
• Published literature will have the most impact on test 
evaluation.

– Data of secondary value would come from outside 
evaluations (Hayes, Inc., National Institute for Health and 
Care Excellence [NICE]), other payer evaluations (Blue Cross 
Blue Shield, Technology Evaluation Center), specialty society 
statements, and KOL input.

• POC tests are typically evaluated similarly to a laboratory-
based test. 

– Testing environment (e.g., clinic, laboratory, hospital) has 
little impact on decision making.

– Only 1 payer said POC and laboratory tests would be 
evaluated differently, indicating that POC tests need to be 
more “durable and easy to conduct” so that individuals with 
less training could use it while maintaining test accuracy.

– No payers indicated that POC tests would be evaluated 
differently based on their use in either inpatient or 
outpatient settings.

Reimbursement Levels

• Most plans look to the CMS fee schedule for a reference 
point; health plans also may conduct an internal review.

• Stakeholders involved include medical directors, pharmacy 
directors, coding committee, KOL panels, actuary 
departments, health economics, and contracting personnel.

• Input from the manufacturer is welcome on price, 
comparators, volume, budget impact, and cost-
effectiveness, but each plan will do an internal evaluation.

• Payers will not reimburse providers for the cost of any 
additional equipment and instrumentation of the test 
reader; these costs will have to recuperated in the fee 
schedule for claims to perform the test. 

Canada 

• Health care in Canada is a system of provincial schemes 
funded by a combination of the national and regional 
governments.1,2

HTA

National Level

• Pricing and reimbursement negotiations are not conducted 
at the national level for medical devices; however, some 
national agencies are involved in market access of medical 
devices.

– Medical Devices Bureau of Health Canada is the regulatory 
agency that issues licenses for devices and diagnostics. 

– Canadian Agency for Drugs and Technologies in Health 
(CADTH) is a national HTA agency that evaluates 
medications and some new medical technologies (including 
diagnostics), and makes recommendations based on clinical 
and economic value. HTA evaluations conducted by CADTH 
are not directly linked to provincial government 
reimbursement decisions.

Provincial Level

• Provincial Ministries of Health may use provincial HTA 
agencies and/or ad hoc committees to evaluate new medical 
technologies and make recommendations based on clinical 
and economic value.

– Ontario, Quebec, Alberta, and British Columbia use 
provincially based HTA assessments to aid in decision 
making.

– Smaller provincial HTA agencies and committees may defer 
to national or provincial evaluations, if available; if not, they 
may conduct their own.

Local Level

• Hospitals, in conjunction with laboratory directors, may 
review published studies or information submitted by the 
test manufacturer, but do not routinely conduct systematic 
HTAs.

Market Access for POC Diagnostics (Figure 3)

Local Level 

• There is no formal route to market access for POC tests in 
Canada.

• Once a POC test is licensed with the Medical Devices 
Bureau of Health Canada, manufacturers are free to market 
POC tests directly to hospitals for use under their global 
budgets.

– Historically, this is the quickest method to achieve initial 
reimbursement for a diagnostic test in Canada.

• Manufacturers should:

– Have an evidence dossier that incorporates clinical 
evidence, budget impact to the hospital, and price 
(manufacturer is free to set price)

– Concentrate fi rst on leading academic and research 
hospitals that tend to be more innovative and early adopters 
of new medical technologies

– Build support among resident physicians, facility directors/
administrators, and laboratory directors

– Attempt to get hospital outpatient clinics to adopt the POC 
test with payment through the global hospital budget

Test Evaluation and Coverage Decision 

Likelihood of Test Evaluation

• Low cost diagnostic 
tests are not a high 
priority for cost 
containment in health 
plans.

• Six of the 14 payers 
interviewed indicated 
that tests with a 
reimbursement cost of 
less than $50 are not 
typically evaluated to 
establish a coverage 
policy; the claim is 
simply paid, unless the 
test becomes a high 
volume test (Figure 2).

Timing of Test Evaluation

• Test evaluation is typically initiated within 6 months of FDA 
review. 

• It may take 1 to 3 months for a coverage decision to be 
established.

Elements of Test Evaluation 

• New diagnostic tests are subjected to an evaluation by an 
internal medical technology assessment committee within 
each health plan.

– The assessment committee typically is made up of health 
plan medical directors, with possible consultation from 
outside key opinion leaders (KOLs).

– Assessment will be made to determine the clinical utility of 
test results, test reliability, accuracy, and the impact on the 
current standard of care.
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BACKGROUND

• Market access for innovative new technologies can be 
complex and time-consuming. 

• Decentralized health care decision making also can be a 
signifi cant hurdle. 

