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R isk-sharing agreements (RSAs) between drug 
manufacturers and payers—also called perfor-
mance-based risk-sharing arrangements (PBR-

SAs), managed entry agreements, patient access schemes, 
and coverage with evidence development (CED), among 
other terms—link coverage and reimbursement levels to 
real-world performance or utilization of medical products.1 
These arrangements have garnered considerable attention 
in recent years: a recent analysis of the University of Wash-
ington Performance-Based Risk-Sharing (PBRS) Database,2 
including 148 arrangements over the last 2 decades, con-
cluded that although the overall pace of adoption seems to 
be slowing, several new countries have begun to implement 
RSAs.3 In the United States, the largest number of arrange-
ments has been in the Medicare program; the uptake of pri-
vate sector RSAs seems stagnant despite growing interest 
in the general principle of “paying for performance.” The 
aim of this study was to assess the state of and prospects for 
private sector RSAs in the United States, considering by 
comparison experiences from other countries, most com-
monly involving public payers.

RSAs offer a number of potential advantages,1,4-8 includ-
ing: 1) reducing the risk to payers of making a suboptimal 
purchase; 2) providing earlier access to medications for pa-
tients; 3) creating international pricing efficiency, especially 
in a world with external reference pricing and parallel trade; 
and 4) generating evidence on what works in the real world. 
These potential advantages, coupled with the higher volume 
of use outside the United States, raise questions as to why 
they have seen limited use in the United States,9,10 as well as 
what arrangements might gain traction with the new empha-
sis on accountable care organizations (ACOs), which operate 
under stronger incentives to manage patient care efficiently.

Previous work in this area has characterized the types of 
RSAs, trends in their adoption, economic incentives and ra-
tionale, and the drivers and barriers for adoption, but has 
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ABSTRACT

Objectives: Risk-sharing agreements (RSAs) between drug 
manufacturers and payers link coverage and reimbursement to 
real-world performance or utilization of medical products. These 
arrangements have garnered considerable attention in recent 
years. However, greater use outside the United States raises 
questions as to why their use has been limited in the US private 
sector, and whether their use might increase in the evolving US 
healthcare system. 

Study Design: To understand current trends, success factors, and 
challenges in the use of RSAs, we conducted a review of RSAs, 
interviews, and a survey to understand key stakeholders’ experi-
ences and expectations for RSAs in the US private sector.

Methods: Trends in the numbers of RSAs were assessed using 
a database of RSAs. We also conducted in-depth interviews with 
stakeholders from pharmaceutical companies, payer organiza-
tions, and industry experts in the United States and European 
Union. In addition, we administered an online survey with a 
broader audience to identify perceptions of the future of RSAs in 
the United States.  

Results: Most manufacturers and payers expressed interest 
in RSAs and see potential value in their use. Due to numerous 
barriers associated with outcomes-based agreements, stakehold-
ers were more optimistic about financial-based RSAs. In the US 
private sector, however, there remains considerable interest—im-
proved data systems and shifting incentives (via health reform 
and accountable care organizations) may generate more action.

Conclusions: In the US commercial payer markets, there is 
continued interest among some manufacturers and payers in 
outcomes-based RSAs. Despite continued discussion and activity, 
the number of new agreements is still small.
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not focused on current thinking in the US 
private sector. A broad distinction has been 
made between “outcomes-based” RSAs 
and “financial-based” RSAs. For the for-
mer, the manufacturer provides or agrees 
to rebates, refunds, or price adjustments 
if their product fails to meet agreed-upon 
clinical outcome targets. For the latter, re-
imbursement is tied to financial measures 
(eg, total sales) or to utilization. Here, we 
focus on the US private sector marketplace 
and particularly on the level of interest in outcomes-based 
agreements; specifically, we sought to understand the bar-
riers to and drivers of developing private sector RSAs in 
the United States. We also explored whether the current 
situation reflects a broader demand by regulators and pay-
ers for greater real-world data and comparative evidence. 

METHODS
To assess the validity of the general perception of the 

lack of uptake of RSAs in the United States, we conduct-
ed a review of the University of Washington’s PBRS Da-
tabase to assess the number of US agreements and trends 
in the number of agreements over time. For comparison, 
we also examined the number of agreements for the rest 
of the world. At the time of the study, the database in-
cluded information on RSAs initiated from January 1993 
to December 2013, with information on the parties partic-
ipating in the arrangement, the type of arrangement, and 
details of the arrangement and/or outcomes, as available.

