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SUMMARY

A panel was convened that consisted of 1 medical director, 2 pharmacy
directors, and 2 oncologists, who represented the University of Pittsburgh
Medical Center Health Plan, an integrated delivery network, and Florida
Blue, a progressive regional health plan. This panel met in order to share
ideas, discuss challenges, and develop practical solutions to promote
optimal utilization in order to encourage collaboration between payers and
providers to help ensure the success of biosimilar entrants into the market-
place. Live meetings were conducted in Orlando, Florida, and Pittsburgh,
Pennsylvania, and were followed by virtual meetings to solidify ideas and
concepts for this supplement. It is important for biosimilar manufactur-

ers to identify potential payer, provider, and patient obstacles in order to
develop strategic and tactical plans to preemptively address these potential
obstacles. Gathering payer and provider insights will shed light on various
issues such as access and reimbursement. Biosimilar manufacturers must
be proactive in the education of payers, providers, and patients to ensure
access to biosimilars.

A strong factor emphasized among this group was that the assumption
surrounding biosimilar development and use is the potential for health care
cost savings. According to the panel, payers and providers must carefully
consider economic implications and potential cost-effectiveness in order to
increase the acceptance or understanding of biosimilars in clinical practice.
The group identified 3 major challenges surrounding biosimilar adoption:
(1) provider confidence in biosimilar education and clinical value, (2) provider
confidence in reimbursement for new biosimilars, and (3) creating shared
payer and provider cost-savings. After identification of the 3 challenges,
the group posed potential solutions to help with biosimilar adoption.

J Manag Care Spec Pharm. 2016;22(9-a):S3-S9
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United States health care system has not yet experienced.

Biosimilars are not generics—these are not “just another
brand”—and there are no reliable analogues that can be used
to define best practices. European data are not an appropriate
analogue, as the European and U.S. markets vary in significant
aspects including access, pricing, and factors influencing uti-
lization. The panel members felt that in Europe, the adoption
of a biosimilar varies by country, cost, and use depending
on site of care (SOC). As more biosimilars enter the market,
important stakeholders within the health care industry will be
tasked with making decisions surrounding the adoption of bio-
similars. The panel members indicated that most biosimilars
currently in development will fall under the medical benefit
versus the pharmacy benefit, and payers need to prepare for
this in the development of medical policies. The purpose of this
publication, assuming a cost-savings opportunity is available,
is to highlight potential collaborative opportunities between
payers and providers that can help to optimize the economic

Biosimﬂars create unique market dynamics that the

www.amcp.org  Vol. 22, No. 9-a  September 2016

value associated with near-term biosimilar products that will
fall under the medical benefit.

In 2015, the first biosimilar was approved by the U.S. Food
and Drug Administration (FDA) under the Biologics Price
Competition and Innovation Act (BPCIA). Zarxio (filgrastim-
sndz), manufactured by Sandoz, is a biosimilar version of
Neupogen (filgrastim), an injectable granulocyte colony-stimu-
lating factor (G-CSF) manufactured by Amgen. It is important
to note that filgrastim-sndz was approved for all 5 indica-
tions associated with filgrastim.! When filgrastim-sndz was
launched on September 3, 2015, there was much excitement
and optimism among the health care community, as many
had hoped that biosimilar products would help curb rising
specialty drug costs and create additional competition within
the U.S. market. An analysis by Express Scripts, a pharmacy
benefit manager (PBM), estimated that filgrastim-sndz could
save the U.S. health care system nearly $6 billion over the next
decade,? assuming that filgrastim-sndz would be available at a
30% discount compared with filgrastim.> However, filgrastim-
sndz launched with a wholesale acquisition cost (WAC) that
was 15% below the WAC of filgrastim and only 3% below the
average sales price (ASP), which is the price most commonly
used to reimburse physicians in the United States.*® Therefore,
the cost of filgrastim-sndz does not provide a significant sav-
ings opportunity to U.S. payers. Unfortunately, from a managed
care perspective, filgrastim-sndz is not a good example of how
biosimilars can generate cost savings for payer organizations,
but with dozens of biosimilars in the pharmaceutical pipeline,
many more opportunities remain on the horizon.

