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Getting the right health care is often daunting. If you have a

chronic condition or undergo a major operation, you have to

deal with multiple providers and multiple bills. While health

professionals can do a great job when you are with them, your

care may fail or slip through the cracks away from their o�ce.

A growing number of health care providers and

biopharmaceutical and device manufacturers want to change

that and o�er a simpler experience with a more reliable

outcome. They are running up against federal laws that

haven’t kept up with changes in the delivery and payment of

health care.

This movement to simpler, more reliable care in the United

States is part of a dramatic shift away from paying for volume

to paying for value. Instead of paying a fee for every service,

public and private health care plans are increasingly turning

to alternative payment models and value-based contracts

that pay for health care based on an overall level of

performance for patients. Coordinating care to improve

patients’ experiences and outcomes and guaranteeing results

for whole groups of patients are a few of the many
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innovations underway. They are part of alternative payment

models and contracts that hold providers and manufacturers

accountable for the cost and quality of care across groups of

patients.

This is good news for patients. But these new payment

models face hurdles based on their interaction with well-

intentioned laws and regulations that prevent fraud and

abuse under the traditional fee-for-service payment system.

Among the many hurdles to implementing new value-based

models of care are the Anti-Kickback Statute, the Stark Law

(which prevents physician self-referral), Medicaid

prescription drug pricing rules, and Food and Drug

Administration (FDA) restrictions on communications about

prescription drugs and medical devices. A hodge-podge of ad

hoc guidance and one-time exemptions has given providers

and manufacturers an opening to proceed with legal certainty

on a limited basis. Even less has been done to permit value-

based deals for biopharmaceutical or medical device products.

More needs to be done, however. The shift to value-based

contracts will not reach a tipping point without simpler and

broader ways to have legal certainty. At the same time, fraud

and abuse laws must remain e�ective (and even be improved)

within the fee-for-service payment system, which will

continue to play a role in payments even as value-based

payment models and private contracts expand.

It’s time for Congress to modernize regulations so they

promote value-based care without undermining critical fraud

and abuse protections that police fee-for-service payments.

This report explains value-based health care, the legal

hurdles that are limiting value-based care, and the steps

Congress can take to provide legal certainty for health plans,

providers, and manufacturers.

Value-Based Health Care—Overview

Goal Legal Hurdles Solutions



What is Value-Based Health
Care?
Value-based payment models and contracts tie payment for

health care services to a complete health care result for

patients instead of a series of individual payments. That may

sound complicated, but it is designed to make health care

simpler like many other areas of the economy. Just think—

auto manufacturers charge for a whole car, not the parts. Why

can’t we do that for health care?

Value-based models try to do just that by holding health care

providers accountable for the cost and quality of care. 1  Their

goal is to transition away from paying for quantity (i.e., fee-

for-service payments), to paying for quality (i.e., payments

aligned with outcomes). 2

Health care entities of all types—health systems, hospitals,

physicians, pharmaceutical companies, device manufacturers,

health insurers, employer-based plans, and more—are

looking to establish value-based contracts. One example of

this is a bundled payment, which is a single price for all the

services needed for a procedure like a knee replacement.

Accountable care organizations (ACOs) are another example;

they cover all the health care services that a patient receives

with �nancial rewards or penalties for the cost and quality of

care. Yet another example is a payment from a hospital to a

physician for reducing costs during a patient’s stay in the

hospital.

Goal Legal Hurdles Solutions

Enable health care
stakeholders to
align �nancial
incentives to deliver
high-value care
across medical
services.

The Anti-Kickback Statute and Stark Law
prevent excess fee-for-service billing. But
they also inhibit the use of incentives for
high-value care.

Expand partial protections from
the Stark Law and Anti-Kickback
Statute to include new �nancial
incentives. Keep laws in place for
fee-for-service billing.

Permit drug and
device
manufacturers to
guarantee an
outcome for a
group of patients.

Anti-Kickback and Stark Laws limit the use of
guarantees. Medicaid’s prescription drug
best-price rule discourages refunds for
unsuccessful treatment. FDA regulations
inhibit �ow of information for value-based
care and coverage.

Extend protections listed above.
Allow Medicaid’s best-price rule to
accommodate guarantees and
refunds. Modernize FDA
regulations to improve the use of
value-based health care.



