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N Laboratory tests performed by molecular methods are
increasing in volume and complexity at an unprecedented
rate. Molecular tests have a broad set of applications, and
most recently have been advocated as the mechanism
by which providers can further tailor treatments to the
individual patient. As the momentum behind molecular
testing continues to increase, pathology practices may find
themselves unprepared for the new wave of molecular
medicine. This special article has been developed in an
effort to provide pathologists who have limited molecular
training with a simple and quick algorithm for determining
whether a requested molecular test is appropriate for a
patient. Additional recommendations for a more intensive
and proactive review and management of molecular
requests also are included. The principles discussed can
easily be applied to requests for any test, including those
not using molecular methods, which would be sent to
an outside reference laboratory. This special article was
developed from a Webinar for the College of American
Pathologists targeting education for pathologists about the
transformation of pathology practice in the new molecular
and digital age.

(Arch Pathol Lab Med. 2012;136:1585–1592; doi:
10.5858/arpa.2011-0691-SA)

Physicians are constantly receiving information about
and requests for new laboratory tests from many

different venues. Patients may request a new test, based
on Internet or popular press sources. Vendors may
encourage providers to order a particular test. New tests
are presented at professional meetings, and some tests are
discovered when searching for a mechanism to resolve a
difficult diagnostic dilemma. Compared to other labora-
tory tests, molecular-based tests usually have higher
complexity, are more expensive (frequently thousands of
dollars per test), and may have additional ramifications
for the patient and his or her biological family members.

Currently, many molecular tests are based on single-
sequence variations or limited panels of single-sequence
variations that have implications for diagnosis, prognosis,
and/or therapy. However, more complicated molecular
tests, such as copy number variant and single-nucleotide
polymorphism arrays, are being used in clinical settings.
In the next few years, the cost of whole genome
sequencing is expected to decrease within the range of
affordable patient care, well before the medical commu-
nity has come to terms with how to manage reporting the
results or managing the large data sets generated. A recent
report from the Kalorama Information Group1 (Rockville,
Maryland) predicted that the world market for molecular
diagnostics will grow 11% annually, reaching more than
$8 billion US by 2015. Several academic laboratories have
reported annual increases in billable molecular test
volumes of 14% to 18%.2,3 This is in contrast to the overall
annual increase in billable laboratory tests at those same
institutions of 2% to 5%.

This tsunami of molecular testing presents a number of
challenges to pathology practices, the most important of
which is that the clinical use of many molecular tests is not
supported by medical evidence. Recent exposure of flawed
research data resulting in the inappropriate marketing and
use of genomic test results and computerized algorithms to
tailor cancer therapeutics4,5 have brought this issue to the
forefront of awareness for both the public and the federal
government. Articles in the media that once lauded the
promises of genomic testing are now decrying the ‘‘gold
rush’’ mentality that led some companies to market and sell a
test before medical evidence supported its use.5 Determining
which tests lack medical evidence is part of laboratory test
utilization review, which is required as part of the Laboratory
Accreditation Program of the College of American Patholo-
gists.6,7 While test utilization review with appropriate
feedback to the ordering providers is ideal, execution is
made more difficult when genomics education of physicians,
including pathologists, has been reported to be poor.8–12

Nonetheless, review of these test requests before sending a
patient’s sample out for analysis is useful in several ways.
Preventing unwarranted testing avoids physician and patient
confusion due to misleading test results, avoids performing
tests that will not be reimbursed by third-party payers, and
enhances the pathologist’s reputation as a valuable resource
and consultant in a patient’s care.

As efforts to improve the numbers of physicians with
molecular genetic knowledge are made,9–11,13 local exper-
tise in the form of a trained molecular genetic pathologist
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or clinical molecular geneticist may be lacking. For
more remote practice settings, acquisition of molecular
test information can be compromised by lack of easy
access to medical journals and lack of time or funding to
attend professional meetings. While pathologists at
academic medical centers have access to journals and
are more likely to have molecular expertise among the
pathology faculty, the greatest number of requested
molecular tests will be at nonacademic practices, which
outnumber academic medical centers by approximately
10 to 1.

