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Who Should be Tested?



CDC Guidance



Erie County DOH Guidance



Which test?



Testing Options

Nucleic Acid Testing (PCR) Antibody Antigen

(in development)



?



Nucleic Acid Testing

• RT-PCR Detects viral RNA

• Cannot determine viable vs. non-viable 
viral material

• Debate regarding infectiousness of 
recovered individuals with positive PCR

NEJM



•Non-Surgical Patients

•Drive thru COVID testing is available every day, 7am-3pm, for patients seen by Catholic Medical Partners 

physicians. 

Testing locations are:

• The Mercy Ambulatory Care Center (MACC) 3669 Southwestern Blvd., Orchard Park

• Kenmore Mercy Hospital 2950 Elmwood Avenue, Kenmore

• If a patient seen by a CMP provider is suspected of having COVID-19, the physician’s office will obtain the 

patient’s preferred testing site and complete an order for the test.

• The physician’s office will complete a COVID-19 PCR Test Order and fax it to the test site 

registration department who will then contact the patient to schedule them for a COVID-19 

PCR test. Fax and telephone numbers for each testing location are included on the form.

• If COVID-19 is detected, the Lab will contact the physician’s office with the results.

• The physician’s office will then be responsible for contacting the patient for further follow-up.

• Pre-Surgical Patients:
The physician’s office will complete a COVID-19 PCR Test Order and fax it to the hospital schedulers, who will 
coordinate with Patient Access to schedule the patient for a COVID-19 PCR test.
o If COVID-19 is detected, the Lab will contact the physician’s office with the results.
o The physician’s office will then be responsible for contacting the patient to postpone the procedure until the patient 
is COVID-19 free.

https://catholicmedicalpartners.us17.list-manage.com/track/click?u=d07f23331e4cbf9da81931deb&id=fc7410354c&e=335f07e511


Serological (Antibody) 
Testing SARS-CoV-2

• Serology may indicate active or past infection

• 70-100% people are seropositive by day 14 of infection in 
early studies

• IgG serology cannot differentiate recent vs old infection

• Presently, no data to support or refute lasting immunity to 
SARS-CoV-2

• Active viral shedding is possible after seroconversion 
(shedding common 2-4 weeks after initial PCR test)

• Cross reaction with other coronaviruses unclear; likely 
depends on assay

• chemiluminescent microparticle immunoassay; low x-
reactivity reported

• No test on market is actually FDA approved



Asymptomatic Covid-19

• Common in viral illnesses

• Measles 8%

• Norovirus 30%

• Polio: 90-95%

• Asymptomatic and Pre-symptomatic 
Transmission

• Difficult to determine if true 
asymptomatic vs. pre-symptomatic in 
current studies



Morb Mortal Wkly Rep 2020;69:312-313. 

DOI: http://dx.doi.org/10.15585/mmwr.mm6911e2external icon

• Estimated 13% of transmission events in the outbreak were related to 
pre-symptomatic cases.

• Most pre-symptomatic transmissions occurred with close prolonged contacts

http://dx.doi.org/10.15585/mmwr.mm6911e2


1.Eurosurveillance. Volume 25, Issue 10, 12/Mar/2020

• 50% of infected individuals on Princess Diamond Cruise ship 
Asymptomatic before being disembarked 

https://www.eurosurveillance.org/content/eurosurveillance
https://www.eurosurveillance.org/content/eurosurveillance/25/10


NEJM April 14, 2020 DOI: 10.1056/NEJMoa2006100

• 43% of positive screened Individuals reported no symptoms

• “In the population-screening group…none of the 848 children under 
the age of 10 years tested positive, as compared with 100 of 12,232 
persons (0.8%; 95% CI, 0.7 to 1.0) 10 years of age or older."



Li et al., Science 368, 489–493 (2020) 1 May 2020 

• Asymptomatic transmission estimated to be about 50% less efficient 
than symptomatic transmission per encounter

• However, Asymptomatic cases estimated to contribute to up to 79% 
of all transmission events in Wuhan



Serology and false positives

• Wadsworth (NYDOH) SARS-CoV-2 Antibody Testing 93-100% specificity

Erie County 
Week 

Ending
Total Ab 
tests Positive Tests

% Results 
Test Positive 

#Estimated False 

Positives tests (3% 

FP rate)

#Estimated 

False Positives 

tests (7% FP 

rate)

4/25/2020 1145 147 12.8%
34 (23% of all 

positive tests 

80 (54% all 

positive tests)