A value-based model or contract has three essential

elements:

1. A way to measure patient bene�t (the quality of care)

from a health care service, drug, or device;

2. Information about the cost of a health care service, drug,

or device; and

3. A �nancial arrangement where a plan, provider, or

manufacturer of a biopharmaceutical or medical device

commits to deliver a speci�c patient bene�t or a group of

services at a target price. Such services can include a

bundle of services (as in a knee replacement) or a drug or

device packaged with support services that improve its

use.

Care coordination and guarantees are two easily understood

types of value-based health care among the many types of

innovative models and contracts. Here’s how they work:

Care Coordination. When patients leave the hospital after a

complex procedure, they often need help with nutrition,

physical therapy, medications, follow-up appointments, and

other tasks necessary for a full recovery. When a Medicare

patient is cared for by an ACO, that ACO becomes responsible

for the cost and quality of the patient’s care. Therefore, the

ACO has an incentive to coordinate a patient’s transition of

care e�ectively and prevent a readmission to the hospital. In

order to do that, an ACO may wish, for example, to enter into

a contract with a skilled nursing facility for patients who are

not yet ready to return home. This type of contract may align

electronic health information systems across the two

providers, incentivize the skilled nursing facility to follow

established care protocols to help ensure quality outcomes,

and provide �nancial rewards when certain patient outcomes

are achieved.

Pharmaceutical Guarantees. A pharmaceutical manufacturer

could o�er a money-back guarantee to a health plan for

patients who take a drug as prescribed by their physician but



do not receive the intended therapeutic bene�t. Particularly

for newer drugs that carry a higher price tag but may be more

e�ective than existing treatment options, a money-back

guarantee may encourage health plans to cover the drug or

reduce cost-sharing requirements for patients. Under this

kind of arrangement, the manufacturer could refund the cost

of the drug or cover the cost of any care associated with the

drug not working as promised. This is comparable to

hospitals that pay a �nancial penalty to Medicare when their

patients have to be readmitted. Pharmaceutical guarantees

are much newer than value-based payments to providers and

do not yet have a publicly proven track record, but health care

industry stakeholders have also reported that current laws

and regulations make such contracts daunting. 3

Medical Device Guarantees. A medical device company with a

less invasive hip implant, for example, could warrant that the

implant will reduce the number of patients who are

readmitted following surgery. The company would also

provide surgeons with best practices and decision support

tools that the company has developed from the data it

collects on the use of its implant. These practices and tools

can make the patient’s preparation for surgery and the

recovery after surgery more successful. If a readmission

occurs and a replacement surgery is necessary, the

manufacturer could pay for it under this kind of guarantee.

What Are the Legal Hurdles to
Value-Based Health Care?
Four signi�cant statutes and regulations in Medicare,

Medicaid, and the FDA code make implementation of value-

based health care payment models and contracts challenging

for a wide variety of health care organizations. These include:

1. The Anti-Kickback Statute

2. The physician self-referral law (commonly known as the

“Stark Law” after the initial bill’s sponsor, former

Representative Pete Stark (D-CA))



3. FDA rules and policies on communication by

pharmaceutical and medical device manufacturers about

medical products

4. The Medicaid best-price rule

All four of these areas of law remain critical for preventing

excessive use and pricing of care within the fee-for-service

payment system. But they also are signi�cant hurdles to

value-based care. The Anti-Kickback Statute and Stark Law

directly inhibit the creation of value-based payment models

and contracts in all segments of the health care industry. FDA

restrictions and the Medicaid best-price rule limit value-

based purchasing from the pharmaceutical and medical

device industry by limiting, in certain circumstances, the

assessment of clinical bene�ts of care, the sharing of cost

information, and the degree of cost savings.

Here’s how they each work:

The Anti-Kickback Statute and the
Stark Law
The Anti-Kickback Statute and Stark Law were enacted

separately during the 1970s and 1980s. Both were aimed at

preventing abuses stemming from fee-for-service payments.

Because fee-for-service reimbursement rewards volume, it

runs the risk of overutilization—when providers are paid

more for doing more, they are incented to do more which can

drive up health care costs. These laws were designed to curb

�nancial arrangements that could induce overutilization in a

world of fee-for-service reimbursement.