To understand current trends, success factors, and 
challenges in the use of RSAs, we conducted key infor-
mant interviews and an online survey to understand key 
stakeholders’ experiences with RSAs both inside and 
outside the United States as well as lessons for the US 
private sector situation. We used purposive sampling to 
identify 16 key stakeholders from pharmaceutical com-
panies, payer organizations, and industry experts in the 
United States and European Union. We developed the 
interview guide and survey based on previous work in 
the area1,2 and through iterative review and revision by 
a group of content experts. The key informant inter-
views consisted of in-depth, 1-hour telephone interviews 
conducted between October 2013 and May 2014. Inter-
view topics included: experience with RSAs, motivating 
factors, administrative considerations, effectiveness of 
agreements, and potential for use in the future (eAppen-
dix A, available at www.ajmc.com). To identify themes 
from the interviews, we assessed the number of inter-

viewees who stated or generally agreed with key state-
ments across all interviews. 

The survey was administered via the Web in May 2014, 
and consisted of 8 questions that asked respondents about 
their expectations for the future of RSAs in the United 
States and to identify and rank key barriers to their use 
(eAppendix B). We identified themes by assessing the num-
ber of respondents who provided similar answers to the 
surveys. We invited a convenience sample of 37 individu-
als to complete the survey. Given the small sample size, we 
summarized responses using descriptive statistics.

RESULTS
Our review of the PBRS Database identified 148 RSAs 

worldwide from the late 1990s and 2013. Only 18 of the 148 
total arrangements in the University of Washington Data-
base, or 12.2%, represent US RSAs: 11 of these were pub-
lic sector coverage with evidence development schemes, 
while only 7 were private sector RSAs. A review of the 
number of agreements annually suggests a little growth in 
the number of agreements in the United States. To date, 
RSAs have been more frequently employed in single-pay-
er systems across Europe, Canada, and Australia. 

Of the 16 individuals targeted for our key stakeholder in-
terviews, we were able to schedule and conduct interviews 
with 14 (87.5%). The 14 in-depth interviews included 9 inter-
views with US stakeholders and 5 interviews with EU stake-
holders. Of these, 7 were from pharmaceutical companies, 
5 were currently or previously employed by payer/govern-
ment organizations, and 2 were subject matter experts. We 
received 15 responses to our survey (response rate of 40.5%), 
including 10 responses from individuals from pharmaceuti-
cal companies, 3 from payers/pharmacy benefit managers, 
and 2 from other nonprofits and consultancies. The major-
ity of respondents (93.3%) were from the United States.

In general, our interviews suggest that while there is 
interest in RSAs, there has been limited use in the United 
States due to difficulties in implementing and carrying 

Take-Away Points
This research assessed whether risk-sharing agreements between US commercial 
payers and pharmaceutical companies may become of greater interest with im-
proved data systems and shifting incentives (via health reform and accountable care 
organizations). Key findings: 

n	 	 While such agreements offer numerous advantages to payers, pharmaceutical 
companies, patients, and society, their growth remains stagnant in the United States, 
due in large part to the additional effort required to implement and adjudicate risk-
sharing agreements as compared to traditional rebates. 

n	 	 In the US private sector, however, there remains considerable interest: improved 
data systems and shifting incentives may generate more action.



634 n www.ajmc.com n SEPTEMBER 2015

POLICY

out such agreements. The majority of interviewees (12 
of 14) were cautiously to mildly optimistic about the fu-
ture potential for outcomes-based RSAs to be adopted in 
the United States. To illustrate the basis of this position, 
selected comments and quotations from interviews are 
shown in Figures 1, 2, and 3, and are organized to repre-
sent comments ranging from more optimistic, to cautious, 
to more pessimistic. Roughly half of manufacturers and 
payers expressed interest in outcomes-based RSAs and 
see value in their use; almost all were optimistic about the 
use of financial-based RSAs. In general, due to the difficul-
ty in implementing and executing outcomes-based RSAs, 
interviewees indicated an interest in more financial-based 
RSAs (eg, utilization or financial capitation) but less inter-
est in clinical and health outcomes-based RSAs. 

Outcomes-based agreements, while attractive to some, 
were perceived by interviewees to be difficult to execute 
and as having high transaction costs. Interview respon-
dents were skeptical about being able to use outcomes-
based RSAs, citing challenges in implementing and 
executing outcomes-based RSAs that would mitigate their 
potential in the United States, particularly given the frag-
mented payer system with patient movement across plans, 
as well as the current lack of data infrastructure that limits 
feasibility and, to some extent, interest in measuring long-
term outcomes. Interview respondents indicated that sim-
pler, financial-based agreements, on the other hand, have 
had demonstrated success. The survey responses corrobo-
rated the general support for financial-based RSAs seen 
in the interviews: 80% of respondents stated that the use 
of financial-based RSAs in the United States would grow. 

Reasons to Use RSAs
The interviews suggest that the perceived value of an 

RSA versus a traditional discount mechanism depends on 
the product, disease area, and availability of the necessary 
data infrastructure. The manufacturers we interviewed 
stated that they would use RSAs as a way to differentiate 
and demonstrate the effectiveness of their product versus 
competitors. RSAs are typically not used in a US setting 
when a product is first to market or the market leader, 
but are more attractive to manufacturers when there is 
competition. The manufacturer seeks to secure beneficial 
formulary placement or gain market share. They can also 
be a mechanism to increase patient compliance.

