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APPENDIX A:

Testing at Home Terms Guide

A glossary of critical terms to help improve understanding and reduce confusion around the myriad of ways that tests
can be performed at home, especially as telehealth supervised testing expands.

To further the understanding around the many tests that can be performed at home as telehealth expands, the ATA
Home Testing SIG has begun building a dictionary of key terms. This appendix is focused on consumer conducted tests
and suggests standard definitions of those terms that are critical to having crisp and clear communications between
patients, their clinicians and across industry constituents on these new phenomena.

The glossary addresses terms in four broad categories spanning the home testing experience. Namely, the ...

TYPE OF TEST / SAMPLE TYPES
What biological artifact is being tested and what kind of sample is needed

SOURCING THE TEST
How does one procure a test a test is sourced

THE TEST PROCESS
Steps include Collection, Processing, Resulting, Reporting, Follow up

TEST DEVICE TYPE
Different types of devices and physical processes performed at the lab, or inside the test device

If you, like many, are new to these terms, at the end of the glossary we have also included a simplistic primer on how
testing fits in an infectious disease scenario.

TEST SAMPLE TYPE

What biological artifact is being tested and what kind of sample is needed

Testing kits that determine the presence and/or quantity of specific antibodies in the
Antibody Test patient, typically using a blood sample. May indicate that the person had previously been
exposed to the target pathogen. May also be used in monitoring vaccine longevity.

Testing kits and products that detect an unamplified feature of a pathogen (often a protein).

Antigen Test Samples may be taken from swab, spit or blood.

Molecular Test Molecular tests look for a virus’s genetic material in a test sample, which can be taken from

aka Nucleic Acid a swab, spit, or blood. Genetic materials (specifically, nucleic acids) are isolated from a test
Amplification Test sample and then copied many times, so that even small amounts of the genetic material
(NAAT) can be detected. PCR and LAMP are two well-known types of NAAT.
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TEST DEVICE TYPE

Different types of devices and physical processes performed at the lab, or inside the test device

A testing device that employs a wettable membrane to carry (or ‘flow’) the sample material
to come into contact with one or more test wells shaped as lines (chemistries and controls).

Lateral Flow Test lines change color to indicate results of the interactions. The intensity and color of the
lines can also provide information that can be used to interpret the result.

PCR The most sensitive test for infectiousness is a molecular PCR test. This type of test takes

(Polymerase a few hours to process, but can detect extraordinarily low levels of RNA, which can indicate

Chain Reaction) that you might be or become contagious at times when other tests do not.

LAMP Designed to detect a target nucleic acid without requiring sophisticated equipment, LAMP

s s tests provide relatively high sensitivity but with rapid results and lower cost as compared

IsothF:armaI to PCR tests. Reactions can be performed in as little as 5—10 minutes and with limited re-

sources, using a water bath for incubation and detection of results by eye, or with real-time

AT ieEE) measurement and high-throughput instruments.

TEST PROCESS

Steps include Collection, Processing, Resulting, Reporting, Follow up

These kits provide the supplies and instructions for the consumer to collect a sample
Sample themselves and how to send the sample to a lab. Sample Collection Kits by definition come
Collection Kit together with a service from a lab that, at a minimum, processes the sample to generate

results. Other services may be offered related to Reporting, Education, and Follow up.

A product that enables a consumer, wherever they are, to test themselves without medical
training. At a minimum, to collect a sample, insert the sample into a device that does the

Self-Test Kit processing and generates results displayed back to the consumer. Self-Test Kit products
may also include post-result services such as reporting to medical records or public health
authorities, medical referrals and/or contact tracing.

Tests that produce a report that gives the consumer a Medical Lab Record of the test result

Medical L . . . N . X

R::(:?g Vsab that can be included in their medical record and be used to fulfill formal screening require-
) ments of employers, transportation systems and venues. Undocumented tests provide the

Undocumented . . . . .

Self Test consumer with a test result for informational purposes, but do not provide a Medical Lab

Record and can not be used in place of a medical test.
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Supervised vs.
Unsupervised
Self Test

Consumer
Reporting /
Federated
Reporting

Rapid Test

TEST PROCESS (cont.)

Steps include Collection, Processing, Resulting, Reporting, Follow up

Supervised tests employ telehealth sessions or mobile app interaction to coach, proctor
and/or validate the proper sample collection, testing steps and result interpretation. Usually,
supervised tests generate a Lab Record of the test. Unsupervised tests are ones where the
consumer takes the sample and conducts the steps of the test without observation or as-
sistance. Some Unsupervised Tests provide a Lab Record while others do not.

Test kits that generate a Lab Record provide a consumer facing method to download and
store the Lab Record from the test. This allows the report to be forwarded at the consumer’s
discretion and/or shown on the consumer’s phone as needed. Some solutions support
opt-in services to report results automatically to connected systems. Such systems include
Public Health surveillance, consumer medical credential services, provider medical record
systems, pharmacy record systems. It is important to note that some tests generate no
reports. There are also some tests that do not give the subject an ability to opt-out of report-

ing.

A generic term to describe a Self-test kit or a clinician performed test that produces results
right away or very quickly. A Rapid Test could be built around any number of sample types
and devices. The term ‘Rapid Test’ has been used broadly to refer to many types of tests.
Therefore, more specificity is required when referring to a “Rapid Test’ to understand ‘what’
test can be done rapidly.