For example, in 2015, dozens of doctors and employees of a

New Jersey medical testing laboratory company pleaded

guilty to a scheme that bilked Medicare and commercial

insurance companies for unnecessary tests on patients. 4  The

lab had paid doctors bribes in cash, meals, and sports tickets

in exchange for generating over $100 million in fraudulent

medical bills.



Originally established in 1972, the Anti-Kickback Statute

prohibits anyone from “knowingly and willfully” receiving or

soliciting payment, including non-cash incentives, to induce

or reward the referral or purchase of any items or services

covered by any federal health program. 5  The prohibition

extends to all sources of referral, including patients, and

severely limits providers in waiving copayments, for example,

unless certain criteria are met, including a determination of

�nancial hardship. 6  For example, one doctor cannot waive

the Medicare copayment for patients referred from another

doctor in order to encourage more referrals. That helps to

ensure referrals are made for good medical reasons, not for

�nancial bene�t.

The Anti-Kickback Statute is a criminal law and each party’s

intent is a key element in determining liability. Criminal and

civil penalties include substantial �nes, up to a �ve-year

prison term per violation, program exclusion, and more. 7  Of

those enforcement mechanisms, the possibility of a health

care entity being barred from participating in federal health

care programs is the most powerful because it could put that

company or organization out of business. These risks cause

most entities to settle cases with the government rather than

risk losing the company. As a result, very few cases go to

court, which limits the amount of case law around the federal

enforcement of the statute. Notably, proof of patient harm or

�nancial loss to federal health programs is not required to

support violation of the Anti-Kickback Statute. 8

While it serves a critical purpose, the Anti-Kickback Statute is

a hurdle to many other types of modern value-based models

and contracts. For example:



ACOs are currently discouraged from providing �nancial

incentives to high-quality skilled nursing facilities that

are very good at preventing hospital readmissions because

they could be seen as a payment to encourage referrals

(except under a limited waiver, described

below). 9  Further, the ACO can only provide a skilled

nursing facility with a subsidized compatible electronic

health record, which facilitates better care coordination, if

it meets a limited safe harbor for such records.

Pharmaceutical or medical device guarantees are inhibited

because the manufacturer may be uncertain about

whether federal enforcement agencies will view payment

for non-performance as an inducement for the health

plan to cover the drug and, when patient cost-sharing

amounts are returned to the patient, an inducement for

the patient to take the drug. While safe harbors have been

created to protect discounts and other arrangements

between manufacturers and plans, these safe harbors may

not address all arrangements that manufacturers and

plans are interested in pursuing.

A medical device company that wants to provide

computer-based assistance to providers about the best

ways to use a less invasive hip implant will also face

hurdles. The Anti-Kickback Statute prevents that

company from giving such technology to providers unless

the providers pay for it separately or guarantee a level of

success with the implant if providers use the technology.

That leaves a massive amount of data collected by the

company unused for the bene�t of a patient’s health and

for lowering costs because providers generally do not pay

for such data analysis and technology.

The Stark Law prohibits physicians from referring Medicare

and Medicaid patients for certain designated health services

to an entity with which the physician or an immediate family

member has a �nancial relationship. 10  In addition, the

entity may not bill Medicare or Medicaid for services

furnished under a prohibited referral. 11  The designated



health services include clinical laboratory testing, physical

therapy, inpatient and outpatient hospital services, and

more. 12  Violations of the Stark Law may be subject to denial

of payment, refunds of improperly paid claims, civil monetary

penalties, and exclusion from the Medicare and Medicaid

programs. Civil penalties may be up to $15,000 or $100,000,

depending upon the nature of the violation. The Stark Law is

a strict liability statute; proof of intent is not required. 13

The Stark Law could also prohibit �nancial incentives to

physicians and other care providers. Extending the care

coordination example above, consider an ACO that

establishes a procedure where patients discharged from the

hospital receive care at a skilled nursing facility to avoid

hospital readmission. The Stark Law could be an obstacle to

the ACO providing a �nancial incentive for physicians to order

these services and for the skilled nursing facility to follow the

prescribed care.

