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Multiyear payment arrangements can
spread the cost of gene and cell therapies
over time. Third-party administrators
(TPAS) could partner with manufacturers
offering these types of arrangements to
benefit self-insured employers.

Patients afflicted by certain rare diseases in the United States are
starting to experience the life-changing value of gene and cell
therapies and patients diagnosed with other rare diseases have
the potential to share in that possibility within their lifetimes. In
addition to the few already approved in the United States by the
U.S. Food and Drug Administration (FDA), the development
pipeline is extensive, with 155 U.S.-based companies actively
developing these therapies.* Unlike traditional therapies, gene and
cell therapies typically have short administration periods and long-
term clinical benefits. This creates a mismatch between when
costs are incurred and when the long-term benefits are realized. To
address this challenge, some manufacturers are signaling interest
in providing multiyear payment arrangements to better align the
long-term clinical benefits with the costs.? These multiyear
payment arrangements may also have a performance aspect,
which can help mitigate the risk that the drug does not meet
predefined outcomes or expectations. Self-insured employers
could benefit from multiyear performance-based payment
arrangements, but they may not know how to initiate, negotiate,
and execute one of these contracts with a manufacturer.

1 Alliance for Regenerative Medicine (February 2019). Regenerative Medicine and
Rare Disease. Retrieved December 26, 2019, from http://alliancerm.org/wp-
content/uploads/2019/02/Rare-Disease-Report-2019-FINAL.pdf.

2 Walker, J. (January 8, 2019). Biotech proposes paying for pricey drugs by
installment. Wall Street Journal. Retrieved December 26, 2019, from
https://lwww.wsj.com/articles/biotech-proposes-paying-for-pricey-drugs-by-
installment-11546952520.
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It may be reasonable for a self-insured employer to expect it will
have little to no exposure to these therapies in the near term.
However, an employer could benefit from contemplating its risk
management plan regarding the funding of these therapies. Self-
insured employers typically use TPAs to administer health
benefits for their employees and dependents. TPAs should also
contemplate the funding of these therapies to identify whether
they can facilitate more efficient solutions for their employer
accounts. The goal of this paper is to introduce the potential
financial exposure related to gene and cell therapies for a self-
insured employer without stop-loss coverage, and to discuss how
a partnering manufacturer and/or TPA could aid in smoothing a
self-insured employer’s costs for gene and cell therapies.

The potential cost exposure to gene
and cell therapies

Currently, FDA-approved gene and cell therapies are indicated for
rare diseases, making them low-probability events for payers.
However, the potential cost exposure may warrant consideration.
For example, the most recently approved gene therapy launched
ata U.S. list price of $2.125 million.® A well-capitalized self-insured
employer may not be concerned about the financial effect of
covering one or two of these rare, albeit expensive, claims.
However, hundreds more are in phase Il or phase lll clinical trials,
and not all are for rare diseases.* The cumulative effect of these
therapies on the market in the next decade could overwhelm
budgets for some self-insured employers and smaller insurers.
Initiating discussions among stakeholders to address the
associated financial concerns may give employers confidence that
these regenerative therapies will be accessible to members in
need when they are approved.

3 See Novartis (May 24, 2019). AveXis announces innovative Zolgensma® gene
therapy access programs for U.S. payers and families. News release. Retrieved
December 26, 2019, from https://www.novartis.com/news/media-releases/avexis-
announces-innovative-zolgensma-gene-therapy-access-programs-us-payers-and-
families.

4 Quarterly Global Regenerative Medicine Sector Report, Q2 2019. Alliance for
Regenerative Medicine. Retrieved December 26, 2019, from
https://alliancerm.org/publication/q2-2019-data-report/
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FIGURE 1: COST PMPM OF INCURRING ONE OR MORE $1.5 MILLION
THERAPIES FOR VARIOUS POPULATION SIZES
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Figure 1 illustrates the per member per month (PMPM) cost for
various population sizes of one or more gene and cell therapies
experienced in a plan year, assuming an illustrative cost of $1.5
million per therapy. For example, a self-insured employer with
5,000 lives would incur a cost of approximately $25 to $100 PMPM
if one to four members were treated in the year. This represents
4.7% to 18.9% of the average healthcare costs incurred by a
typical person with an employer-sponsored plan.> Comparatively,
an employer with 50,000 lives would incur a cost of approximately
$3 to $10 PMPM if one to four members were treated, which
represents 0.5% to 1.9% of average healthcare costs for a typical
person. The costs of gene and cell therapies may challenge
budgets for a self-insured employer without stop-loss coverage,
especially for smaller covered populations.