Challenges
Provider Confidence in Biosimilar Education
and Clinical Value

Payers and providers of the
panel both felt there that needs to be more education pertain-
ing to biosimilars, as some were not aware of biosimilars in
general. Providers and payers have much experience with ref-
erence products; however, the shift to biosimilars will require
a major educational component.

According to the panel, payers agreed that the biosimilar
manufacturer must put a substantial amount of effort into
educating all health care stakeholders about biosimilars. In
addition, the panel stated that payers would be willing to
supplement educational efforts if a significant savings oppor-
tunity was available, but the lack of payer resources makes
widespread educational campaigns challenging in the absence
of pharmaceutical company support.

Jmcp  Supplement to Journal of Managed Care & Specialty Pharmacy S3
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In general, if the FDA has approved the biosimilar product,
most providers will be accepting of the biosimilar’s equivalency
to the reference product. However, the panel felt that there will
still be a few providers who will remain cautious, requiring addi-
tional assurance that biosimilars are safe and effective, by evalu-
ating the evidence from the clinical trials and real-life outcomes,
especially for indications where clinical trial data are lacking.
The panel felt that, as with all products, providers must be vigi-
lant when they prescribe biosimilars and truly ensure there are
no clinically meaningful differences in safety and efficacy.

It is also critical that patients are educated and accepting of
the prescribed biologic. The panel advised that providers might
not have the time or resources to fully educate the patient, and
portions of the educational component may be more efficiently
delivered with assistance of the health plan and manufacturer.
If patients use the product, patient support programs from the
biosimilar manufacturer need to be just as good, if not better,
than those support programs offered by the reference product
manufacturer. According to the panel members, since these
drugs will most likely be placed on high-tiered formularies,
biosimilar manufacturers will need to provide comparable
financial assistance for patients, similar to that provided by
reference product manufacturers.

Although
there is a range of regulatory definitions that exist for bio-
similars, biosimilars are a biological compound that is highly
similar to the reference product, with no clinically meaningful
differences in safety, purity, and potency. Biosimilars cannot
be identical to the reference product due to the complex manu-
facturing process in which they are produced using living cells
via a multi-step process, in contrast to small-molecule drugs
that are manufactured through chemical synthesis. Due to the
manufacturing process associated with biosimilars, payers and
providers want assurance that every time a biosimilar product
is used, it will not have any clinically meaningful differences
versus the reference product.

Health plans and providers agree that there is an educa-
tional deficit regarding biosimilars. QuantiaMD conducted a
survey that included approximately 300 primary care physi-
cians and specialists, including endocrinologists, gastroenter-
ologists, hematologists, infectious disease specialists, oncolo-
gists, nephrologists, neurologists, and rheumatologists, and
found that physicians believe biosimilars will provide value
to health care.” However, specialists who currently prescribe
biologics (that potential biosimilars are seeking approval of)
generally lack the awareness and education needed to provide
strong support of biosimilars.” The QuantiaMD report also
found the following:

S4 Supplement to Journal of Managed Care & Specialty Pharmacy jmcr

1. Ninety-four percent of physicians believe biosimilars will
provide value to the health care system.

a. The top value cited is “lower costs to patients/the
health system” (35%), followed by “greater patient
access to therapies” (30%) and “increased choice
among prescribing options” (27%).

2. Seventeen percent of prescribing specialists stated that
they are “very likely” to prescribe biosimilars to eligible
patients, while 70% of prescribing specialists indicated
that they either “aren’t sure” or are “somewhat likely” to
prescribe a biosimilar. 13% stated that they are “not very
likely” or “not at all likely” to prescribe biosimilars.

3. Specialty societies were the prescribing specialists’ most
trusted source of information pertaining to biosimilars
(25%), followed by peers (19%) and key opinion leaders
(KOLs; 18%). These sources—and FDA approval—are
among the top trusted sources in learning about biosimilars.

Extrapolation is
the approval of a biosimilar for use in an indication held by the
reference product not directly studied in a comparative clinical
trial with the biosimilar. Payers and providers report that there
will be a problem if not all indications of the reference product
are extrapolated to the biosimilar product in the absence of
clear clinical trial evidence to support each indication. The
decision of whether or not to accept extrapolated indications
will have a major impact on the management and adoption of
biosimilars within payer organizations and the ability to opti-
mize the savings potential associated with these new products.