This article is intended to provide pathologists-in-
training and community-practice pathologists without
special molecular training a suggested plan for respond-
ing to requests for molecular tests quickly and efficiently,
while understanding some of the ramifications of not
proactively investigating molecular test requests. A
suggested framework for periodic and proactive assess-
ments of molecular tests is presented. Several practicing
community pathologists who reviewed draft versions of
this article noted that the processes described herein
would also be easily adapted to nonmolecular test
requests, with minimal alteration.

BACKGROUND AND DISCLAIMER

The author of this article is board certified in anatomic
pathology, clinical pathology, and molecular genetic
pathology and has practiced in both the community
and academic pathology practice settings. This article is
based on experience and constitutes suggestions only.
These suggestions are not to be construed as legal
advice, and while draft versions of the article were
reviewed by multiple other pathologists, the suggestions
presented do not represent the opinions of anyone
except the author.

This article is focused on eliminating testing that is not
supported by medical scientific evidence. Of course, just
because a test is not currently supported by medical
evidence does not always mean that the test is without
value or that it will not ever have proof of its validity.
Until the claims made by a company marketing a test are
substantiated by solid unbiased research, use of the test
should be balanced against its ability to do harm if the
results are inaccurate or misleading.

THE SCENARIOS

Requests for molecular tests, in the author’s experience,
typically come into the laboratory in 1 of 3 ways:

Scenario No. 1

A physician calls the pathologist because he or she went
to a professional meeting and saw a demonstration of a
new molecular test (hereafter referred to as TestX). The
pathologist has never heard of TestX, is not sure that it is
useful to the patient, and is not sure that it will be
reimbursed. The physician believes that TestX will really
help patients and wants to know when orders for this test
can be sent to the laboratory.

Scenario No. 2

A test order requisition for TestX arrives in the
laboratory. The pathologist calls the ordering physician
who tells the pathologist that TestX is needed for this
patient. Is the pathologist going to send it out or not?

Scenario No. 3

A vendor representative from a reference laboratory
arrives bearing boldly colored brochures and charts for
TestX. The representative states that TestX will help the
pathologist with diagnostic workups, will help patients,
will help the ordering health care provider, and will help
the pathologist put more money into the practice bank
account.

The pathologist can respond to these scenarios in a
variety of ways, the easiest of which is to just send the test
being asked for without further investigation, but this
approach may cause additional work later on when the
results or reimbursement become difficult to resolve.
Instead, a pathologist can follow the algorithm outlined in
the Figure and described in detail in the following section.
Reactive responses to these requests can be supplemented
with proactive efforts to further reduce the time and effort
needed to investigate these tests.

REACTIVE RESPONSES

Tier 1: The 3-Step Evidence Check
(Estimated Time: ,30 Minutes)

The goal of the 3-step evidence check is to root out those
tests that clearly do not have any medical evidence to
support them. Before the 3-step evidence check can be
performed, a few pieces of information need to be
collected, ideally at the time the test request is made.
The first and most critical piece of information is the
reason why the provider wants to order this test for
the patient in question. While not always immediately
available if the test is ordered by requisition, this is easily
obtained from a quick phone call to the ordering provider.
The full name of the test, panel, gene target, or analyte is
also important and usually directly available regardless of
the route of request arrival in the practice. The name of the
vendor that makes the test, any vendor materials or
brochures about the test, the name of the laboratory that
performs the test, and any related Web addresses also are
helpful information, if available. Once this information
has been obtained, the pathologist or laboratory staff
person should tell the health care provider that he or she
will look into this test and get back to them.

The investigation itself may be performed by a
pathologist or a designee, hereinafter referred to as the
investigator. The investigator can then perform the 3-step
evidence check. It is as easy as ABC as shown in Table 1.

