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MIT NEWDIGS - Helping the System Catch Up With the Science

NEWDIGS “Adaptive Licensing” Project fueled timely
- Safe haven “think & do” tank for  action & impact in Europe from regulatory science
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Learning Lifecycle Connects RWE Planning, Production, & Use
Adaptive Reimbursement Turns Evidence Into Action

-—
—
") -\

Real World ™ .
Discovery Platform S .

Ve .
+ Assess impact
& priorities

It accelerates the USE from the post-approval

" policy &

| practice Diverse vointof-Care * (8} RWE PRODUCE platforms

| standards federated
' data sets

of RWE findings

. Dissemination
N\

Outcomes Tracking

* PIatform‘ P

]
"—-


Presenter
Presentation Notes
As part of LEAPS, Adaptive Reimbursement isn’t just about the financial implications of the Real-World findings from the Evidence Platforms in the LEAPS PRODUCE section.  Rather Adaptive Reimbursement is about ensuring that those RWE findings get applied in routine clinical practice to benefit patients and to continue the Learning cycle.
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Adaptive Reimbursement Goals:
Sustainably Improve Patient Outcomes

- Harnessing payment tools to creatively impel clinical use of therapies based on
Real-World Evidence (RWE) to improve patient outcomes, enhance healthcare system
sustainability, and account for value created by upstream innovation.

- Creating scalable, Adaptive Reimbursement models capable of implementing many
RWE findings simultaneously while nimbly adapting to each finding’s characteristics and
each stakeholder’s needs.

- Contributing RWD/E to LEAPS regarding the therapeutic use changes and outcomes.

- Rewarding RWE platforms for generating findings that inform treatment regimens
by either direct financial support or through indirect mechanisms.
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The overarching goal of Adaptive Reimbursement is to improve patient outcomes.  To do that we have 4 goals.  Note that only the first is about the short term implementation of a specific RWE insight (or finding).

The first goal uses payment tools in the broadest possible sense.  It includes not only payer reimbursement to providers, but also coverage decisions, member benefit designs, and risk sharing agreements with providers.  It also includes developer and payer contracts and all the channel mechanisms that facilitate patient access and data collection.

The next three goals are about creating an ongoing LEAPS learning eco-system.

The Adaptive Reimbursement solutions must scale up to encourage the use of many RWE findings, and scale beyond RA to many, if not all, conditions.

We also want Adaptive Reimbursement to ‘give back’ data and evidence to spur future learning and it would be helpful if Adaptive Reimbursement helped fund that learning either by providing indirect incentives (stakeholders know they need the evidence to get paid) or possibly even directly funding the LEAPS evidence generation platforms.

And yes, we are seeking a better name than ‘Adaptive Reimbursement’ to more fully reflect these goals.
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Adaptive Reimbursement May Begin with Outcomes-based
Agreements

- Iterative & Learning (Lifecycle management, not single contracts)
» Connects to adjusting value over time for each stakeholder’s metrics
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Outcomes based agreements are often thought of a one-time event, often at product launch.  Adaptive Reimbursement extends that thinking across the product lifecycle as a series of agreements where each takes the learnings from the prior one.

And it need not be that the value estimates remain constant.  They may rise or fall over time, even as uncertainty is reduced.  The value may fall as effectiveness in a real-world population that is not as restricted as that in the clinical trials for regulatory approval.  The value may also rise.  For instance if the RCTs had a large confidence interval, later estimates may show real effectiveness was towards the high end of the range.  Or improvements in usage may increase value.
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Adaptive Reimbursement Adjusts for Continued Innovation
and Knowledge

- Additional indications with differing values and population sizes
+ Optimized product population targeting and usage
+ Adjunctive therapies
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Adaptive Reimbursement also includes thinking about how to pull through other types continued innovation and knowledge.  As new indications are developed and approved, Adaptive Reimbursement could include indication-based reimbursement.

Similarly, as sub-populations are identified-some with higher and others with lower effectiveness, varied reimbursement may also be needed-or at least averaged to a new level.

Adjunctive therapies are often used.  In RA it is not always clear which is the primary and which is the adjunctive therapy.  Again, Adaptive Reimbursement needs to include tools to not just accommodate this diversity, but to leverage it to improve individual patient outcomes.
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Adaptive Reimbursement More Than Outcomes-based Agreements

* More uncertainties such as actuarial risk
* More tools such as stop-loss/reinsurance, subscriptions, warranties, bundles & carve-outs
* More scope to include polypharmacy and disease regimens including providers & patients

Regimens
Polypharmacy DRGs, Utilization Mgmt Carve-Outs, At Risk Bundles
Usage

@ Payment Timing Installment Plans, Performance-Based Annuities

§ Surge Subscription (Netflix)

—  Actuarial Stop-Loss, Reinsurance, Orphan Reinsurer & Benefit Manager (ORBM)
Safety
Durability Outcomes-Based Agreements, Warranties
Effectiveness

Individual Population Indications Disease Portfolio

ALN AR Single Product Multi- Product


Presenter
Presentation Notes
Animated slide.

So while Adaptive Reimbursement may begin with an Outcomes-based agreement to address uncertain effectiveness. It can include much more.

For cell and gene therapies, the durability is also uncertain beyond the initial efficacy (or effectiveness).

Outcomes-based agreements usually target effectiveness, but could also include adverse events.  CAR-T therapies with uncertainties regarding their neuro and cytokine release syndromes adverse events might be good candidates, as well as other oncology therapies.

Further issues we’ve identified in the MIT NEWDIGS FoCUS project include actuarial risk for ultra-orphan therapies,  surge effects for those conditions with significant prevalence, and payment timing challenges from the upfront cost for multi-year benefits.  Adaptive Reimbursement tools thus include some that already exist such as stop-loss insurance and new ones such as ORBMs, installment plans and performance-based annunities.

You’ll notice that along the X-axis, these tools also range from those that track individual patient outcomes to population based outcomes for a single product.  And perhaps in multiple indications and not just one.

In LEAPS we are building capabilities in RA to proactively address usage optimization, polypharmacy and the full therapeutic regimen over time.  This similarly means we will need to adapt existing tools such as DRGs, bundles and Carve-Outs and likely need to invent new ones as well.
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Adaptive Reimbursement Connects Action to Evidence
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Contact Information

* MIT Center for Biomedical Innovation: cbi@mit.edu

* Mark Trusheim: trusheim@mit.edu
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