Provider Confidence in Reimbursement for New Biosimilars
Providers mentioned that there is a lack of education and
understanding surrounding reimbursement for biosimilars,
a topic that providers find confusing. In the United States,
physicians generally have greater freedom over product choice;
however, for products that would be covered under the
Medicare Part B benefit, the standard reimbursement formula
for a biosimilar drug will be based on the biosimilar ASP plus
6% of the ASP of the reference product, a strategy designed to
remove incentives to use one product over another.® However,
due to the budget sequester in 2012, it was mandated by the
Centers for Medicare & Medicaid Services (CMS) to decrease
Part B drug reimbursement by 2%.* As a result of this decision,
providers are now reimbursed for oncolytics at ASP plus 4.3%.*
In February 2014, this was re-evaluated, and the sequester cuts
were extended through 2024.*

It is also important to consider that there is only a 3.8% dif-
ference between the ASP of filgrastim-sndz and filgrastim per
Q1 2016 prices, delineated in Table 1.

Payers still have ques-
tions surrounding how to develop medical policies so that provid-
ers feel comfortable with the biosimilar reimbursement process.

September 2016 Vol. 22, No. 9-a  www.amcp.org
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Filgrastim-sndz ASP Versus Filgrastim
ASP per Dose**¢

Drug Strength WAC ASP
Filgrastim-sndz 300 mcg/0.5 mL $275.66 $274.24
480 mcg/0.8 mL $438.98 $438.79
Filgrastim 300 mcg/0.5 mL $324.30 $285.00
480 mcg/0.8 mL $516.45 $456.00
Percentage of difference 300 mcg/0.5 mL 15% 3.8%
480 mcg/0.8 mL 15% 3.8%

ASP=average sales price; WAC =wholesale acquisition cost.

According to CMS, biosimilars for the reference product
will all share the same Health care Common Procedure Coding
System (HCPCS) code, with the reference product retaining a
unique code.® When providers submit a claim for a biosimilar,
they will be required to include a modifier that identifies the
manufacturer of the biosimilar and will allow payers to identify
specific biosimilar products in claims data. CMS may issue
HCPCS codes for biosimilars and assign corresponding modi-
fiers. However, if the HCPCS code and modifier do not appear
on CMS’s quarterly update notifying providers of billing and
coding changes, then it is not required to utilize a modifier.
In addition, if there is not a HCPCS code that can adequately
describe biosimilars as they enter the market, providers can
bill using a miscellaneous or “not otherwise classified” code. In
this case, when a miscellaneous code is used, a manufacturer
modifier is not required. Lastly, the determination of a reim-
bursement amount for a biosimilar is not affected by the use
of a modifier.” Table 2 shows the example for filgrastim-sndz.

Although providers and health plans both feel that billing
with the appropriate HCPCS code and modifier for a biosimilar
is helpful, there are still some gray areas. Firstly, there could
be an educational deficit among the provider’s office staff when
billing, as they might not be aware that billing with a modi-
fier should be used when applicable. It could also be looked at
as tedious, as this is another step required when submitting a
claim. The panel advised that the addition of the modifier is
helpful for CMS to track claims and in the development of a
better understanding pertaining to the utilization of specific
biosimilar products when billed correctly. The panel also
expressed that the addition of the modifier could be helpful
for the provider when tracking adverse events associated with
a product. However, a problem may arise in which a biosimi-
lar product does not have a HCPCS code or modifier and the
provider has to bill with a miscellaneous code, which could
delay time to reimbursement and potentially place providers
at financial risk. Should this occur, this could be detrimental
to biosimilar adoption, as any claim rejections or delayed time
to reimbursement could create reluctance among providers to
prescribe biosimilars. While this may seem simple with the
addition of a single biosimilar approval, the addition of more
modifiers is expected to complicate billing procedures as more

www.amcp.org  Vol. 22, No. 9-a

Example of Billing and Coding
for Filgrastim-sndz’

Biosimilar HCPCS Code

Q5101 Injection, Filgrastim (G-CSF),
Biosimilar, 1 microgram

Corresponding
Required Modifier

ZA-Novartis/Sandoz

Product Name

Zarxio

HCPCS=Healthcare Common Procedure Coding System; G-CSF =granulocyte
colony-stimulating factor.

biosimilars are approved and released, and this could cause
additional frustration and confusion when billing.