Step 1: Access the Vendor’s Materials.—The goal of
this step is to determine if references to peer-reviewed
articles are present. Most vendors and laboratories that
market new tests are quite willing to share publication
references if available and favorable to the product.
Vendor materials with this information may include
brochures, Web sites, press releases, and other documents.
Web sites are generally easy to access and usually have the
greatest amounts of information present. If a specific Web
address is not known for the vendor or the laboratory that
performs the test, then the investigator can use an Internet
search engine to find these by searching for the name of
the test, the vendor, or the outside laboratory. Once the
vendor or laboratory Web site has been accessed, the
investigator should look for TestX. Most Web sites also
have embedded search features that can be helpful if the
menus are not intuitive.
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Workflow diagram to determine whether a molecular test has supporting medical evidence for patient care.
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If references to peer-reviewed articles are available, then
the investigator should make note of these for the next
steps in the process. If no references are available, then the
investigator should proceed to the next step.

Step 2: Browse PubMed (or Any Other Independent
Database of Medical References).—Like the first step, the
goal of this step is to determine if references to peer-
reviewed articles on TestX exist. Unlike references that are
collected from the first step, references in PubMed are not
subject to marketing approval before their inclusion on this
site. As background, PubMed14 is a free resource provided
by the US Federal Government via the National Center for
Biotechnology Information, an arm of the National Library
of Medicine located at the National Institutes of Health.
PubMed comprises more than 20 million citations to
biomedical literature and is a practical place to start when
looking for peer-reviewed medical journal articles about a
test. For investigators who are initially unfamiliar with
PubMed, help documents are available on the PubMed
Web site by clicking the help link.

The investigator can search for articles by the name of
the test or the name of the molecular target or gene being
analyzed as well as by a number of other parameters. If
TestX is really new, the investigator may not find any
applicable references. However, the investigator should be
aware that sometimes genes have synonyms in common
use. The Online Mendelian Inheritance in Man (OMIM)
Web site15 can be useful in elucidating synonyms for genes
as well as for disease associations linked to those genes.
Also, the vendor’s marketed name for a test is usually not
the name used to reference a test in the medical literature.
Additional information about molecular tests and their
utilization may be found on Lab Tests Online,16 the
Association for Molecular Pathology Test Directory,17 and
GeneTests.18 If references are found, then the investigator
should make note of them and also note whether they
come from mainstream recognizable medical journals.

Step 3: Check the Abstracts.—There are 2 goals for this
step. The first goal is to determine whether TestX will do
what the ordering provider or vendor representative
states. The second goal is to determine if there are any
overt sources of potential bias in the study that could make
the results less reliable. Abstracts are available for most
medical references in PubMed, so step 3 is an easy
extension from step 2. If the investigator clicks on a link
to a reference of interest, the abstract of the article displays
along with a full list of authors, including the institutional
affiliation of the first author. If TestX is the primary subject
of the article, the information in the abstract will usually
indicate whether TestX was studied in a manner compat-
ible with the ordering provider’s intended use or in a
manner compatible with the marketing from the vendor
representative, as well as whether the test information is
for the same patient population as the patient being treated
by the ordering physician. If the institutional affiliation of
the first author is the vendor or the laboratory that markets
the test, then this raises questions about study bias.

A link to the full text of the article is also on the abstract
page. This is provided at no charge for some articles. For

others, a paid subscription or one-time fee is required
before the full text of the article can be viewed.
Community practice pathologists often do not have access
to online journal subscriptions. However, in the event that
the full text of an article is available to the pathologist
(either because it is free or the pathologist has a
subscription), then the investigator can check the abstract
on the first page of the article. The major differences
between the abstracts on the PubMed Web site versus the
full text of the article are that the full text of the article will
show the institutional affiliations of all of the authors as
well as the source of the study’s funding. By contrast, the
PubMed version of the abstract will only show the
institutional affiliation of the first author and does not
display the source of the study’s funding. If the source of
the study’s funding or the institutional affiliation of any of
the authors is the vendor or laboratory that is selling the
test, then the study’s results potentially are biased.