In addition to the civil and criminal penalties under the Anti-

Kickback Statute and the Stark Law, enforcement is also

conducted through the False Claims Act. 14  Under the False

Claims Act, it is illegal to submit fraudulent claims for

payment to the government. 15  A fraudulent claim that

results from a kickback or violation of the Stark Law may

invoke liability under two or more laws. The civil False Claims

Act includes a whistleblower provision allowing a private

citizen to �le a lawsuit on behalf of the government and

collect a certain percentage of any funds recovered. While

these laws are primarily focused on Medicare and Medicaid

patients, the hurdles they create for value-based health care

have a permeating e�ect on non-government, commercial

contracts as well, sti�ing innovation that might otherwise

occur. 16

FDA Communication Regulation
The FDA regulates product promotion by pharmaceutical and

device manufacturers in order to ensure the public gets

reliable information. Accurate information from

manufacturers about the clinical bene�ts and risks of medical



products is critical to value-based care in many ways. Health

care professionals and health plans use this information for

choosing the best medical care for each patient, making

trade-o�s between treatment options and costs, and

determining value-based models and contracts.

Current FDA laws and regulations present hurdles to

manufacturers disseminating information that is necessary

for value-based health care in two areas:

1. Product information that is not included in the FDA’s

approved label about unapproved uses of approved

medicines, often called o�-label uses.

2. Product information that health plans may seek in

making coverage and formulary decisions.

The �rst hurdle comes from the fact that health care

professionals can lawfully use or prescribe an approved drug

or device for non-approved uses. O�-label uses can start as a

way to treat a condition that lacks an approved treatment. If

successful, they may become recognized as recommended

uses in a compendia of drug information used by Medicare

and other health plans for coverage decisions. 17  O�-label

uses are particularly common with cancer drugs. Patients can

face greater safety risks from o�-label uses than for on-label

uses unless there is strong scienti�c evidence for the o�-

label use. 18

FDA rules on o�-label communications protect patient

safety, and they can also create gaps in the distribution of key

information about the risks and bene�ts of a drug or device.

Speci�cally, they limit the ability for manufacturers to help

overcome obstacles to the adoption of new treatments. These

obstacles range from doctors lacking time to do their own

investigation of new treatments to the time it takes for a

manufacturer to receive approval to update their labels to

include new uses. 19  Nonetheless, the bene�ts from

spreading information widely and quickly need to be balanced

against the risk of inaccurate or incomplete information. 20



The FDA has been working toward a better approach to o�-

label communications over the course of the last three

administrations. 21  It has aimed to strike a balance among

complex and sometimes con�icting public health concerns.

The FDA has also had to contend with court rulings that may

limit its regulatory power on the basis of commercial free

speech. And it has needed to ensure that allowing o�-label

communication doesn’t substantially diminish

manufacturers’ incentives to seek formal approval for o�-

label uses. Recently, the FDA has recently launched a new

review of o�-label communications, which continues an

earlier e�ort from 2011. 22  Despite these multiple e�orts, the

FDA has not issued �nal versions of key guidance that would

create legal certainty around o�-label communication. 23

The second hurdle with FDA communication regulation is

the production of information that health plans need when

making coverage and formulary decisions. Ambiguity in FDA

policy has also created challenges in manufacturers’

communication of product e�cacy, safety, and cost-

e�ectiveness that plans may seek in making coverage and

formulary decisions. Often, this health care economic

information is di�erent from the information the FDA

reviews in order to make approval decisions.

Previous Congressional e�orts to improve communication

about product economics did not signi�cantly change the

�ow of information, but new e�orts have been more

promising. The Food and Drug Administration Modernization

Act of 1997 (FDAMA) attempted to increase the health care

economic information that manufacturers are allowed to

share with “a formulary committee or other similar entity,”

but this did not signi�cantly improve the �ow of such

information. 24  More recently, the 21st Century Cures Act

aimed to clarify the changes made under FDAMA. In addition,

the FDA allows manufacturers to share certain health care

economic information proactively with plans and similar

entities. 25  The FDA has drafted guidance and background

information to outline its thinking regarding the changes

made by the 21st Century Cures Act and generally improve



communications. 26  While the guidance is still in draft form,

it has the potential to improve communications on health

care economic information, which will help to better facilitate

value-based models and contracts. 27

The 21st Century Cures Act did not, however, address in much

detail communications about drugs and devices under

development (beyond what the FDA currently allows under

certain circumstances). It also did not address the e�cacy

and safety information about o�-label uses of drugs and

devices already in the market, which have the potential to

spur the use of value-based contracts for emerging therapies.