OBJECTIVE

• To characterize the process and identify challenges for 
health technology assessment (HTA), pricing, 
reimbursement, and market access for point-of-care (POC) 
tests in the United States (US) and Canada. 

METHODS

• Desktop research of published literature, HTA reports, and 
third-party websites was conducted to identify the critical 
path and the most valuable data for reimbursement 
decision making. 

• Qualitative one-on-one interviews were conducted with 
payer decision makers in the US (14 payers) and Canada 
(1 payer advisor and 2 laboratory directors).

RESULTS AND DISCUSSION

United States 

• The Center for Devices and Radiological Health with the US 
Food and Drug Administration (FDA) is the regulatory 
agency that approves POC tests, typically through the 
510(K) process. 

• Reimbursement decisions in the US are made at the 
individual health plan level.  

Evidence 

• A POC test must demonstrate clinical utility, defi ned by US 
payers as follows:

– Test is actionable (i.e., changes patient management): 
typically suffi cient 

– Test improves health outcomes: considered a higher 
evidence hurdle and could be the evidence hurdle for higher 
priced POC tests (> $500 per test)

• Evidence thresholds will be higher as the POC test price 
goes up.

Coding and Claim Review (Figure 1)

• Current Procedural Terminology (CPT) Category I

– Adjudication of CPT Category I codes is automated, and the 
price is linked to the Center for Medicare & Medicaid 
Services (CMS) fee schedule.

• CPT Category III

– CMS has not established a fee schedule for CPT Category III 
codes. 

• If a fee schedule has been established for a CPT Category III 
code, the payment process for several plans is automated 
similarly to CPT Category I code.

• If no fee schedule is set by the plan, the claim has to be 
manually reviewed by a medical director.

• Miscellaneous codes (99 codes)

– 99 codes are typically a trigger that a plan needs to review 
the claim. 

– With few exceptions, these claims must be manually 
reviewed by a medical director.

• Manual review is burdensome to the health plan and can 
be a trigger for formal test evaluation to establish a 
coverage policy.

Figure 1. Claim Payment Pathway
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Figure 4. Ontario Funding Reimbursement Model for New Laboratory or POC Test
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Figure 3. Critical Path for Canada
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Regional Level 

• An existing reimbursement listing with adequate payment 
or a new reimbursement listing must be established by the 
provincial Ministries of Health for broader adoption and use 
in privately owned, offi ce-based clinics and hospital 
outpatient clinics.

• It varies by province, but manufactures should engage with 
provincial Ministries of Health as well as ad hoc committees 
and/or HTA agencies for evaluating POC tests.

• Evaluations based on clinical and economic value are 
provided to the provincial Ministries of Health to set fee 
schedules for procedures (Ministry of Health sets price for 
fee schedule).

• Manufacturers should determine which province is most 
likely to provide a reimbursement listing; receptiveness to 
the POC technology would be related to:

– Health care budget 

– Specifi c provincial priorities

– Support among local champions (including physicians) to 
drive the process

• Initial target provinces should include British Columbia, 
Alberta, Ontario, and Quebec.

Ontario (Figure 4)

• The process begins with a clinician and/or manufacturer 
requesting the test coverage. 

– Note: companies can initiate the process, but the Ministry of 
Health will ask clinicians if the test is needed.

• A submission is sent to Ministry Laboratory Services and 
Diagnostics Branch; the submission should include: 

– Test description 

– Data on laboratory performance

– Data on economic impact

– Data on clinical utility and health outcomes (if available)

• An expert committee is formed to assess and provide 
recommendations; the analysis includes an estimate of test 
usage and budget.

• If recommended for use in a physician’s offi ce, as is the case 
with a POC test, the physician medical association (with 
support from the manufacturer) requests reimbursement 
from the Physicians Billing Health Services Branch.

– If approved and funds are available, a fee code is approved.

– If additional funds are required, a request for funding is 
made to the Ministry of Health. 

– There is potential confl ict of interest if physicians are 
compensated for a test that they order.

• If approved, funding for the POC test is provided, and the 
test is added to the physician fee schedule. 

• If a test is recommended for use in a laboratory, a similar 
process would be used, but the Insured Services Laboratory 
and Diagnostics Program would make the request for 
additional funding (if recommended and required).

CONCLUSIONS

• There are multiple access pathways for various theatres of 
care (e.g., outpatient offi ce/clinic, inpatient, emergency), 
with varying requirements and value drivers. 

• Market access and market uptake in the US will be driven 
by the manufacturer’s ability to obtain a CPT code and 
demonstrate value for the POC test to clinicians and payers.

• Market access in Canada should begin at the local level for 
reimbursement under global hospital budgets. Market 
uptake will be driven by clinician demand and 
reimbursement at the provincial level.    
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