The 3-step evidence check can be completed in as little
as 10 minutes. After completion, the investigator should
review the findings and determine if TestX has any red
flags associated with it, as shown in Table 2. The presence
or absence of red flags is intended to help provide
warning signs that use of TestX may be premature. Tests
that do not appear to have any published medical
evidence for their use get a red flag because this usually
means that such evidence has not yet been established. To
rule out the possibility that lack of references is a result of
incorrect search terms, communication with the vendor
or outside laboratory may be helpful. If the vendor or
laboratory cannot provide those references, then TestX
should be used only with extreme caution. If references
are available but are published in less well-known
journals, then the investigator should consider whether
the study received adequate review. If TestX does not
appear to deliver what the ordering provider needs, then
communication with the provider may be in order. If one
of the authors is affiliated with the same entity that is
selling the test, then the possibility of bias affecting the
results should be considered.

The presence of red flags does not necessarily mean that
TestX has no value. The pathologist should use his or her
own medical judgment to determine if TestX is appropri-
ate for patient care, whether or not red flags are detected.
By the proposed algorithm in the Figure, if 1 or more red
flags are detected for TestX, then the pathologist has 1 of 2
options. The pathologist may cease the investigation and
communicate with the ordering provider, or, if the results
of the 3-step evidence check meet certain criteria, the
pathologist may decide to progress to tier 2.

Tier 2: Going a Bit Further (Estimated Time: 30–60 Minutes)

The second tier of the investigative process takes longer
than the 3-step evidence check, and cumulatively, this
amount of time can be significant, and in some cases

Table 2. Red Flags for the 3-Step Evidence Check

Question
Red Flag
Answer

Are there any peer-reviewed studies on TestX? No
Are the studies from well-known journals? No
Does the first author on the study work for the vendor? Yes
Does TestX look like what the ordering provider needs? No

Table 1. The 3-Step Evidence Check

A Access the vendor’s materials.
B Browse PubMed.
C Check the articles’ abstracts.
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impossible, if the investigator is in a busy pathology
practice. However, the payoffs to patient care and to the
practice can be significant. The second tier should only be
performed if 1 or more of the following is true: only a
few references are found for TestX, the references are
primarily in obscure journals, or the identified reference
abstracts indicate that there is a disconnect between the
performance characteristics of TestX and the clinical need
of the provider.

Tier 2 involves reading the full text of the study or
studies that were discovered during the 3-step evidence
check. The investigator should look for answers to the
following questions: Who funded the study? How many
patients and what clinical characteristics were involved in
the study? Did the study use controls? Is the methodology
of TestX described? Are the gene targets for TestX listed?
How were the patients’ disease states confirmed? If TestX
is designed to predict a future outcome for a patient who
does not currently show evidence of disease, did the study
follow up patients over a long enough period of time to
know whether the predictions were accurate? Ultimately,
does TestX answer the need of the ordering provider?

Answers to these questions that are red flags for TestX
are listed in Table 3. If the vendor or outside laboratory
funded the study, then there is significant potential for bias
in the results, as has been described in countless articles in
the medical literature. If studies are funded by the US
Federal Government, then all authors have to disclose any
significant financial relationships they have before study
participation for the same reason. If the number of patients
or samples examined in the study was few, then concerns
are raised about the possibility of sampling error con-
founding the results. If normal controls were not used for
comparison or if these gene targets or testing methodology
are not described with sufficient detail, the results would
be difficult if not impossible to verify. For tests in which the
method is proprietary for financial reasons, information
regarding the methodology and even the included gene
targets may be understandably difficult to ascertain. The
disease states of the patients and controls in the study
should be established by the medical standard of care for
diagnosis of that disease and should be the same as the
patient being tested at your site. For example, a study that
says that TestX will help determine a patient’s likelihood
of having or developing colon cancer should look at
patients whose colon cancer diagnosis was confirmed by a
pathology report. Using a patient’s self-reported diagnosis
with no confirmatory testing as the foundation for splitting
patients into control and disease groups is absolutely
unacceptable. Studies that claim that TestX will help
predict whether a patient will get a disease should include
adequate follow-up of patients to determine whether any
of TestX’s predictions came true.