Based on our interviews, US payers leverage—or 
would like to leverage—RSAs as a way to reduce uncer-
tainty about a product’s clinical value, performance, or 
budget impact, as they allow payers and patients to gain 
experience with the medication. As payers and regulators 

are often interested in different types of data, at the time 
of launch, a product’s impact on costs and comparative 
effectiveness is often not well understood. Ultimately, 
payers expressed interest in RSAs as they allow payers to 
ensure that the price of a drug is more closely aligned to 
its value. During our interviews, payers indicated interest 
in RSAs for products that are more costly (eg, specialty 
drugs, biologics, combination products) and for disease 
areas for which cost consequences are substantial. Payers 
are not interested in engaging in RSAs for undifferentiat-
ed products where there is no real or perceived advantage.

Barriers to Using RSAs
Figure 4 lists potential barriers to implementing RSAs that 

were identified during the interviews. The implementation 
and execution of RSAs is perceived to present a significant 
administrative burden that requires a substantial time invest-
ment. Further, outcomes-based agreements require significant 
payer and provider infrastructure: if payers lack the databases 
required to track individual patients, outcomes-based RSAs 
are difficult. Additional challenges that were mentioned in-
clude a) the need for adequately trained staff, b) the risk to 
pharmaceutical companies associated with being responsible 
for outcomes when they cannot control the way a drug is pre-
scribed or used, c) the management of consequences in terms 
of changing preferred drugs and denying coverage for drugs, 
and d) the identification of outcomes that are meaningful but 
measurable within a reasonable time frame.

We tested the barriers identified during the interviews 
with a broader audience in the survey by asking respon-
dents to rate and rank from the list of barriers provided 
in Figure 4 and any additional barriers not listed. The 
interview themes were consistent with the top barriers 
identified in the survey (Figure 5). The significant ad-
ditional effort associated with RSAs was selected as the 
number 1 barrier to the use of RSAs in the United States 
by 33% of respondents and as the number 2 barrier by 
27% of respondents. Inadequate data infrastructure was 
cited as the number 1 barrier by 27% of respondents and 
as the number 2 barrier by 33% of respondents. Other bar-
riers that were selected as one of the top 3 hindrances to 
conducting RSAs in the United States included: federal 
(Medicaid) best price (40% ranked this as one of the top 
3 barriers), significant resources/costs of adjudication 
(40%), challenges in measuring relevant outcomes (27%), 
and difficulty in reaching contractual agreement (27%).

Logistical Considerations
While not necessarily barriers, there were several logisti-

cal challenges highlighted during our interviews that may 
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be a consideration for both payers and pharmaceutical 
companies when evaluating opportunities for RSAs. The 
number of agreements in place with a given payer or for 
a given class of drugs is a key consideration. While payers 
expressed interest in having multiple agreements for com-
peting products, pharmaceutical manufacturers indicated 
this becomes a complex arrangement that they are reluc-
tant to enter. Further, only large payers are likely to have 
the capability for multiple, simultaneous agreements, given 
the burden of negotiation, data collection, monitoring, and 
adjudication of RSAs. Another key consideration is dura-
tion, as payers and manufacturers agree that short-term 

deals are not desirable given the considerable investment 
in evidence development. On the other hand, they state 
that long-term deals are also not desirable given the costs 
and risks involved. Both parties acknowledge that medium-
term deals (18-36 months) are the right balance trading off 
the sizable up-front investment and a preference to execute 
agreements reasonably fast.

What Works
Access to clinical data was stated as a key barrier to the use 

of RSAs; scenarios where clinical data are more readily avail-
able make RSAs more feasible. For instance, interviewees in-

1. Anticipate more agreements with ACOs: look for ways to 
demonstrate that a product reduces costs—eg, second admit—
because there will not be payment for avoidable visits. (Health 
Economics & Outcomes Research Organization, Pharma Company) 

2. RSAs are a way for pharmaceutical companies to show their 
belief in product and commitment to the value they are going 
to bring to patients and payers. (Health Economics & Outcomes 
Research Organization, Pharma Company) 

3. We routinely assess whether an RSA would be useful for every 
product coming through the pipeline. (Health Economics & 
Outcomes Research Organization, Pharma Company)

4. RSAs for products with outcomes that are near-term have 
worked well. US payers are not interested in agreements 
greater than 18-24 months; prefer short time horizons (<12-18 
months). (Health Economics & Outcomes Research Organization, 
Pharma Company)

5. For hepatitis C, we intend to try to put these agreements in place 
for the superior products. There seem to be a couple of front run-
ners. If the other products are without agreements, they will be 
disadvantaged from a coverage perspective. (US Payer)

6. We need the risk-adjustment system over-hauled. Plans with 
sicker patients get more money. Is the government willing to do 
risk adjustment for specialty drugs? Solves the problem of wor-
rying about how many high-risk patients you get. (US Payer) 