In today’s insurance markets, health plans set premiums

many months in advance of the coverage year using

estimates of utilization of services, including prescription

drugs. In setting premiums, a plan can estimate the impact of

drugs it anticipates will receive FDA approval and become

available during a plan year. Yet, without any drug e�cacy,

safety, or economic information available until a drug hits the

market, plans’ premium levels may not be su�cient to cover

the cost of new, highly priced drugs. In addition, the need for

communication between plans and manufacturers regarding

drugs in the FDA pipeline, as well as new uses of approved

products, is critical. Collaboration helps avoid missed

opportunities to make more precise predictions about costs

based on appropriate use of the drug. Plans can use those

more accurate predications to avoid premium increases that

are higher or lower than necessary. 28  While the FDA recently

addressed these issues in a draft guidance, they are not yet

permanent.

These restrictions on how and what pharmaceutical and

device manufacturers may communicate hinder the �rst two

elements required for value-based contracts: a measurable,

clinical bene�t of a procedure, drug, or device as well as

information about the cost of a procedure, drug, or device.

The FDA asserts that in certain circumstances, it can take

action against manufacturers that share false or misleading

information about new clinical bene�ts of their products that

do not yet appear on the FDA-approved labeling for that



product. Because of this legal uncertainty, manufacturers

have diminished incentives for tracking data related to these

new outcomes, which in turn denies information to patients

and plans. In addition, with only limited exceptions for the

sharing of cost and cost-e�ectiveness information,

manufacturers and plans lack a shared knowledge base on

which to build value-based contracts.

The Medicaid Best-Price Rule
The Medicaid best-price rule is designed to ensure that state

Medicaid programs get the best-price for drugs available on

the market. Speci�cally, the federal Medicaid drug rebate

program requires that brand-name drug manufacturers who

wish to have their medicine covered by Medicaid pay a rebate

to the state programs across the country. This rebate re�ects

the greatest discount given to anyone in the country if that

price is below a mandated discount (with certain exceptions

like the sales to other government programs such as the

Veterans’ Administration). The mandated discount is

provided in the form of a rebate that ranges from 13% to 23%

of the average manufacturer price depending on the type of

drug. 29  This e�ectively means that Medicaid gets the

biggest rebate available in the commercial market.

In a value-based purchasing contract, a drug manufacturer

that wants its drug to be on a health plan’s preferred list for

lower patient cost-sharing (known as a formulary) might

o�er the plan a deal: the manufacturer would accept a lower

price (by paying a higher rebate) on a drug for any patient in

whom the drug does produce the intended result. But under

current regulations, that lower price could become the new

price for that drug for calculating the Medicaid rebate. That is

because current regulations are unclear about whether the

lowest price must be based on the price for a single patient

instead of the average price across a population of

patients. 30  Understandably, manufacturers would not want

to enter into a value-based contract that would cause them to

receive a lower net price across all of their Medicaid business.



Why Are Existing Work-
Arounds Not Working?
Health care entities that wish to pursue value-based health

care can currently try one of several di�erent ways to ensure

their payment models and contracts do not run afoul of the

Anti-Kickback Statute and Stark Law. (A parallel path to

encourage more value-based arrangements is not available

for FDA communications restrictions or the Medicaid best-

price rule.) While these processes provide a type of “work-

around,” the system is cumbersome and uncertain, and it

often discourages the implementation of legitimate value-

based contracts. For example, 28 voluntary safe harbors from

the O�ce of Inspector General protect certain payment

arrangements from enforcement under the Anti-Kickback

Statute. 31  Similarly, 35 regulatory exceptions outline

permissible �nancial relationships between physicians and

entities under the Stark Law, applying to ownership or

investment interests, compensation arrangements, or

both. 32  These exceptions are not the same as the Anti-

Kickback Statute safe harbors, but there is some overlap

between the two. 33

Even with these work-arounds, there are two key problems:

1. Current legal exceptions do little to reduce uncertainty.

2. Advisory opinions have limited application.

1. Current legal exceptions do little
to reduce uncertainty.
To qualify for full protection under an Anti-Kickback Statute

safe harbor, a payment or business practice must “�t

squarely” within the safe harbor and satisfy all

requirements. 34  But existing Anti-Kickback Statute safe

harbors do not de�ne the full range of lawful activity.