One or more red flags in tier 2 likely means that the use
of TestX is premature. If TestX has no red flags or
otherwise meets with the approval of the pathologist, and
if TestX is intended to be immediately ordered or sent on a
specific patient, then a few more steps are needed to
ensure that all of the necessary prerequisites for testing
have been completed. While tier 1 and tier 2 of the
investigative process may be used for essentially any test,
the need for additional prerequisites before testing is more
specific to molecular tests.

Tier 3: Check for Test-Specific and Patient-Specific
Recommendations and Prerequisites

Molecular tests on human DNA may be informative of a
patient’s native genome (germline) or of a disease that is
due to acquired genetic changes (somatic). Examples of
germline tests include tests for inherited diseases such as
inborn errors of metabolism, as well as hereditary cancer
syndromes and pharmacogenetic testing, which will have
implications for blood relatives of the patient. Examples of
somatic tests include analysis of tumor tissue for specific
mutations used for cancer diagnosis, prognosis, or
therapy selection, which will not have implications for a
patient’s biological family members. This distinction
between germline and somatic testing is a critical
consideration for the prerequisites that may be recom-
mended or required before ordering a test for ethical and
financial reasons.

Recommendations and Prerequisites for Germline
Testing.—Patients who undergo germline testing without
full and prior knowledge of the possible impact of the
results are at risk for unanticipated psychosocial and
financial problems. If the results of germline testing are
positive for an inherited condition, the patient’s biological
family members also are at risk of having the same
condition and testing of family members may be clinically
appropriate. Such clinical testing of family members also
could reveal that certain family members are not
biologically related to the patient. The ensuing disruptions
to a family may be significant. For example, a father may
be informed that his child cannot possibly be his biological
offspring (nonpaternity), a fact which was previously
unknown. Patients with positive test results, who have
children now at risk for developing the same disease, may
suffer from feelings of guilt and depression. Patients who
were planning to have children may make different
decisions that can add additional stress to the patient
and his or her family. Testing for germline disorders in
advance of the patient showing any signs of the disease
(presymptomatic testing) raises other issues that may be
difficult for the patient to address. Presymptomatic testing
for adult-onset diseases in patients who have not yet
reached the age of legal majority is generally not

Table 3. Red Flags for the Second-Tier Investigation

Question Red Flag Answer

Did the vendor fund the study? Yes
How many patients? Few
Did they use controls? No
Is the methodology or (are) the gene(s) described? No
How were patients’ disease states obtained? By patients’ own accounts (unconfirmed by certified laboratory report)
If the study is predictive, did they follow up patients over time to

see if TestX’s predictions were accurate?
No

Does this test answer the need of the ordering provider? No
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recommended because of the psychologic burden on the
patient and may be prohibited by state or local laws.

The complications noted above are compounded by the
fact that physicians in general are not well trained in how
to counsel patients before genetic testing.12,13 For these and
other reasons, any patient being considered for germline
molecular testing should first meet with a medical
geneticist or genetic counselor to be informed about the
specific genetic test and the risks and benefits of testing for
the patient and their family members.19,20 Certified genetic
counselors are licensed professionals who work in
conjunction with medical geneticists and other physicians
and are specifically trained to discuss complicated genetic
issues with patients from all walks of life.19 They also are
familiar with obtaining appropriate preauthorizations
from the patient before testing, in compliance with the
local and state laws. As a result of a genetic counseling
session, patients are better able to make an informed
decision about whether to undergo testing and to
understand the implications of the test results, whether
positive or negative.21,22