Creating Shared Payer and Provider Cost Savings

Payers and providers anticipate that the adoption of biosimilars
will offer a compelling savings opportunity and could be a
strategy to reduce specialty drug spend overall; however, this
is dependent on the ability to generate a magnitude of cost sav-
ings for the plan and the availability of adequately appropriate
reimbursement for physicians. This also holds true for physi-
cians who may feel that they will be missing out on potential
revenue dollars generated by biosimilars, as there still is ambi-
guity surrounding what the cost savings will actually be.

There is no con-
sensus on the magnitude of potential savings that could be
generated from biosimilar entrants, and all available estimates
are highly variable. Therefore, as biosimilars emerge into the
marketplace, it is imperative to manage cost-savings expecta-
tions. Express Scripts predicts that the United States could
potentially save $250 billion between 2014 and 2024 if 11 of
the most likely biosimilars entered the marketplace.’® The U.S.
Congressional Budget Office projects that there will be $25 bil-
lion in reduced total expenditures on prescription drug budget
from 2009 to 2018, which would be equivalent to 0.5% over
that 10-year period.!! In 2014, Rand Corporation conducted
an analysis that estimated biosimilars would result in a $44.2
billion reduction in biologic spending between 2014 and 2024,
which would equate to approximately 4% of total biologic
spending over that time frame.'2

Milliman, a consulting firm, evaluated 3 scenarios for bio-

similars in order to assess potential employer savings. The
scenarios were as follows':

1. Aggressive market penetration (30%) with complete
patient/physician acceptance, a 30% discount, and a $50
copay differential.

2. Fifteen percent market penetration, half of patients and
physicians accepting their use, 20% biosimilar price dis-
count, and $50 copay differential.

3. Market penetration between 15% and 25% and price
discount of 20% to 30%, with both gradually increasing
during the 5 years after approval.
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These scenarios are based on a 10,000-member commer-
cial plan, and employer projected savings would be between
$217,283 and $635,925 in 2019." In 2019, savings for a com-
mercial plan would range from 2.6% to 7.6% of total drug
spending and 0.3% to 0.8% of total health care spending.!®

Payers and providers agree that the cost of a biosimilar is a
major issue, as the cost is a major driver of coverage decisions.
The potential for cost savings will vary across biologic classes
based on sales, competition, and the timing of a biosimilar
entering the market. Payers are also concerned that if they
adopt a biosimilar, they would forfeit any available reference
product rebates. If the product cost is high for a provider, it will
discourage use of the product if they are not being reimbursed
appropriately and in an expeditious fashion. From the payer
perspective, there is a delicate balance between incentivizing
physicians to utilize biosimilar products and sacrificing the
potential savings.

Potential Solutions

Provider Confidence in Biosimilar Education
and Clinical Value

The panel recommended that a
series of webinars educating providers and their office staff
about biosimilars would be helpful to increase understanding,.
Materials and tools should also be disseminated in order to
support patient education on biosimilars. In addition, the panel
felt that it would also be helpful to develop and deliver educa-
tional materials that are endorsed by sources providers trust,
such as specialty societies and KOLs.

Health
plans can invest in an educational campaign for providers;
however, all stakeholders should cooperate in the education
process. In addition, the entire health care community will
have to find ways to collaborate through many educational
vehicles and opportunities to include all key decision makers
who will be involved. For example, a payer may have their own
platform when educating providers, which could be unique
according to the drug and disease state. Education needs to be
provided to health plans and providers to develop a comfort
level in order to drive utilization and increase patient accep-
tance. The educational component should focus on the biggest
questions and concerns providers may have and topics most
likely to inspire change, such as safety/efficacy information and
regulatory guidelines and best practices.

