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Six-months in: COVID-19 & LIS
HOW SOME L AB MANAGERS ARE PREPARING FOR MULTIPLE SCENARIOS 
RANGING FROM THE “SECOND WAVE” TO POST-PANDEMIC OPERATIONS

ARTICLE

If you’ve survived the first six months of 2020, congratulations! You have likely faced the most challenging season of 
your career, and (if we’re being honest) it’s nowhere near over.

By the numbers alone, clinical, government, and commercial labs in the U.S. have risen to meet testing volumes never 
before imagined. According to the U.S. Centers for Disease Control and Prevention, between the first of March and 
the end of June, nearly 20 million COVID-19 tests were processed.1

Beyond skyrocketing caseloads, lab managers have faced severe supply chain interruptions, untested assays, shifting 
and ambiguous personnel policies, shortages of qualified techs, implementation of remote facilities, coming up-to-
speed (and training staff) on new equipment/tests, and erratic direction from their administrations. And there’s more.

REPORTING: AN ONEROUS TASK FOR ALREADY OVERWORKED L ABS—AND A MOVING TARGET

A massive new burden has been seen in the continually evolving reporting requirements—for internal stakeholders 
and several layers of payer and government entities from municipalities, counties and states up to the Federal level.

On June 4th, the U.S. Department of Health and Human Services announced new lab data reporting guidance for 
COVID-19, that stipulates greatly enhanced “near real-time” reporting requirements that labs will need to have ready 
by early August.

In a press release, HHS wrote: The Guidance standardizes reporting to ensure that public health officials have access 
to comprehensive and nearly real-time data to inform decision making in their response to COVID-19. As the country 
begins to reopen, access to clear and accurate data is essential to communities and leadership for making decisions 
critical to a phased reopening.

“The requirement to include demographic data like race, ethnicity, age, and sex will enable us to ensure that all groups 
have equitable access to testing, and allow us to accurately determine the burden of infection on vulnerable groups,” 
said ADM Brett P. Giroir, MD, Assistant Secretary for Health. “With these data we will be able to improve decision-
making and better prevent or mitigate further illnesses among Americans.”2

As for the guidelines themselves, here is the section on Data Reporting and Transmission Requirements:

1 U.S. Centers for Disease Control / Weekly Update (Accessed 7 July 2020): https://www.cdc.gov/coronavirus/2019-ncov/covid-data/covidview/index.html 
2 U.S. Dept. of Health and Human Services website  (Accessed 7-8-20) https://www.hhs.gov/about/news/2020/06/04/hhs-announces-new-laboratory-data-
reporting-guidance-for-covid-19-testing.html
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Recognizing that the data elements requested go above and beyond what has been historically requested, 
this information should be made available in all reporting (including through methods using existing technical 
infrastructure such as an HIE) to state and local public health departments and subsequently the CDC as soon 
as possible, but no later than August 1, 2020. When possible, all information should be collected using health 
information technology certified to the ONC 2015 Edition certification criteria, and all information should be 
structured in accordance with the US Core Data for Interoperability (USCDI) when available or when possible.  
All data transmission should occur electronically using Health Level 7 (HL7) electronic laboratory reporting (ELR) 
implementation guides when possible but a predefined flat file format may also be acceptable. In addition,  
clinical/point of care testing facilities using electronic health records (EHRs) are encouraged to use electronic case 
reporting (eCR) standards to report laboratory testing data, at the receiver’s discretion, provided the above data 
elements and timeliness requirements can be met.3

HOW L AB MANAGERS HAVE RESPONDED: THREE PERSPECTIVES FROM THE FIELD

Because the reality “on the ground” is markedly different from region-to-region—and even from hospital-to-hospital/ 
lab-to-lab—it is not easy to find one-size-fits-all recommendations to build “best practices” around. But individual 
strategies and responses can be instructive and helpful as lab directors pull together their plans for the remainder of 
2020 and beyond.

The Duke Human Vaccine Institute

Thad Gurley, team lead for the Institute’s Accessioning Unit, was interviewed by LabManager.com in a June 29th 
article. He reported that staffing was his biggest challenge in meeting the COVID-19 crisis with a hard-working  
five-person team.

To adequately meet overwhelming volumes, Gurley recruited additional team members from other campus labs and 
added a second shift.4

The State of New York has been at the epicenter of much early COVID-19 activity, but has now emerged as a 
bellwether of smart response.

The New York Times recently reported:

In many cities, officials said a combination of factors was now fueling the problem: a shortage of certain supplies, 
backlogs at laboratories that process the tests, and skyrocketing growth of the virus as cases climb in almost 40 
states and the nation approaches a grim new milestone of three million total cases.

Many places have been able to overcome some of the supply constraints that defined the earlier days of the 
outbreak, in part with their own resources. New York City, once faced with severe shortages as an epicenter of 
the virus, is now testing 30,000 people a day, officials say, an expansion that included the city building its own 
testing kits and partnering with private labs.