7. A lot of these agreements are in process. Currently don’t have 
any agreements in place that are based on medical/clinical 
outcomes, but are working toward agreements of that nature. 
(National Medical Director, US Payer Organization)

8. We have shared savings contracts with device makers in develop-
ment, and have recently implemented coverage with evidence 
development programs for drugs that would otherwise not be 
a covered benefit. Our purpose will be to develop the economic 
data to make a coverage decision in the future. (National Medical 
Director, US Payer Organization)

9. These [RSA] agreements are becoming prevalent. In the small 
molecule area, generics have created a lot of issues for branded 

products because payers have been pretty successful in promot-
ing generics; for this reason, pharmaceutical companies are 
looking for better ways to contract. (National Medical Director, US 
Payer Organization)

10.  “If somebody can help reduce risk, take some of the variability 
out of the equation, or can actually help you manage some of 
those medical costs, then that’s very attractive and that’s more 
attractive than just getting a discount.” (National Medical Director, 
US Payer Organization)

11. “It allows us to actually get experience using the medication or 
our members using the medication but it takes some of the risk 
off us.” (National Medical Director, US Payer Organization) 

12. “With these new regulatory pathways we don’t think that all of 
our questions are getting answered, so a risk-based contract 
for a new pharmaceutical that’s entered through an alternative 
pathway might be a way to get it covered for the pharmaceutical 
firm and a way for us to get experience with it without having 
to take the entire plunge.” (National Medical Director, US Payer 
Organization)

13. In the US market, there is the ability to have differentiated 
prices and to negotiate on a plan-by-plan basis. This is a favor-
able environment for RSAs. (EU Pharma Company)  

14. Medicare 5-star bonus structure is important in this mar-
ket: payers get stars according to meeting different quality 
measures (Medication Possesson Ratio for 3 oral categories: 
hypertension, cholesterol, diabetes). They can receive a signifi-
cant bonus to increase compliance in 3 categories ($14 PMPM). 
Potential win-win-win. Product with ease/convenience, believe 
you can improve compliance significantly. (US PBM)

15. A lot hinges on the Affordable Care Act. “ACOs could evolve 
in an interesting way. If in fact systems of care and payment 
reform change, if the ACO concept catches on, if there are more 
and more integrated delivery networks, risk-bearing entities 
could change the landscape and make risk-sharing a much 
more appealing proposition, particularly if we are able to get 
past some of the constraints from both the compliance side of 
things as well as the best price issues.” (Pricing & Payer Strategy, 
Pharma Company) 

 

ACO indicates accountable care organization; PBM, pharmacy benefit manager; PMPM, per member per month; RSA, risk-sharing agreement.
Text not in quotation marks is a paraphrasing that attempts to capture the spirit of the interviewee’s response to a specific question.

n	 Figure 1. Fifteen Optimistic Comments and Quotes About RSAs
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dicated it may be easier to measure health outcomes for drugs 
that are administered in settings where there are more imme-
diate clinical data available (eg, the hospital setting), where 
drugs are administered in person, or when data are already 
being collected as part of ongoing processes (eg, performance 
measurement via the Healthcare Effectiveness Data and In-
formation Set). Complex outcomes might be more easily mea-
sured where there is an active provider (eg, patient-centered 
medical homes). Similarly, interviewees stated outcomes-

based RSAs can be most successful where the infrastructure 
is robust to collect such data, such as in single payer or closed 
settings including integrated delivery networks. Drug cost as a 
share of total episode cost can also be a factor.

A key success factor is the need for manufacturers to 
understand the amount of risk they are undertaking when 
entering into an RSA. Manufacturers feel they should be 
able to reasonably predict plausible outcomes of the agree-
ment and assess the level of risk; for example, what level 

1. Have had discussions but no deals in place. (Pricing & Payer 
Strategy, Pharma Company)

2. “Payers can be fairly arbitrary—they back-calculate into the re-
bate they want. If you start with that assumption, it’s a slippery 
slope in terms of what construct of a deal makes any clinical 
sense. This is not just a deal to back-calculate the rebate, it’s a 
deal that has to be grounded in evidence, and if in fact your evi-
dence doesn’t fit up with what the payer wants, it’s a challenge.” 
(Pricing & Payer Strategy, Pharma Company) 

3. “It’s a challenge in the US because of some of the same reasons 
as in Europe, and then quite different ones. One of the things 
that transcends all payers is the desire for a more immediate 
rebate or payback, and so it makes risk-sharing less attractive 
because of the somewhat definitionally longer time between 
when they do the deal and when they get their money.” (Pricing & 
Payer Strategy, Pharma Company)

4. Not all payers have the capability to execute these agreements. 
Therefore, it becomes a mixed model where some payers inter-
ested and have the infrastructure to do this, while others con-
tinue to leverage regular reimbursement approaches. (Health 
Economics & Outcomes Research Organization, Pharma Company)