Given the genetic nature of many of the diseases for which cell and
gene therapies are being developed, an employer that covers a
member treated with a gene or cell therapy may be more likely to
experience another claim. What can be done to mitigate this
financial risk for self-insured employers without stop-loss
insurance? A couple solutions could be considered:

= Many large employers do not purchase stop-loss insurance
as secondary coverage, because they can manage their
exposure to low-probability, high-cost claims. As more high-
cost therapies are approved, employers may choose to
reevaluate whether stop-loss coverage should be added,
and the extent to which it could mitigate their financial
concerns. However, if a gene therapy is available for a
covered member with a known chronic condition, such as
hemophilia or beta thalassemia, the stop-loss carrier could

52019 Milliman medical index. Average person with an employer-sponsored PPO
consumes $529 per month. Retrieved December 26, 2019, from
http://www.milliman.com/mmi/.

6 Cigna. Cigna Health Services Business Pioneers an Innovative Solution to
Affordably Bring Life-Changing Therapies to Patients. Retrieved December 26,
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increase the specific attachment point (known as lasering)
for the member, such that the self-insured employer is still
responsible for some or all of the cost of the gene therapy.
For this reason, stop-loss coverage may not fully mitigate the
financial risks associated with gene or cell therapies.

= A self-insured employer may want to explore whether there
are solutions that would make the cost of incurred cell and
gene therapies more predictable. For example, if the up-front
cost of these therapies could be spread over multiple years
(rather than incurred and paid upon administration), an
employer may find the financial exposure to be manageable,
even without secondary coverage.

It is worth mentioning that market solutions may be developed by
key stakeholders. One example is the Embarc Benefit Protection™
program, which was announced by Cigna in September 2019.
Currently, the arrangement covers only Luxturna® (voretigene
neparvovec-rzyl)” and Zolgensma® (onasemnogene
abeparvovec-xioi)® for organizations that enroll in the program.
Given the scope of this arrangement (e.qg., currently approved cell
therapies are excluded) other solutions for self-insured employers
to manage the financial risk related to gene and cell therapies
should still be considered.

TPAs: Potential role and opportunities
regarding multiyear contracting

Self-insured employers could benefit from contracting with
manufacturers that offer multiyear payment arrangements by
spreading the cost of gene and cell therapies over time, but may
need a strategic partner to support the arrangement. The ideal
partner would be aware of the estimated timelines for potential
gene and cell therapies in phase Il and lll clinical trials, would have
relationships (or could form relationships) with manufacturers, and
would have the capability to negotiate on behalf of the self-insured
employers. Additionally, the partner would need to have the
infrastructure to support and track the contracts and clinical
endpoints (if applicable).

A TPA could be the ideal entity described above because TPAs
already have many of these competencies. The ability to support
multiyear innovative contracting solutions could also increase a
TPA’s marketability to employers and introduce new product
opportunities. The section below explores two potential ways a
TPA could contract with a manufacturer of a gene or cell therapy to
benefit the self-insured employer:

2019, from https://www.multivu.com/players/English/8600151-cigna-express-scripts-
embarc-benefit-protection/.

"Luxturna® (voretigene neparvovec-rzyl) is a registered trademark of Spark
Therapeutics, Inc.

8 Zolgensma® (onasemnogene abeparvovec-xioi) is a registered trademark of
AveXis, Inc.
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1. The TPA holds the multiyear contract with the manufacturer
and extends the payment stream to the employer.

2.  The TPA holds the multiyear contract with the manufacturer
and sponsors a pooling mechanism.

It is conceptually possible that a manufacturer could contract
directly with a self-insured employer, using the TPA as a facilitator
of the contract between the two stakeholders. This solution could
give an employer the flexibility to switch TPAs, if the follow-on TPA
would have the capabilities to assume management of the
multiyear contract. An employer may not have the scale or
resources necessary to pioneer these innovative contracts, so it is
not explored in this paper.

POTENTIAL CONTRACT OPTION 1: TPA HOLDS MULTIYEAR
CONTRACT WITH THE MANUFACTURER AND EXTENDS
PAYMENT STREAM TO EMPLOYER

One way a self-insured employer could participate in a multiyear
payment arrangement is if the TPA holds a contract with the
manufacturer of a gene or cell therapy and extends it directly to the
employer. In this example—as seen in Figure 2—the TPA and
manufacturer(s) have pre-negotiated contract terms for a multiyear
payment arrangement for certain gene and cell therapies. When a
participating employer has a member who is treated with one of
these gene or cell therapies, the pre-negotiated contract is
triggered and executed between the TPA and the manufacturer.
The TPA then extends the multiyear payment stream to the
employer. For example, if a four-year contract were negotiated
between the TPA and the manufacturer, the TPA would offer the
payment stream to the employer and be paid in installments over a
four-year period. This would smooth the cost for the gene or cell
therapy for the self-insured employer and mitigate the up-front cost
exposure, with no additional effort or capabilities required of the
employer in order to benefit from the contract.
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The TPA could charge a fee for the services provided, including
patient tracking, annual monitoring of clinical milestone
achievement, or other unique complexities. Employers that do not
experience a claim for gene or cell therapy in the plan year would
not pay this additional services fee; therefore, administrative fees
would remain competitive for employers that do not experience
gene or cell therapy claims, while employers that do have a treated
member would benefit from payments spread over time.