Moreover, the failure to comply with all requirements of a

particular safe harbor does not imply that an arrangement is

illegal. 35  In fact, the O�ce of Inspector General has latitude



over how it enforces adherence to the requirements, which

can further increase uncertainty.

In contrast, the Stark Law and its enforcement is rigid and

doesn’t readily provide useful guidance to newer value-based

payment for drugs and devices. Under Stark, a �nancial

relationship must �t completely within an exception in order

to be considered lawful, regardless of intent. 36  Since plans,

providers, and manufacturers wish to avoid legal uncertainty,

value-based arrangements have had limited adoption to date

except under the existing safe harbors and exceptions.

Another problem with many of the Stark Law exceptions is

that value-based contracts must not take into account the

“volume or value of referrals” and must ensure any payment

re�ects the “fair market value” of the items or services in

question. 37  The application of these standards to value-

based payment is unclear. Incentive payments tied to quality

may partially re�ect the volume or value of referrals, yet

these types of payments will help drive the transition to a

value-based health care payment system. In addition, Stark

Law regulations do not de�ne “fair market value” or identify

how organizations wishing to make use of the exceptions

should establish or document it. Under fee-for-service

payment arrangements, fair market value of many items and

services may be based on volume, while contracts that may

require use of a Stark Law exception are value-based.

In order to advance value-based payment models and

programs under Medicare, the Department of Health and

Human Services’ O�ce of Inspector General and the Centers

for Medicare & Medicaid Services (CMS) have issued fraud and

abuse waivers for several programs. 38  For example, �ve

waivers of certain elements of the Anti-Kickback Statute and

Stark Law were issued for the Medicare Shared Savings

Program to provide protection for certain gain-sharing and

performance-based payments, among other things. 39

While these waivers are certainly helpful, their application is

limited and complicated. In informing model participants of

the availability of the waivers for the Medicare Shared



Savings Program and other Innovation Center models, CMS

notes, “…not all model-speci�c waivers are necessarily

available to all participants in a given model… …a waiver will

apply to their arrangement(s) only if they are eligible to use

the wavier and all conditions of the waiver are met.” CMS

further encourages “all parties to consult with legal counsel

to ensure that waivers are available to them and that

arrangements for which they seek waiver protection meet all

required conditions.” 40  Further complicating reliance on

waivers, the waivers available to participants in di�erent CMS

models “vary in content, scope, and duration.” 41  This means

that one health care organization participating in two

di�erent CMS models (where allowed) may be required to

abide by the speci�c parameters of two di�erent types of

Anti-Kickback Statute and Stark Law waivers.

Here’s an example of how the current legal exceptions limit

an ACO. Taking the care coordination example outlined

above, an ACO participating in the Medicare Shared Savings

Program is prohibited by the Stark Law and Anti-Kickback

Statute from making payments to incentivize a skilled

nursing facility to deliver quality care according to an

evidence-based protocol. The existing shared savings

distribution waiver fails to protect this kind of value-based

arrangement due to two limiting conditions: 42

First, the waiver does not protect funds distributed to care

partners unless they are ACO Participants or ACO

Providers/Suppliers in the regulatory senses of these

terms. 43  The limited scope of these regulatory de�nitions

eliminates the possibility of a skilled nursing facility receiving

incentive payments when they partner with an ACO outside

the formal ACO structure as de�ned in

regulations. 44  Second, regulatory requirements prohibit an

organization that bills for primary care services, such as a

skilled nursing facility, from being a formal participant with

more than one ACO, which prevents a skilled nursing facility

from earning incentive payments from multiple ACOs. 45



2. Advisory opinions have limited
application.
In addition to the legal protections like the safe harbors and

waivers, health care organizations may seek clari�cation

from the O�ce of Inspector General. 46  But these advisory

opinions have a narrow and limited bene�t.