5/2/2020 7078 532 7.5%
212 (39% of all 

positive tests)

495 (93% of all 

positive tests)



Serology and false positives

• Abbott SARS-CoV-2 IgG Testing 99.0-99.9% specificity (per Abbott)

Erie County 
Week 

Ending
Total Ab 
tests Positive Tests

% 
Individuals 
Test Positive 

#False Positives 

tests (0.5% FP 

rate)

# False Positives 

tests (1% FP 

rate)

4/25/2020 1145 147 12.8%
5 (3.8% of all 

positive tests 

10 (7.6% of all 

positive tests 

5/2/2020 7078 532 7.5%
35 (6.6% of all 

positive tests)

70 (13.2% of all 

positive tests)



Summary: 
Testing

• PCR Testing is required for diagnosis of acute 
infection

• Drive trough testing available for CMP patients 
through Catholic Health

• Antibody Testing
• Not for diagnosis of acute illness

• Epidemiological relevance, role in individual care is 
uncertain

• False Positive rate must be taken into consideration, 
especially in low disease prevalence settings

Lasting immunity remains uncertain



Treatment

Antivirals

Immunomodulators

Immunotherapy



FDA MedWatch Advisory 4/24/2020
“If a health care professional is considering use of 
hydroxychloroquine or chloroquine to treat or prevent COVID-
19, FDA recommends checking www.clinicaltrials.gov for a 
suitable clinical trial and considering enrolling the 
patient. Consider using resources available to assess a patient’s 
risk of QT prolongation and mortality.”

http://www.clinicaltrials.gov/
http://s2027422842.t.en25.com/e/er?utm_campaign=FDA MedWatch Hydroxychloroquine or Chloroquine for COVID-19&utm_medium=email&utm_source=Eloqua&s=2027422842&lid=12853&elqTrackId=11FEF9B6DC39625149B374E3504C93AA&elq=0a2e96bf67fb4fe181491b137fc4c750&elqaid=12261&elqat=1


At necropsy on day 7 after inoculation, lung viral 

loads of remdesivir-treated animals were 

significantly lower and there was a clear reduction in 

damage to the lung tissue

No difference in upper airway viral loads but 

Fewer cases of overt pneumonia at day 7.



NEJM April 10, 2020. DOI: 10.1056/NEJMoa2007016

• Uncontrolled, case series, 55 patients with follow-up data

• 36 patients (68%) had an improvement in oxygen-support 

• 17 of 30 patients (57%) receiving mechanical ventilation who 

were extubated. 

• 25 patients (47%) were discharged

• 7 patients (13%) died; 

• mortality was 18% (6 of 34) among patients receiving invasive 

ventilation
• 5% (1 of 19) among those not receiving invasive ventilation.



www.thelancet.com Published online April 29, 2020 https://doi.org/10.1016/S0140-6736(20)31022-9 



“Preliminary results indicate that patients who received remdesivir had a 

31% faster time to recovery than those who received placebo (p<0.001). 

Specifically, the median time to recovery was 11 days for patients treated 

with remdesivir compared with 15 days for those who received placebo. 

Results also suggested a survival benefit, with a mortality rate of 8.0% for 

the group receiving remdesivir versus 11.6% for the placebo group 

(p=0.059).”

NIH press release



Antivirals:
NIH Guidance

• Hydroxychloroquine:  insufficient clinical data to 
recommend either for or against 
using chloroquine or hydroxychloroquine for the 
treatment of COVID-19 (AIII).

• If chloroquine or hydroxychloroquine is used, clinicians 
should monitor the patient for adverse effects, 
especially prolonged QTc interval (AIII).

• Remdesivir: insufficient clinical data to recommend either 
for or against using the investigational antiviral 
drug remdesivir for the treatment of COVID-19 (AIII).

• Remdesivir as a treatment for COVID-19 is currently 
being investigated in clinical trials and is also available 
through expanded access and compassionate use 
mechanisms for certain patient populations.

• Except in the context of a clinical trial, the COVID-19 
Treatment Guidelines Panel (the Panel)recommends 
against the use of the following drugs for the treatment of 
COVID-19:

• The combination of hydroxychloroquine plus 
azithromycin (AIII) because of the potential for 
toxicities.

• Lopinavir/ritonavir (AI) or other HIV protease 
inhibitors (AIII) because of unfavorable 
pharmacodynamics and negative clinical trial data.