But even as Gov. Andrew M. Cuomo announced last week that anyone in New York State who wanted a test 
could get one, officials in other states have been left seeking a more robust testing system, and setting new limits 
on who can take one.

3 U.S. Dept. of Health and Human Services: COVID-19 Pandemic Response, Laboratory Data Reporting: CARES Act Section 18115 
4 Scott D. Hanton, LabManager.com COVID-19 Laboratory Challenges and Lessons: Part 1 6/29/20



PAGE 3 2020 REPORT ARTICLE: L IS -  VIEW FROM THE FIELD

Two S&P Consultants clients with operations in New York were able to share their responses and  
COVID-19 experience:

Northwell Health

Based in New York City, Northwell Health is a large network of 72,000 collaborators, research pioneers, entrepreneurs 
and educators who care for millions of patients each year.

Joseph Castagnaro is the VP of Lab Services Integration and Operations and has reported tremendous shifts in 
patient volumes, and of course, a real shift in the types of tests being ordered.

“At one point, more than 90% of the tests we were running in our hospitals were COVID-related,” Castagnaro noted. 
“To meet this demand we geared-up with both new instrumentation—and enhanced our interfaces to the EHR to 
assist with reporting and billing capabilities,” he said.

The S&P Consultants team was able to assist Northwell’s team in a 100% virtual implementation to help both speed 
and safety aspects of the project.

COVID “Triaging” Begins With the Lab in 400-bed NY Hospital

The director of laboratories at another New York-based client supports a range of outpatient services, including 
diagnostic imaging and laboratory services. That director described the situation as follows:

As COVID-19 hit this region of New York, the laboratory became an essential “source of truth” for our entire 
system. The high acuity of COVID patients made their care an urgent priority for [us] and that triaging began with 
our labs. We needed to staff-up, of course, which sometimes involved re-assigning people from other areas of the 
organization. As a New York hospital, we faced acute supply-chain challenges during the first months. We needed 
to implement stricter infection-control protocols, develop PUI workflows, and find ways to alert clinicians about 
patients’ COVID status.

As this client’s labs become even more critical to ongoing hospital operations and plans for post-pandemic recovery, 
including them prominently in the next phases of planning has become a priority. The lab director is now sitting on the 
hospital’s “Demobilitzation Committee,” planning post-pandemic strategies.

WHAT HAPPENS NEXT? (AND WHAT CAN WE DO NOW, TO PREPARE?)

At the beginning of the pandemic, the “all hands on deck” mentality was accompanied by an urgent sensibility around 
budgeting and resource allocation as well. It was important to quickly meet the emergent challenges.

Today, as the shock of the initial COVID-19 onslaught subsides, payers of all types are beginning to more closely 
examine issues of costs and reimbursement policies:

Health insurers have started to push back against payment requirements for COVID-19 testing. This can be seen 
both in the debate by insurers about what their specific obligations are and by active lobbying to change their 
legislative and regulatory requirements.

Some insurers will not cover tests for asymptomatic patients, saying that testing in these cases in unnecessary.
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Blue Cross of Idaho, for example, released a policy effective June 10, 2020, which states “PCR testing for 
COVID-19 in asymptomatic individuals is not clinically appropriate and therefore not medically necessary” in 
certain settings and situations.

...depending upon the degree of success that health insurers have in lobbying for reducing their obligations to pay 
for COVID-19 testing, clinical laboratories may experience some reduction in the compensation they receive for 
COVID-19 tests. Laboratories may also see a reduction in the number of tests if insured patients are less likely to 
seek testing because of changes in their coverage.

Clinical laboratories should also consider that health insurers will have varying perspectives on their obligations to 
pay for testing for asymptomatic individuals and for screening or epidemiological testing. The specific coverage 
may vary based on the carrier and on the locality.

Clinical laboratory leaders and pathologists should be aware of the circumstances affecting their specific situation, 
while continuing to keep themselves apprised of developments as they occur.5

Lab managers will need to be ready to engage with their leadership to ensure that the realities of their situations are 
well understood and their voices heard in the boardroom.

Help is available to support efforts in on-boarding the staffing and equipment necessary to meet new demands in 
both testing and reporting. S&P Consultants has made several of its COVID-related services available to stressed labs 
on a voluntary basis. (More info here.)

Adequately planning for two scenarios seems prudent at this point:

1. Preparing for a second onslaught of intensive COVID-19 testing 
2. Developing “demobilization” strategies for a post-pandemic future

Each of these scenarios requires a careful calibration of technology and human resources, and an “agile” approach 
to reporting and billing that can be supported by optimized systems and experienced guidance. And, of course, both 
scenarios may eventually play out, making the investment in post-pandemic planning worthwhile regardless of near-
term eventualities.

Maximizing revenue, ensuring accurate coding and reimbursement policies, enabling timely reporting, and maximum 
staff efficiency will be smart action steps in any case. 

5 Dark Intelligence Group: Caleb Williams, Editor COVID-19 STAT “Clinical Labs May Be Affected by Health Insurers’ Push to Reduce Their Payment Obligations for 
COVID-19 Tests”
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