An advisory opinion is a binding legal opinion issued by the

O�ce of Inspector General about the application of certain

fraud and abuse regulations to an existing or proposed

business arrangement. While advisory opinions clarify the

permissibility of a particular arrangement, they do have

limitations. First, advisory opinions issued by the O�ce of

Inspector General are publicly available (with certain

information redacted), but third parties that did not request

the opinion are not bound by and may not legally rely upon

the opinion. 47  Second, requesting parties are required to pay

for an advisory opinion at a rate of $176 per hour, which may

discourage some organizations from seeking an

opinion. 48  Finally, the opinion applies only to the exact facts

and circumstances presented; a small change to a value-

based contract could render an advisory opinion no longer

applicable.

CMS, which has jurisdiction over the Stark Law, operates a

similar advisory opinion process. 49  But these also have

limitations. These opinions are binding upon the requesting

party, which is the only entity that may rely upon an advisory

opinion as legal advice, and they apply only to the facts and

circumstances presented. Health care entities need more legal

certainty in order to advance value-based contracting.

What Are the Solutions?
Congress needs to provide a robust protection for value-

based payments where patients bene�t from improved

outcomes or reduced costs by creating new legal protection. It

also needs to enable a foundation for more value-based deals

by opening up the opportunities to develop and share

information about patient outcomes and costs.



We propose a two-part framework to provide legal certainty

for entities engaged in value-based models and contracts as

well as to enable preparation for those not yet involved    —all

while maintaining a strong statutory and regulatory regime

for fee-for-service payments. Unlike existing safe harbors

and statutory exceptions, new statutory protection would

o�er legal certainty for a range of value-based payment

models and contracts. The Administration is considering

regulatory changes, which are not the subject of this

framework, but could serve a similar purpose. 50

Part 1: Legal Certainty for Value-
Based Purchasing
In order to provide legal certainty for value-based

purchasing, we recommend that Congress take the following

�ve steps:

First, codify protections for existing value-based payment

models. Certain arrangements should be granted legal

protection from the Anti-Kickback Statute and the Stark

Law. 51  This legal protection would apply only to contracts or

payments made for a qualifying value-based payment model

and not to fee-for-service payments an entity may also

receive or make. Included in this are: 1) value-based payment

models meeting the Medicare Access and CHIP

Reauthorization Act of 2015 (MACRA) criteria of alternative

payment models and 2) models and downstream providers

with whom they have contractual agreements along with any

other alternative payment models developed by CMS. It is

important to note that the new legal protection could also be

adopted through regulations as a new Stark Law exception

for alternative payment models. This exception would allow

the provision of an incentive payment, directly or indirectly,

by various types of health care organizations and facilities to

a physician participating in a quali�ed alternative payment

model.

Second, extend legal protections for additional value-based

payment arrangements. Congress should direct the Secretary

of Health and Human Services to establish protection from



the Anti-Kickback Statute and Stark Law speci�cally for

value-based models and contracts that may not meet the

criteria described above but that that still advance the

concept of tying payment for health care services and items

to value. For example, the pharmaceutical and medical device

guarantees described at the beginning of this paper might

not qualify for existing legal protection using the MACRA or

advanced alternative payment model criteria, yet these types

of models and contracts are certainly value-based and should

be encouraged. Such criteria would also need to ensure that

the incentives of the model are su�cient to have an impact

on cost and quality.

Third, ensure that value-based arrangements in private

health care plans do not get ensnared by Medicare and

Medicaid rules. Existing legal protections under Medicare and

Medicaid as described above should be explicitly extended to

organizations implementing similar alternative payment

models in commercial contracts. For example, although the

Stark Law is enforced through Medicare laws, it nonetheless

applies to �nancial relationships regardless of the health

plan. 52  In addition, given that providers and manufacturers

often face varying demands for quality and cost information

from commercial plans in terms of accounting and reporting

standards, new legal protections from the Stark Law and

Anti-Kickback Statute should be crafted without

exacerbating incongruities in practices between public

programs and commercial markets wherever possible.