One challenge to this type of arrangement is that the TPA is at risk
if the employer leaves the contract, so an agreement regarding
payment due would need to be included. Another challenge is that
some manufacturers of gene and cell therapies may not offer
multiyear payment arrangements, and so self-insured employers
would retain the full up-front cost for those therapies.

POTENTIAL CONTRACT OPTION 2: TPA HOLDS MULTIYEAR
CONTRACT WITH THE MANUFACTURER AND SPONSORS A
POOLING MECHANISM

A self-insured employer could benefit indirectly from a multiyear
payment arrangement if the TPA sponsors a pooling mechanism for
gene and cell therapies. In this example—as seen in Figure 3—alll
participating employers pay a PMPM contribution into the risk pool
fund to cover costs related to gene and cell therapies. The services
covered by the pool can be inclusive (e.g., including related
treatment costs) or narrowly defined (e.g., limited to the therapy
itself). Separate from the risk pool, the TPA and manufacturer(s)
would have pre-negotiated contract terms for a multiyear payment
arrangement for certain gene and cell therapies. When a
participating employer has a member who is treated with one of
these gene or cell therapies, the pre-negotiated contract is triggered
and executed between the TPA and manufacturer. The employers
indirectly benefit from the multiyear contract because the TPA can
offer more stable PMPM contribution rates when the costs are
predictable and spread over time.
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FIGURE 2: TPA HOLDS MULTIYEAR CONTRACT WITH MANUFACTURER AND EXTENDS PAYMENT STREAM TO EMPLOYER
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FIGURE 3: TPA HOLDS MULTIYEAR CONTRACT WITH MANUFACTURER AND SPONSORS A POOLING MECHANISM
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A large TPA could choose to assume some financial risk related to
the gene and cell therapy risk pool. In this case, the TPA collects a
PMPM premium from participating employers. If costs exceed the
pooled funds, the TPA would be responsible for the deficit.
Alternately, the TPA could act as an enhanced administrative
services organization, and not be at risk for the costs related to gene
and cell therapies. In this case, the TPA gathers PMPM contributions
from participating employers, but performs a “true-up” at year-end. If
excess funds are available, this would be reflected in a refund or
lower contributions for the upcoming year. If sufficient funds were not
accrued, this would be reflected as an increased contribution. This
could result in lower PMPM contributions than the at-risk scenario
because a risk margin would not need to be reflected in the cost.
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However, payment considerations would need to be made if
employers choose to leave the risk pool.

A benefit of this contract type is that the risk pool could be offered
as a carve-out service, so the employer could still move its

administrative services to another TPA but keep the pooling
services. The TPA could also provide pooling services for all gene
and cell therapies, even if some manufacturers do not offer
multiyear contracts. A disadvantage of a pooling mechanism is that
most employers would be overpaying because few would
experience a claim for a gene or cell therapy. The pooling
mechanism has the advantage of smoothing costs, although the
contributions must be informed by the anticipated utilization. It is
challenging to predict approval dates and treatment demand for
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gene and cell therapies, so contribution levels would be difficult to
set initially. However, if the TPA is able to spread the cost of the
therapy over multiple years, due in part to the multiyear agreement
with the manufacturer, then the contribution rates are more likely to
be stable for the employers patrticipating in the risk pool.

Conclusion

Self-insured employers that opt out of stop-loss coverage may be
concerned about the financial risk associated with offering
coverage for gene and cell therapies. Multiyear payment
arrangements have the potential to mitigate the financial exposure
of up-front costs by spreading payments over time, and may also
provide protection related to the performance risk of the therapy.
Manufacturers could offer multiyear payment arrangements to self-
insured employers through the employers’ TPAs, which would
allow these employers to benefit directly or indirectly from the
smoothing of costs. Self-insured employers, TPAs, and
manufacturers should be open to discussing innovative ways to

manage the uncertainty and financial risk exposure associated with
gene and cell therapies.

Caveats

This report was commissioned by bluebird bio, a manufacturer of
gene therapies. The findings reflect the research of the authors.
Milliman does not endorse any product or organization.
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