FDA Statement on Remdesivir



Science 27 Mar 2020:



PNAS April 28, 2020 117 (17) 9490-9496;

• Minimal effectiveness data for SARS-CoV-2
• Long history of CP use with other emerging infectious diseases
• Protective effect in primate model of SARS-CoV-2
• Unclear if benefit in patients with late disease
• Variability in antibody levels per donor



Catholic Health 
Convalescent 
Plasma 
Program

• Hospitalized Patients with severe illness

• Partnered with Mayo Clinic Expanded Access 
Program (2100 Hospitals; >6000 treated to date)

• Convalescent Plasma Donors referred to RPCI for 
collection

• Booked through May
• Multiple treatments per donation
• Able to bank frozen CP up to one year

• New York Blood Center and American Red Cross 
also provide plasma (non-referred)

• Work on program began March, 31. 

• First patient treated April 16.

• If you are interested in signing up for the donor 
list, you can go to: 
https://forms.roswellpark.org/covid-plasma-
donation

https://forms.roswellpark.org/covid-plasma-donation


21 patients, uncontrolled, retrospective

Actual trials for various Il-6 Inhibitors are pending



NIH Guidance 
Immuno-
modulators

• There are insufficient clinical data to 
recommend either for or against the use of 
the following agents for the treatment of 
COVID-19 (AIII):

• Interleukin-6 inhibitors (e.g., sarilumab, 
siltuximab, tocilizumab)

• Interleukin-1 inhibitors (e.g., anakinra)

• Except in the context of a clinical trial, the 
Panel recommends against the use of 
other immunomodulators, such as:

• Interferons (AIII), because of lack of efficacy 
in treatment of severe acute respiratory 
syndrome (SARS) and Middle East respiratory 
syndrome (MERS) and toxicity.

• Janus kinase inhibitors (e.g., baricitinib, 
acalabrutinab) (AIII), because of their broad 
immunosuppressive effect.



Journal of Translational Medicine volume 18, Article number: 164 (2020)

https://translational-medicine.biomedcentral.com/


NIH Guidance: 
Steroids and 
NSAIDS

Corticosteroids

• For Critically Ill Patients with COVID-19:

• recommends against corticosteroids with COVID-19 
without acute respiratory distress syndrome 
(ARDS)(AIII).

• For mechanically ventilated patients with ARDS, there is 
insufficient evidence to recommend for or against the 
use of systemic corticosteroids (CI).

• For adults with COVID-19 and refractory shock, the Panel 
recommends using low-dose corticosteroid therapy (i.e., 
shock reversal) over no corticosteroids (BII).

• Hospitalized, Non-Critically Ill Patients with COVID-19:

• recommends against corticosteroids for the treatment 
of COVID-19 in hospitalized patients

Nonsteroidal Anti-Inflammatory Drugs (NSAIDs):

• Persons with COVID-19 who are taking NSAIDs for a co-
morbid condition should continue therapy as previously 
directed by their physician (AIII).

• Recommend no difference in the use of antipyretic strategies 
(e.g., with acetaminophen or NSAIDs) between patients with 
or without COVID-19 (AIII).



Pfizer and BioNTech are looking at four different shots --

and at a variety of doses and schedules -- and will decide 

as the trials proceed which is the most effective. The aim 

is to have a shot ready for emergency use by the fall.

Phase 3 expansion is expected to involve 5000 volunteers; results from the earlier trials will be 
included in the efficacy follow-up. “The best-case scenario is that by the autumn of 2020, we have 
an efficacy result from phase 3 and the ability to manufacture large amounts of the vaccine, but 
these best-case timeframes are highly ambitious and subject to change”, Gilbert says. “Our ability to 
determine vaccine efficacy will be affected by the amount of virus transmission in the local 
population over the summer, and we are also beginning to think about initiating trials with partners 
in other countries to increase our ability to determine vaccine efficacy”, she says.
The Lancet, April 23, 2020: DOI: https://doi.org/10.1016/S0140-6736(20)30796-0

https://doi.org/10.1016/S0140-6736(20)30796-0


Summary: Treatments

Therapeutic Options Remain limited
• Convalescent plasma is most readily available option

• Safe track record
• Concentrated Immunoglobulin on horizon

• Remdesevir is most studied antiviral, remains difficult to obtain & evidence is 
still not complete

• Immune Modulation for Cytokine storm is commonly attempted
• Anecdotal data driving use
• Would not assume Laboratory end points (e.g. declining CRP) translate to clinical 

benefits
• Increasing use of corticosteroids in some ARDS cases
• Several Clinical Trials underway

• Managing hypercoaguable state (?) in severely ill patients 