5. There may be more potential in the ACO environment, but it 
will depend on what the ACOs look like and how pharmaceu-
ticals are valued in the context of those organizations. (Health 
Economics & Outcomes Research Organization, Pharma Company) 

6. The only way these will get done in the United States is if pay-
ers grab the ball on this and push it across the goal line. Don’t 
think there is a lot of incentive for manufacturers to truly do this 
the way we’ve been talking about, to want to come to the table 
and truly hold themselves accountable to end points and doing 
what the products say. (US Payer)

7. I have spoken to manufacturers who will agree to an RSA as 
long as patients are compliant on their medicine. Manufactur-
ers don’t get the right to declare that, because that’s a risk we 
need to co-create and co-own. (US Payer)

8. Getting the data is not easy, but it is doable, at least in the 
places where we have integrated medical systems. PDPs, 
drug-only benefits are challenging because don’t have access to 
those data by law. (US Payer) 

9. “A lot of times the Medicaid best price is too high to make the 
risk transfer to them [manufacturers] work. They are not taking 
enough risk in other words.” (National Medical Director, US Payer 
Organization)

10. “The biggest challenge is measuring the outcomes and finding 
a fair way to get to the right outcomes or to make the connec-
tion between the outcome and the pharmaceutical firm.  The 
drug has to be used in the right way and has to be the primary 
determinant of the outcome.” (National Medical Director, US Payer 
Organization)

11. “I think it’s a longer transition than that. There are therapeutic 
areas and drugs where outcomes-based or economic risk-based 
contracts will make sense. And there are some situations in 
which they will make sense for certain kind of providers: ACOs, 
patient-centered medical homes. And there are some situa-
tions—particular drugs or a particular disease state—where 
it’s never going to happen because you really don’t think the 
overall costs are going to change. I don’t think one model is 
going to replace everything.” (National Medical Director, US Payer 
Organization)

12. “The concept of ACOs is having more impact than the ACOs 
themselves. At this point, they are still getting organized. They 
really aren’t spending that much time thinking about pharma-
ceuticals except they want to make sure patients use a lot of 
generics. I think it’s going to be awhile before they really get it 
together and figure out what they want to do in terms of phar-
maceuticals generally. They will be in the same position health 
plans are. It’s not just about managing pharmaceutical costs, 
it’s managing the pharmaceuticals to get the overall costs to the 
right place.” (National Medical Director, US Payer Organization)

13. “If you’re the first out in a new class where there is no competiti-
ion, in the United States you don’t need a risk-sharing agreement 
as long as you have good, comparative data.” (US PBM)

14.  “All this sounds good until you start looking at the real-world 
data and start seeing the real-world implication of this guaran-
tee, what’s the gap we’re trying to solve here and why is it so 
much better with this guarantee.” (US PBM)

15. Currently, ACOs are busy getting established and learning how 
to take risks; it is too early to engage them in RSAs. At this 
point, they are too small and distracted with implementing IT, 
systems, etc. There is potential in 3 to 5 years. (US PBM)

 

ACO indicates accountable care organization; IT, information technology; PDP, prescription drug plan; PBM, pharmacy benefit manager; PMPM, 
per member per month; RSA, risk-sharing agreement.
Text not in quotation marks is a paraphrasing that attempts to capture the spirit of the interviewee’s response to a specific question.

n	 Figure 2. Fifteen Cautious Comments and Quotes About RSAs



VOL. 21, NO. 9 n THE AMERICAN JOURNAL OF MANAGED CARE n	 637

Private Sector RSAs in the United States

1. “Setting up individual agreements with all these individual 
players, and without the benefit of large populations, econom-
ics of scale, or large data sets, it is very difficult to enact a 
financial agreement that makes sense without a straightforward 
rebate. Or if you try to get into the more complicated clinical 
outcomes-based agreements, payers just aren’t sophisticated 
enough at this point to have the kind of databases and track 
and follow patients with enough time to be able to make those 
agreements reasonable. It’s a combination of the fragmentation 
of the market but it’s also a very fluid market as well.” (Pricing, 
Reimbursement & Market Access Organization, Pharma Company)

2. “Pharma doesn’t necessarily want to take on the risk of not nec-
essarily being able to control the way the drugs are being pre-
scribed or used but still be responsible for an outcome.” (Pricing, 
Reimbursement & Market Access Organization, Pharma Company)

3. “For the most part, the US market doesn’t have the level of data 
and the continuity of data to be able to follow through a lot of 
these kinds of agreements in a way that makes pharma not be 
solely responsible for things that are beyond our control.” (Pricing, 
Reimbursement & Market Access Organization, Pharma Company)

4. Have seen some other payers’ agreements. These are interesting 
but didn’t get to the core of outcomes/end points. At a mini-
mum, it is a good marketing strategy from a commercial line of 
business perspective. But didn’t hit the point of talking about 
outcomes or pay for performance. (US Payer)