The engagement of providers using
responsive communication channels that help to gauge their
attitudes and behaviors surrounding biosimilars will also help
to gain insights that support messaging. With supportive care
and acute therapies, it may be easier to transition the market
share. With chronic therapies, providers and payers will have

S6 Supplement to Journal of Managed Care & Specialty Pharmacy jmcr

to work together to become comfortable with biosimilars before
realizing the cost benefits associated with these products.
Payers and providers are unsure if biosimilar therapy will
begin with new patients, existing patients, or both. If providers
choose to utilize biosimilars strictly for treatment-naive
patients, providers will need to identify new patients to initiate
on a biosimilar product; this will lead to providers obtaining
experience first-hand and then allow a comfort level in order
to begin switching patients from the reference product to the
biosimilar when appropriate. If providers choose to initiate bio-
similar therapy on existing patients in addition to new patients,
this will require additional education for existing patients who
are being treated with the reference product. If these patients
are already doing well on the reference product, they may ques-
tion why a provider would switch therapies (e.g., cost, potential
side effects). There could be some pushback from the patient
in this circumstance, which solidifies why education is such a
huge component pertaining to biosimilars.

Confidence in Biosimilar Clinical Value. The panel agreed
that providers should have access to clinical trial data to ensure
that there are no differences in toxicity or efficacy between the
reference product and the biosimilar and also to be educated
on properly reporting adverse events associated with biosimi-
lars and other biologics. Providers want to be assured that the
biosimilar manufacturing process is highly regulated in order
to maintain safety and quality of the product and provide clini-
cal performance in a consistent manner. In general, the panel
agreed that if the FDA has approved the biosimilar product,
most providers will be accepting of the biosimilar’s equivalency
to the reference product.

Provider Confidence in Reimbursement for New Biosimilars

Payers can
start the process of engaging earlier rather than later with hos-
pital systems and large group practices to start dialogue, deter-
mine the level of understanding, and assess what it would take
them to get on board with collaboration. Payers can modify
current information technology (IT) infrastructure to allow
for seamless approval and reimbursement for miscellaneous
biosimilar codes to promote earlier uptake of the biosimilar.
Payers can also adjust physician fee schedules to encourage
physicians to utilize lower-cost alternatives. The panel felt
that the following examples are possible solutions to increase
provider confidence in reimbursement, education, and access.

1. Create a provider-facing biosimilar portal.

a. Providers agree that the development of a portal
would be helpful to their practice when billing for
these agents in which a provider selects the patient
and enters the product name and the J-code, dosing,
and National Drug Code automatically populate. The
biosimilar will be coded in a certain way in the system
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so that it will go to a specific queue so the health plan
can evaluate the claim for immediate approval or pay-
ment or indicate that a decision will be made in an
expeditious fashion.

2. Implement an immediately available campaign.

a. E-campaigns and provider updates sent from the
payer to the provider to inform them of the technology
change, training dates on the new technology, requests
for training, and billing and coding associated with
the biosimilar will be significant for awareness to
avoid any administrative confusion with the provider.

3. Remove “speed bumps” for the biosimilar.

a. Removing administrative burden preferentially from
biosimilars is another potential solution to decrease
the financial burden and increase the adoption of bio-
similars among providers. By streamlining the admin-
istrative process and ensuring providers are paid in a
seamless and efficient fashion, better adoption of bio-
similars can be expected. Basically, this can be done on
the payer end, in which the payer selects the products
in their systems that they will allow to be processed
without any barriers blocking reimbursement to make
sure providers are not receiving denials once they bill
for a biosimilar. This option is only for select providers
who the plan collaborates with and feels comfortable
that they will not prescribe off-label; this is not for all
physicians. It is the responsibility of the provider to
engage with the payer to ensure that they have this
capability prior to utilizing biosimilars. This essen-
tially gives providers open access to the biosimilar.

Biosimilar manufacturers
should collaborate with payers in order to help payers imple-
ment utilization management techniques to promote the use
of biosimilars under the medical benefit. Medical management
can be implemented using a prior authorization process, fee
schedule management, and the development of medical policies.
Under the medical benefit, there is an opportunity for payers
to drive utilization of biosimilars through the incorporation of
management strategies, such as through a medical benefit prior
authorization and utilization of the portal previously explained.