Recommendations and Prerequisites for All Molecu-
lar Tests.—Once TestX has been determined to be
appropriate for a particular patient, the next decision is
where to send the test. If a test is very new or is patented,
then there may be only 1 source for testing. In cases for
which multiple laboratories perform testing on the same
analyte, the investigator should be aware that not all test
methodologies result in the same sensitivity or specificity.
The price of the test between laboratories may differ, and
this should be balanced against the outside laboratory’s
test method, the reputation of the laboratory, and/or the
personal experience of the practice with that laboratory.
Reimbursement for any test may be denied if the
performing laboratory cannot supply certain information.
The performing laboratory should have a valid CLIA
(Clinical Laboratory Improvement Amendments of 1988)
certificate through the College of American Pathologists
or another accrediting agency if the test is to be used for
clinical rather than research purposes. The performing
laboratory should be able to supply appropriate current
procedural terminology codes for the test. If testing is to be
performed on a patient whose insurance is through a
government payer, then laboratories should already be
aware that these tests may not be associated with any
International Classification of Diseases, 9th Revision,
Clinical Modification (ICD-9-CM) codes. In this situation,
patients will receive advanced beneficiary notice of
noncoverage in which they will have to make a decision
about whether or not to get the test and run the risk of
nonpayment by their insurance carrier, leaving the patient
financially responsible. In addition, insurance companies
may require preauthorization before the performance of
certain tests, and this is particularly true of germline
testing. Preauthorization sometimes requires a letter from
a licensed physician stating that the patient’s pretest
probability for a positive result exceeds certain statistical
thresholds. Patients who undergo testing without pre-
authorization may be faced with a large medical bill for an
expensive molecular test that is not covered by insurance.

PROACTIVE ASSESSMENT

Reactive responses to requests for molecular tests are
obviously useful but they do not ensure that the results of
investigation into TestX are communicated to the rest of

the practice and run the risk of having another pathologist
go through the same effort for the same test shortly
thereafter. Systematic proactive assessment of molecular
tests promotes good patient care, prevents financial waste,
defines a process for handling new requests, saves time,
and promotes consistency of pathologists’ responses to
clinical providers. This type of proactive look at new tests
is often already in place for laboratory sections over which
a pathologist has direct oversight, but in the experiences
of the author, proactive assessment is less likely to be
actively practiced in referrals and/or molecular testing
because of the scope and esoteric nature of the former and
newness of the technology and relative unfamiliarity of
pathologists with the latter.

Proactive assessment of new molecular tests can be
done in a variety of ways, but the author recommends
installation of proactive measures in 3 sequential steps.

Step 1: Assign Pathologist Oversight

The author’s experience has been that laboratories
with minimal pathologist oversight for molecular send-
out testing invariably lose money on these tests.
Therefore, laboratories should require approval by a
pathologist before sending out a molecular test. For
multipathologist practices, the oversight of molecular
testing can be assigned to a pathologist in the group in
the same way that a pathologist would be assigned to the
microbiology, chemistry, hematology, or transfusion
medicine laboratories. This pathologist should be al-
lowed additional time for education in molecular genetic
pathology, if not previously trained in that area. Such
education can be achieved through attendance at
Webinars, professional conferences, and through reading
of relevant molecular pathology review articles available
in the literature. Several professional meetings provide
half-day or whole-day basic molecular pathology edu-
cation courses.

Step 2: Make a Procedure

Laboratories are required to have procedures for every
process, and responses to new requests for molecular
testing should be no exception. This article has a number
of recommendations for procedural steps that can be used
for review of new molecular test requests.

Step 3: Clean House

Once pathologist oversight and procedures for new
molecular test requests have been implemented, the
laboratory’s current tests should be retrieved and
reviewed. A paper or electronic reference manual for
decisions made regarding each test should be constructed
and located in a place that is easy for both technologists
and pathologists to find when needed. Each molecular
test in the retrieved list should be treated as a new request
for a molecular test according to the algorithm in the
Figure. As medical decisions are made about the validity
of each test, the abovementioned reference manual should
be updated with the appropriate information including
recommendations for or against using the test, appropri-
ate clinical settings for use of the test, the date of the
recommendations, and instructions for staff on how to
respond to orders for the test. Depending on the number
of tests that need to be reviewed, proactive management
of molecular testing can be very time-consuming and may
have to take place over a long period of time. The benefits,
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however, have been worth the effort in the author’s
experience.