5. Manufacturers will go to payers from time to time; but the 
complexity involved in these agreements ends up killing the 
conversation. (US Payer)

6. There is a need for government support. For Medicare, if you 
have a specialty tier, can’t take a drug above $600 out of the 
specialty tier. Even without the law, it would not be in the plan’s 
best interest—the government premium is insufficient to allow 
preference for those drugs and the possibility of causing posi-
tive selection such that people taking the high-cost drug will 
pick your plan. (US Payer)

7. There is inertia with manufacturers; they like the theory, but the 
desire to take accountability is limited. (US Payer)

8. Have had a couple of agreements converted from outcomes-
based contract to good rebate because of best price issues. 
(National Medical Director, US Payer Organization) 

9. If you start an RSA with the third drug entering the market, 
you may lose the rebate agreement with first 2 drugs because 
they don’t want to be co-preferred. (US PBM) 

10. There has been a lot of conversation about RSAs, but they are 
not always done or are not published. “I can’t even remember 
not having a conversation in the last 10 years with a manufac-
turer about the notion [of] what could it look like. And then it 
always fell apart when it started getting into the measurement.” 
(US PBM) 

11. “Beyond the basic price protection, etc, if you’re talking more 
complicated financial risk-shares or outcomes-based risk-
shares, very few payers are interested.” (Managed Markets, US 
Pharma)

12. “Because there are so many factors that go into it, it’s very, 
very hard to do an outcomes contract in diabetes or any 
condition that’s multifactorial. You really would need to look at 
conditions where it either works or it doesn’t and there are no 
confounding factors.” (Managed Markets, US Pharma)

13. Payers think access rebates are easier, and there is less work 
for manufacturer and customer. (Managed Markets, US Pharma 
Company)

14. For large PBM customers, their business is predicated on ad-
ministrative fees—they don’t have direct access to medical data 
that is necessary for an outcomes study. For them, the simplest 
model is very transactional. You’re removing a huge chunk 
of US pharmaceutical sales when you take PBMs out of the 
equation—they're at least two-thirds of the business. (Managed 
Markets, US Pharma Company)

15. [ACOs] Make things complicated. There are a number of ACOs 
that contract with the payer to administer their formularies, 
but they take on no risk. Our perspective would be that a direct 
contract with an ACO is outside of the discounts they harbor 
because they are not operating under any risk in terms of the 
pharmacy benefit. (Managed Markets, US Pharma Company)

 

ACO indicates accountable care organization; PBM, pharmacy benefit manager; RSA, risk-sharing agreement.
Text not in quotation marks is a paraphrasing that attempts to capture the spirit of the interviewee’s response to a specific question.

n	 Figure 3. Fifteen Pessimistic Comments and Quotes About RSAs

of compliance is required and to what extent the clinical 
trial population differs from the real-world population.

What Doesn’t Work
There are a few scenarios that are considered prohibi-

tive to successful RSAs. Both parties indicated that trust 
is a critical component of agreements between pharma-
ceutical companies and payers. It is imperative that both 
parties trust the data: clear agreements on data validation 
and analysis are important to create trust in the data.

Certain types of agreements can also be problematic. 
For instance, manufacturers expressed that population-

based agreements are perceived to be risky because there 
are many unknowns around compliance, prescribing, 
and so forth. Manufacturers are reluctant to take on risk 
when they cannot predict how their product will be used 
in the population. Agreements that involve the manufac-
turer paying for nonpharmaceutical costs are difficult to 
execute, as payers do not generally have the systems or 
data to support such agreements. Both parties shy away 
from agreements in disease areas where there are many dif-
ferent treatment paradigms or the relevant outcome is an 
intermediary outcome, because it can be challenging to at-
tribute the outcome to the product in question.



638 n www.ajmc.com n SEPTEMBER 2015

POLICY

DISCUSSION 
Future Prospects: Barriers, Health Reforms, and Policy

This study confirms that very few private sector RSAs 
have been implemented in the United States; while pay-
ers and pharmaceutical companies remain interested 
in these types of agreements, various challenges restrict 
the types of situations in which they can be feasibly em-
ployed. Also, because of the effort required, payer and 
pharmaceutical respondents are less enthusiastic about 
outcomes-based agreements and more optimistic about 
simpler, financial-based agreements.

Although the global growth in RSAs seems to have 
slowed, several countries maintain robust programs, par-
ticularly Italy and Sweden, and interest is growing in Lat-
in America and Asia. There has also been a broad shift 
to financial-based agreements for several reasons. Our re-
search suggests that public payers, especially outside the 
United States, are attracted to making arrangements with 
manufacturers, first and foremost, to obtain an effectively 
lower price in a world where reference pricing and the 
prospect of parallel trade make differential (or tiered) pric-
ing difficult. And, of course, this can benefit patients by 
providing earlier and broader market access. Second, few 
countries have an adequate data infrastructure to operate 
outcomes-based schemes efficiently.