Medical policies do not have to be recreated in order to
prefer a biosimilar; rather, they should give the provider an
option to use the reference product or the biosimilar. The panel
stated that all providers may not have this option because it is
dependent on whether the health plan has a policy in place to
cover the reference product and/or biosimilar. In addition, the
panel stated that, in essence, provider behavior should match
health plan behavior in that, when a health plan is developing
a policy to cover or not to cover the biosimilar, the prescribing
behavior should match that of the health plan.

www.amcp.org Vol 22, No. 9-a

Payers still had questions surrounding
how to develop medical policies so that providers feel com-
fortable that they will be fairly reimbursed for utilizing the
biosimilar product. In addition, there are questions regarding
whether the development of a medical policy should apply only
to patients who would be considered as new starts utilizing the
biosimilar or if a medical policy applies to all potential patients.
Payers feel they need to be careful with how biosimilar medi-
cal policies are drafted in order to avoid delaying or slowing
the uptake of biosimilars. The panel recommended that, when
crafting medical policies for supportive care products, consid-
eration should be given to whether the policy could apply to
new starts only in order to drive market share. The panel also
stated that payers are concerned with whether providers will
feel comfortable switching patients on chronic therapy to new
biosimilar market entrants. Certain providers may be more
hesitant and want to see trial data in order to make clinical
judgments. Each therapeutic category needs to be evaluated
separately in order to drive market share and optimize savings.
Payers and providers should work together when evaluating
each product and in the development of medical policies.
Providers could provide additional insights as to what products
they are comfortable with and the correlating clinical trial data,
best practices, appropriate patients to initiate therapy for, etc.
This serves as a foundation for payers and providers to actively
engage with one another and to play a key role in the imple-
mentation of medical policies that makes sense for payers,
providers, and patients.

Creating Shared Payer and Provider Cost Savings

Payers can take the lead by sharing the sav-
ings associated with biosimilars with providers as a way to
ensure they are bringing the greatest value to providers and
patients. The panel stated that these shared savings can be
managed through higher reimbursement to the providers uti-
lizing biosimilar products. There is also a savings opportunity
in the outpatient setting. Shared savings increases for outpa-
tient physician practices and infusion centers can be used as
a means to increase the uptake of biosimilars. Additionally, as
we migrate from volume to value, biosimilar adoption could
provide significant savings for accountable care organizations
(ACOs)/shared savings and other new models and risk pro-
grams. The panel felt physicians should take the responsibility
of articulating their comfort level with biosimilars, especially
for patients who are new starts to a biosimilar product. This
will help biosimilars to take effect with patients, as providers
are sending the message that they are starting the patient with
the best treatment and most cost-effective option.
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A growing area
in the U.S. health care marketplace that is perfectly structured
to implement strategies designed to optimize the savings
potential associated with biosimilars are ACOs or within cur-
rent contractual arrangements between payers and provid-
ers and/or hospital systems that are based on shared savings
opportunities. While there is an agreement among payers and
providers that there needs to be some sort of shared savings, it
is important that the generation of savings does not negatively
affect patient care. The panel did agree that they did not want
the potential of inadequate savings to the provider to negatively
affect patient care if they felt that the patient would indeed ben-
efit from the biosimilar but the physician did not prescribe the
biosimilar due to the feeling that there are not enough shared
savings involved.

When
assessing the financial opportunity associated with biosimi-
lar products, it is important to consider the whole spectrum
with regard to the price point of the biosimilar compared to
the reference product. It is important to consider the WAC of
the biosimilar in comparison to the WAC, ASP, and plan’s net
price (which includes rebates and discounts for the reference
product). This complete evaluation will help plans to fully
understand the true savings potential. Health plans also feel
that it would be helpful if biosimilar manufacturers could pro-
vide a shared savings model delineating the contrast in savings
if adopted earlier versus later and/or other types of incentive
models that address the complexities associated with biosimi-
lar adoption. Additionally, to reduce the confusion associated
with bundled ASP, time should be dedicated to educate provid-
ers on the billing, coding, and reimbursement process, aiming
to properly explain the rules as to how biosimilars will be
reimbursed.