Efforts to reduce the individual workload have caused
some institutions to develop a new committee or use an
existing committee, such as its medical practice commit-
tee, to periodically review molecular tests both proactively
and retrospectively. Committee membership should
reflect expertise relevant to the tests being reviewed and
should also include pathologists, geneticists, genetic
counselors, and health care providers who have expertise
in clinical areas requesting these tests for patient care (eg,
hematology/oncology). Recommendations on whether a
molecular test is appropriate for patient care should be
transparent and easily available to all ordering providers
by whatever communication mechanism the committee
finds appropriate and available, and documentation of
these recommendations should be added to the afore-
mentioned reference manual. At a minimum, the pathol-
ogist assigned to oversight of molecular test requests
should periodically update the other pathologists in the
practice regarding the procedure for test review, the
availability of new molecular tests that have validated use
as ancillary techniques on anatomic pathology specimens
for diagnosis, specific information about new molecular
tests that may be requested from ordering providers, and
the location of the reference manual for additional
information.

For those tests in the manual that are not approved for
patient care, the author recommends that laboratory staff
be instructed to send the order to a pathologist for
review rather than to cancel the test without further
communication with the ordering provider. A patholo-
gist’s conversation with the ordering provider can be
helpful in this situation in several ways. The pathologist
can help determine if another alternative is available and
medically appropriate for the need of the patient and
ordering provider. Because some test requests originate
from patients, this helps to prepare the provider for the
next appointment with the patient. Educating providers
about lack of medical evidence and the potential for
patient harm has not only been well received but
subsequently communicated to other providers in the
author’s experience. Sharing the cost of the test and any
information regarding whether or not it is paid for by
insurance can also be helpful because vendors often do
not advertise this information and because more than
one provider has been surprised at just how expensive
some of these molecular tests are. While communication
with ordering providers for these tests consumes time,
the impact of this time investment should not be
underestimated. In addition to the benefits to patients
and to overall health care costs that have been previously
described, ordering providers will quickly recognize the
value of both the pathologist and, by extension, the
practice, as a consulting resource when faced with
diagnostic difficulty. There are times when unfortunately
there are no alternatives that would satisfy the ordering
provider’s or patient’s needs. In these situations, the
pathologist can make documented recommendations but
cannot always prevent an inappropriate test order from
being sent. Review of these tests’ results when they are
returned can be a valuable educational tool for the
pathologist and his or her future communications with
ordering providers about that test.

CONCLUSIONS

Implementing a defined process for reactive and
proactive review of molecular tests takes time. In addition
to the clear benefits for patient care, the practice may see
an overall reduction in time if pathologists were dupli-
cating efforts in researching the validity of the same test
each time it was requested. Even if there is an increase in
the amount of time spent on molecular test review, the
potential benefits should not be underestimated. Practices
that implement proactive assessment of molecular tests
will provide an avenue for pathologists interested in this
area to gain recognition as a valuable resource to the
practice as well as to the practice’s clients. Preventing lost
revenue due to inappropriate and unreimbursed test
ordering, as well as following recommended guidelines
for appropriate use of germline and somatic tests,
provides benefits to patients as well as to the practice’s
finances. As molecular testing continues to gain momen-
tum, practices that establish these activities early will be
better prepared for the coming transformation of pathol-
ogy practice in the digital and molecular age.

The author gratefully acknowledges Debra Leonard, MD,
PhD, Gail Vance, MD, Jill Kaufman, PhD, all members of the
College of American Pathologists’ Personalized Healthcare
Committee, and several anonymous community practice pa-
thologists within the College of American Pathologists for their
review and input on this manuscript.
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