TEST SOURCING STRATEGY

How one procures a test

Direct to Consumer
(DTC)

Over the Counter
(0TC)

Prescribed

DTC tests are marketed and sold directly to the consumer with purchase by the consumer at
a physical or internet store. DTC tests may or may not require a prescription. Generally, DTC
tests are Sample Collection Kits or Self-Collection Kits.

The FDA describes OTC as “Tests that can be purchased and used by anyone at home.
These do not require a doctor's prescription. If manufacturers intend to sell their test kits
over the counter, they must demonstrate that untrained lay persons can perform the tests
and get good results.”

Kits for tests that are prescribed by a medical professional can be sourced in various ways
depending on the Type of Test and Process. Pharmacies and Labs offer services to perform
prescribed tests and can provide kits for self-collection or self-test. In some cases, through
internet-based outlets, the sourcing and prescribing is bundled into a single consumer pur-
chase process and is rather seamless.
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A Primer on the Pathology of Infection

To better understand where testing ‘fits’ in the diagnosis and monitoring of an infectious disease, it can be helpful to
understand what happens when a pathogen enters the body.

After gaining entry to the body, a pathogen’s genetic code drives it to begin to replicate itself, and multiply its ability to
attack the body. If the body has never seen this pathogen before or any pathogens similar to this one, the pathogen can
attack the cells of the body unchecked. Fortunately, this is rare, but can be fatal when it occurs.

Most of the time, a new pathogen has some features that resemble others that the body has seen before. These
features, known as antigens, can be recognized by the body’s immune system. The body creates and maintains an army
of antibodies that specialize in detecting specific antigens of the invading pathogens it has encountered before. Our
antibodies attach to the antigens that they are built to look for, and that process identifies the pathogen and alerts the
entire immune system. If this detection happens early enough, and strongly enough, it will often give the immune system
enough of an advantage to effectively attack and eliminate the pathogen.

When a new (novel) pathogen infects the body, such as when COVID-19 first emerged, the novel coronavirus does not
exactly resemble the pathogens our bodies have seen before, and our initial resulting antibody response is weak. Once
the novel pathogen starts to make the body sick, the antibody creation mechanisms go into overdrive trying to catch up.
Anyone who survives an infection (through prior vaccination or luck) will at that point have new sets of antibodies that
will recognize that novel pathogen very quickly if it shows up again.

Where does testing come to play in the case of infectious disease? That depends. What you learn from a test depends
on what you are testing for.

DID YOU HAVE IT?: A test looking for telltale antibodies will tell you if you ever had that pathogen in your body.
But, it won't tell you if you are fighting an active infection now, or not. Antibody tests can be very useful for
monitoring the lasting effects of vaccines.

DO YOU HAVE IT NOW?: A test that can detect the specific antigen features of the pathogen can tell you if you
have infectious / high levels of concentration of the pathogen in your body NOW. But, low concentrations of a
pathogen, lower than can be reliably detected by an antigen test, are of real concern where the pathogen is very
infectious, lethal or both.

CAN YOU INFECT OTHERS?: For people without symptoms, the only reliable test for infectiousness is a high
quality molecular PCR test. These tests take more time to process, but they look deeper into the omic codes in
your body to see if the pathogen’s (RNA) have appeared. Extraordinarily low levels of RNA can be detected, which
can tell you that you might be or become contagious.
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APPENDIX B:

Industry Resources

FDA: The United States Food and Drug Administration (FDA or USFDA) is a federal agency of the Department of Health
and Human Services. The Food and Drug Administration is responsible for protecting the public health by ensuring the
safety, efficacy, and security of human and veterinary drugs, biological products, and medical devices; and by ensuring
the safety of our nation's food supply, cosmetics, and products that emit radiation. (https:/www.fda.gov/)

CDC: The Centers for Disease Control and Prevention (CDC) form one of the major operating components of the
Department of Health and Human Services. The CDC is the nation’s health protection agency, conducting critical science
and providing health information to protect the nation against health threats in the form of disease, and responding
when these arise. (https://www.cdc.gov/)

CMS: The Centers for Medicare & Medicaid Services (CMS) are part of the U.S. Department of Health and Human
Services. CMS oversees many federal healthcare programs, including those that involve health information technology
such as the meaningful use incentive program for electronic health records (EHR). CMS regulates all laboratory testing
(except research) performed on humans in the U.S. through the Clinical Laboratory Improvement Amendments (CLIA)
regulations. (https://www.cms.gov/).

CLIA: Clinical Laboratory Improvement Amendments of 1988 (CLIA) regulations include federal standards applicable
to all U.S. facilities or sites that test human specimens for health assessment or to diagnose, prevent, or treat disease.
Run by CMS and jointly supported by the CDC and FDA, the CLIA program works to ensure quality laboratory testing
across the country. In total, CLIA covers approximately 260,000 laboratory entities. Once a year CMS publishes key
performance information about relevant laboratories in their Laboratory Registry.
(https://www.cdc.gov/clia/about.html)

(https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA)
(https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Laboratory_Registry)

Many Types of Labs: Clinical laboratories are healthcare facilities providing a wide range of laboratory procedures
which aid the physicians in carrying out the diagnosis, treatment, and management of patients. These laboratories are
manned by medical technologists (clinical laboratory scientists) who are trained to perform various tests on samples
of biological specimens collected from its patients. Most of the clinical laboratories are situated within or near hospital
facilities to provide access to both physicians and their patients. Classifications of clinical laboratories indicated below
reveal that these facilities can provide quality laboratory tests that are significant for addressing medical and public
health needs: Types of labs: https://www.ncbi.nlm.nih.gov/books/NBK535358/
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