Future Implications for Health Plans and Providers
While biologics have had a tremendous impact within health
care, until recently, many of these biologics have not faced
much competition. With the introduction of biosimilars into
an area that has had little to no competition, the panel felt
biosimilars have the opportunity to offer more choices at more
affordable prices. Payers and providers agree that if the savings
exist with biosimilars, depending on benefit design, the money
saved can be used in other patient-centric ways, such as lower
member premiums and copayments. As more biosimilars are
approved, this will create competition that can cause these
products to thrive. Although payers have a great opportunity
for cost savings generated by increased competition, they also
face a significant risk if they are unable to optimize the value
potential of lower-cost options.

Payers can start the process of engaging earlier rather than
later with hospital systems and large group practices to start
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dialogue and determine their level of understanding and what
it would take them to get on board with collaboration, as
uptake is going to differ between integrated health systems
versus traditional health systems. Payers can modify current
IT infrastructure to allow for seamless approval and reimburse-
ment for miscellaneous biosimilar codes to promote earlier
uptake of biosimilars. Providers and payers will have to make
the decision on the best IT infrastructure that will align with
payer policies when billing and coding for biosimilars; they
will also have to ensure that the physician understands and
receives the appropriate reimbursement and that patients will
be financially liable for the correct amounts per their benefit
designs. Physician feedback on this infrastructure is critical, as
billing and coding must be done in a seamless fashion so that
this allows increased comfort levels with biosimilar uptake. As
all biosimilars will require a modifier when billing and coding,
there should be some thought as to how to queue biosimilars
within the IT system so that payers receive the request in an
immediate fashion in order to grant a prior authorization and
guarantee payment. Payers will have to take responsibility for
educating physician offices on how to use the IT system. Payers
can also adjust physician fee schedules to incentivize physi-
cians to utilize low-cost alternatives.

If a manufacturer cannot supply enough of a biosimilar
for providers and patients, this could cause a decrease in
utilization and a lack of confidence in the capability of the
manufacturer. This is an ongoing problem with non-biosimilar
products, and providers face shortages of one or more drugs
on a regular basis. The members of the panel stated that
based on their experience, shortages can adversely affect drug
therapy, compromise or delay medical procedures, and result
in medication errors leading to an increase of adverse events.
According to the FDA in 2015, there were many drugs listed in
short supply.** Manufacturers should be prepared for the poten-
tial demand in order to reduce the risk of shortages and then
actively notify providers of potential shortages. Manufacturers
should also be proactive and reduce the risk of drug shortages
and have plans in place to shorten recovery times in the event
of a drug shortage.

The panel felt biosimilar manufacturers must be diligent
surrounding the regulatory issues that remain. These include
guidance surrounding naming, extrapolation of indications,
and interchangeability. Manufacturers will need to be proac-
tive in developing strategies surrounding these issues in order
to remain competitive. For example, if all indications are not
extrapolated, manufacturers need to be prepared to handle this
situation in addition to determining, in real time, what addi-
tional clinical trials they may have to conduct or what other sci-
entific justification they will need in order to address this issue.

The panel also expressed that biosimilar manufacturers
should consider the pricing implications for payers and provid-
ers and try to make an effort to ensure that everyone is offered
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an equal opportunity to realize cost savings. Both payers and
providers understand the current economics associated with
the utilization of reference products and potentially biosimi-
lars; as each biosimilar product enters the market, each product
must be reviewed independently by payers. However, payers
should utilize the opinions from leading prescribers within
the associated geographies of each payer to ensure everyone’s
objectives are being met economically and clinically. Even
though there are still challenges and unanswered questions,
there are opportunities for payers and providers to share in the
economic benefit of future products.

The emerging biosimilars market not only presents an
opportunity for pharmaceutical manufacturers but for health
plans, providers, and patients. Biosimilars have the potential
to save the U.S. health care system billions of dollars over the
next few decades. However, it is imperative that health plans
and providers collaborate and are accepting of biosimilars in
order to increase acceptance and adoption. Without this col-
laboration or alignment of incentives, biosimilars may struggle
to attain a meaningful market share, therefore limiting their
cost-savings potential. This may also have a negative impact on
the future of biosimilar entrants. Pharmaceutical manufactur-
ers will be reluctant to invest in the development of biosimilar
products if a return on that investment is unlikely. This high-
lights the need for payers and providers to think creatively
about how mutually beneficial collaborations could be struc-
tured to promote the successful adoption of biosimilars and
generate cost savings for the health care system.
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