The history of RSAs in the United States is domi-
nated by the Medicare experience with CED. Although 
the interest remains, it seems to have waned. The growth 
in visible private RSAs in the United States seems to 
have stalled, but our interviews suggest growing inter-
est and some new activity. There are multiple barriers in 
the United States—most prominently, the additional ef-
fort needed to negotiate and maintain these agreements 
relative to traditional rebates. The challenge of measuring 
individual-level outcomes in a claims-oriented data infra-
structure makes operationalizing RSAs difficult because of 
the lack of relevant clinical outcomes contained in these 
data. Medicaid best price (and the similar 340B Drug Pric-
ing Program) provisions, which link mandated discounts 
for public sector programs to private sector prices, are 
considered complications, but would seem to be manage-
able in a well-designed contract; notwithstanding, several 
interviewees regarded this as a major barrier. 

If a medicine covered by an RSA does not perform 
as anticipated by the manufacturer and a price discount 
ensues, the reduced prices could be perceived as a new 
best price and made available to all Medicaid purchas-
ers. In the case of Medicare, we were told that provisions 
around the Medicare 5-star rating program, which ties 
payment to achievement of certain quality metrics in 
health plans, have made adherence programs—a kind 
of outcomes-based program—attractive to payers. The 
preference for a short-term horizon of 18 months to 3 
years being the most practicable arrangement in the US 
private health system, because it reduces long-term liabil-
ity for manufacturers and payers, and limits the feasibil-
ity of RSAs in some disease areas. 

Our interviewees were generally pessimistic as to wheth-
er the growth of ACOs would have any positive impact in 
the near term, since many ACOs are in the initial develop-
ment and market experimentation phase11; however, they 
may well bring a new orientation to risk-sharing that will 
support the future development of pharmaceutical RSAs.

The ISPOR PBRSA Task Force emphasized that bet-
ter information about what works in medicine is a global 
public good,1 but it still appears that the RSAs being de-
veloped in the United States will be confidential ones, 
with the knowledge gained only shared inadvertently 
or sporadically, rather than by design. Both payers and 
manufacturers have competitors, and they have some in-
centive to be “free riders” rather than developing innova-
tive pricing schemes that yield knowledge on best medical 
practice. One of our payer interviewees—a national medi-
cal director for a major US payer—made this revealing 
and somewhat encouraging comment:

1. Significant additional effort required to establish/execute 
RSAs (eg, compared to traditional rebates/discounts)

2. Challenges in identifying/defining meaningful outcomes

3. Challenges in measuring relevant real-world outcomes

4. Data infrastructure inadequate for measuring/monitoring 
relevant outcomes

5. Difficulty in reaching contractual agreement (eg, on the 
selection of outcomes, patients, data collection methods)

6. Implications for federal (Medicaid) best price

7. Payer concerns about adverse patient selection

8. Fragmented multi-payer insurance market with and signifi-
cant patient switching among plans

9. Challenges in assessing risk upfront due to uncertainties in 
real-world performance

10. Lack of control over how product will be used

11. Significant resources and/or costs associated with ongoing 
adjudication

RSA indicates risk-sharing agreement.

n	 Figure 4. Potential Barriers to RSA Use in the 
United States
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“If we learn something about a pharma-
ceutical by looking at our own data and we 
decide that we are going to use that infor-
mation to make coverage determinations, 
it is our policy that we make that public 
(publish in a peer-reviewed journal). If the 
coverage decision is based on an economic 
analysis, that may be kept private; how-
ever, if the decision is based on something 
clinical, it has to be available for physi-
cians and patients to evaluate.”

This suggests an important dichotomy 
between clinical and economic evidence, 
though they clearly become related when 
combined in a cost-effectiveness ratio or 
other assessment of value. It is not clear if 
this distinction is sustainable given that the 
recent joint American Heart Association 
and American College of Cardiology Task 
Force on Value and Cost called for consid-
eration of cost-effectiveness in establishing 
clinical treatment guidelines in cardiology.12

The growing emphasis on comparative 
effectiveness research in the United States, 
including the establishment of the Patient-
Centered Outcomes Research Institute,13 
are testimony to the fact that the country 
is investing more in generating real-world 
evidence on clinical outcomes and their re-
lated economic implications. In principle, 
RSAs will generate some of this informa-
tion, but if the results remain confidential, 
the new knowledge will, at best, slowly 
diffuse through a healthcare system that 
aspires to become a “learning healthcare 
system.” This raises the question of the 
need for greater public policy intervention. The follow-
ing question was not part of our remit in this study, but 
we should be asking: Are there other policy tools or in-
centives that could be used to encourage and leverage US 
private sector RSAs to reveal their lessons for the greater 
good of the system and all patients?

Limitations
There are a number of limitations to this study. First, 

there is the possibility that the database reviewed may 
not include the entirety of RSAs due to the confidential 
nature of agreements, resulting in an underestimation of 
the total number of RSAs in the United States. However, 
our interviews did not suggest a significant growth in the 

number of RSAs that would contradict the findings of the 
database review.