Fourth, revise the FDA’s policies on communications in a

targeted manner to enable better communication between

drug and device manufacturers and health care health plans

and providers. This change should be made without

disrupting the integrity of the information or discouraging

manufacturers from pursuing FDA approval for additional

uses of an approved drug. Congress should prioritize two

areas for revisions: clinical information about o�-label uses

of drugs and devices and general information about emerging

therapies. For clinical information about o�-label uses,

Congress should revise the law so that that drug and device



manufacturers can more freely share information with health

care providers and plans, which they generate themselves

from their own research and receive from doctors treating

patients. They should be allowed to share information about

what can help and hurt patients as long as sharing such

information does not discourage a manufacturer from going

through the other critical steps for getting additional uses

approved for a drug. Congress could constrain communication

to recommended o�-label uses of drugs found in the

compendia that Medicare has recognized for coverage

determinations. 53  And for general information about

emerging therapies, Congress should revise rules governing

communication by drug and device companies about

emerging therapies to ensure plans are better prepared to

provide their enrollees with timely access to new treatments.

Plans need to have such information in order to provide

access to new therapies in a way that maximizes value. In

revising these rules, Congress should account for the target

audience of expanded communication. Expanding

communications about sophisticated clinical information

may simply overwhelm unsophisticated audiences. The

revised rules should allow the FDA to ensure that

communications were targeted in appropriate ways based on

the anticipated use of the information. Lastly, as the FDA

moves forward in implementing its draft guidance and the

21st Century Cures legislation, Congress should ensure that

the FDA �nalizes their work expeditiously to ensure that

changes in FDA communication regulations do not create

more regulatory uncertainty for the �ow of information

necessary to make value-based contracts successful.

Fifth, Congress should modify the Medicaid best-price rule

for prices established under value-based models and

contracts as de�ned in the new legal protection described

above. That would free up health plans and drug

manufacturers to negotiate contracts without having to

worry about losing money in Medicaid programs, which today

would automatically receive a lower price without

participating in the contract. For example, for drugs sold



under the new legal protection, Congress could specify that

the average price of the drug would be used for calculating the

best-price discount for Medicaid programs instead of using a

single lowest price, which today discourages such

arrangements. For example, a manufacturer that o�ers a

100% rebate as part of a guarantee for a group of patients

where the drug fails to meet a quality standard for only 10%

of the patients would be giving an average rebate of only 10%.

Under this new calculation, the guarantee would not trigger

the best-price rule because the 10% rebate level would be less

than any of Medicaid’s mandated discounts. It is important to

note that the Administration may also have the authority to

make such a change. In addition, Congress should require

that manufacturers o�er Medicaid programs the same

opportunity and same terms for a value-based contract that

was exempted from the Medicaid best-price rule. Such a

measure would protect the intent of the best-price rule,

which enables Medicaid programs to receive the best deals

available for drugs.

Part 2: Enable Preparation for
Value-Based Health Care
Because building the capacity to deliver value-based care

takes time and e�ort, the second part of our framework

would provide a clear legal path for health organizations to

prepare for participation in value-based models and

contracts.

The key change is to encourage data collection and analysis

as well as educate providers’ sta� in the use of data systems

and in monitoring patients’ progress. For example, Congress

should revise and extend existing Anti-Kickback Statute and

Stark Law to allow the donation and �nancial support of

electronic health record software, related technologies, and

training. 54  Congress should also consider expanding the

scope of covered technology to include technology related to

information sharing, such as health information storage and

exchange and cybersecurity, re�ecting technological

advances since these exceptions were created. In addition,



Congress should extend these electronic health record-

related exceptions for several more years. 55  A solid health

information technology infrastructure is an essential element

for the move to value-based models and contracts, and

federal regulations should not impede organizations from

acquiring this necessary technology.

Similarly, new legal protection for pharmaceutical guarantees

should allow manufacturers to provide data analysis support

to help alleviate the measurement burdens that can limit

interest in value-based arrangements for drugs and devices.

In order to ensure success from this two-part framework to

advance value-based arrangements, the Administration

should regularly monitor and review all changes to ensure

they are having their intended e�ect. For example, if

providers and manufacturers increase prices under value-

based arrangements without o�setting cost reductions or

improvements in patient outcomes, then the new legal

protection may have unintentionally given providers and

manufacturers market power to increase prices. The HHS

O�ce of Inspector General and CMS should be tasked with a

periodic analysis of the economic impact of the new legal

protection for value-based arrangements.
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