejm.org/doi/suppl/10.1056/NEJMsr2005760/suppl_file/nejmsr2005760 appendix.pdf

AMA Viewpoint on ACEi/ARB therapy in COVID-19 — published 03/24/2020
https://jamanetwork.com/journals/jama/fullarticle/2763803




NSAIDs in COVID-19

SITUATION
o Does NSAID therapy increase severity of COVID-19 infection?

BACKGROUND
o Warning seems to have originated out of France

o Further concern promoted by letter published in Lancet Respiratory Medicine on March 11, 2020
o Link with COVID-19based on research finding increased ACE2 expression with NSAID use

ASSESSMENT
o FDA and WHO have commented on this topic = both are investigating further

o Neither organization aware of any evidence showing negative effects of NSAIDs with worsening COVID-19
symptoms

o Note: NSAIDs (as well as ASA + APAP) reduce fever = could diminish diagnostic signs in detecting infections

RECOMMENDATION
o Continue to use NSAIDs when clinically indicated

o Follow FDA recommendations as more information becomes available



NSAID use in patients with COVID-19

Situation

Concern for worsening COVID-19 symptoms due to NSAID use (in particular
ibuprofen) has been raised within the public (e.g., social media) and healthcare
sectors.

Background

This warning seems to have originated out of France and further spurred by a letter
published in Lancet Respiratory Medicine on March 11, 2020.

The French Health Minister advised the public to avoid NSAIDs (recommending
acetaminophen instead) in a Twitter warning earlier this month based on reports of
some French COVID-19 patients experiencing significant adverse effects.

The link between COVID-19 and NSAID use is based on evidence showing that
ibuprofen (as well as ACEi, ARB, thiazolidinediones) increases the number of ACE2
receptors in the body. ACE2 has been shown to be a co-receptor for viral entry of
coronaviruses.

Lancet Respiratory Medicine article

https://www.thelancet.com/action/showPdf?pii=S2213-2600%2820%2930116-8

NPR article

https://www.npr.org/sections/health-shots/2020/03/18/818026613/advice-from-
france-to-avoid-ibuprofen-for-covid-19-leaves-experts-baffled

Assessment

The FDA and World Health Organization (WHO) have commented on this topic.
Neither organization is aware of any evidence showcasing negative effects of
NSAIDs (including ibuprofen) with worsening COVID-19 symptoms.

Please note: NSAIDs, aspirin, and acetaminophen reduce fever and therefore could
diminish diagnostic signs in detecting infections.

Recommendation

Continue to use NSAIDs when clinically indicated.

Reminder: NSAIDs should be avoided in patients with ischemic heart disease, heart
failure, hypertension, and chronic kidney disease. NSAID use is associated with
recurrent ASCVD events (Ml/stroke), HF exacerbation, sodium/fluid retention, and
renal injury.

FDA is investigating this issue and will provide updates when more information is
available.

FDA comment on NSAIDS for COVID-19
https://www.fda.gov/drugs/drug-safety-and-availability/fda-advises-patients-use-
non-steroidal-anti-inflammatory-drugs-nsaids-covid-19

WHO has not recommended avoidance of ibuprofen use

WHO Twitter update on 03/18/2020
https://twitter.com/who/status/1240409217997189128




QUESTIONS?

We want to thank all of you for being on the front lines of this pandemic.