Additionally, the interviews and survey had a rela-
tively small sample size, and we leveraged a convenience 
sample for both approaches; as a result, there is the pos-
sibility that our findings may not be generalizable to the 
entire US market. We attempted to mitigate this risk by in-
cluding individuals from a number of organizations that 
might bring varying perspectives. 

Due to the confidential nature of agreements and lim-
ited number of agreements in the United States, we have 
few data points to learn from. Thus, it remains to be seen 
how some of the challenges and opportunities identified 
will be realized in actual practice. 

Significant 
additional effort

Data infrastructure 
inadequate

Medicaid best price

Significant resources/
costs of adjudication

Difficulty in reaching 
contractual agreement

Challenges in measuring 
relevent outcomes

Fragmented, 
multi-payer market

Challenges in identifying/
defining outcomes

Challenges in 
assessing risk upfront

Lack of control over how 
product will be used

Require 3rd party payer; difficult 
to contract directly with providers

0 1 2 3 4 65

Number of Respondents
(n = 15)

#1 Barrier #2 Barrier #3 Barrier

n Figure 5. Survey Findings of Top Barriers to the Use of RSAs in the 
United States

RSA indicates risk-sharing agreement.
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Finally, we sought to assess the potential for increased 
use of RSAs in the United States given the shifting incen-
tives in the healthcare system with healthcare reform and 
the growth of ACOs. However, many of the forthcom-
ing changes have yet to take effect, and until these have 
been fully implemented, it is challenging to assess whether 
RSAs may in fact have a great role in the future. 

CONCLUSIONS
In summary, there is continued and even growing inter-

est on the part of both manufacturers and payers in RSAs 
in the United States. Yet, the number of new agreements 
is still small—mostly exceptional situations. We can ask, 
“What are the necessary conditions for RSA adoption in 
the United States?” and the answer seems to be that more 
robust infrastructure and optimized RSA development 
and monitoring processes are needed. There is a lot of 
talk, but improved data systems and changed incentives 
(via health reform and ACOs) may generate more action.
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eAppendix A.  Interview Guide 
 
Thank you for agreeing to speak with us regarding your experiences with and perspectives on 
risk-sharing agreements (RSAs) for pharmaceuticals and other medical products. Our objective is 
to gain an understanding of the types of agreements that have been used to date, the purpose for 
which these agreements have been employed, what has worked and what hasn’t, and how these 
arrangements are evolving. 
 
We will be taking notes during the interview, and with your permission we would also like to 
record the session.  This helps ensure our notes are accurate and that we capture all of the themes 
that you discuss; all recordings will be deleted after completion of thematic review. You and 
your organization will not be identified with individual responses in any of the public 
presentations that we make about this project. 
 
Questions: 

1. How do you define RSAs? 
 

2. Please describe your experience and/or your organization’s experience with RSAs to 
date.  

 
3. Based on your/your organization’s experience with RSAs: 

a. For what types of medical technologies have RSAs been used (pharmaceuticals, 
biopharmaceuticals, medical devices, diagnostics)? 

b. What types of RSAs are used?  
c. What is the primary goal of the RSAs that have been employed? 
d. Are these arrangements linked to other mechanisms that facilitate the appropriate 

use of the technology (e.g., tiered drug formularies, prior authorization 
requirements)? 

e. How are outcomes selected?  What drives the selection of broad vs. narrow 
outcomes? 

f. What is the timeframe for these arrangements? 
g. Who is responsible for administering these arrangements? 
h. Who initiated these RSAs? 
 

4. How effective have the RSAs you have experience with been? 
a. In your estimation have the arrangements been successful?  
b. What has worked well? 
c. What has not worked well? 
d. What challenges are involved in implementing RSAs? 

 
5. What factors drive the value of a RSA? 

 
6. What time horizon do you consider most meaningful for the implementation of RSAs? 

 
7. What are key considerations when developing an exit strategy for an RSA?   
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8. Do you believe that RSAs have been successful in other organizations?  Why or why not? 
 

9. How do you see the use of RSAs evolving in the future?  Do you think their use will 
increase or decrease? 

a. Globally? 
b. In the U.S.?  

10. Do you have any contacts that you believe it would be useful for us to speak with about 
this topic? 
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eAppendix B. Web Survey  
 
This brief survey is being conducted on behalf of the National Pharmaceutical Council by 
VeriTech Corporation to understand opinions about the use of risk-sharing agreements (RSAs) in 
the United States.  
 
Our objective is to gain an understanding about how these arrangements are evolving and 
expectations for their use in the future. We are specifically interested in the use of these 
agreements in the U.S. private health insurance market.  
 
All responses will be kept confidential, and findings will be reported in aggregate only.  
 
Thank you for your participation! 
 
1. In which segment of the healthcare industry are you currently employed? 
Pharmaceutical/Biotech Company 

o Commercial Payer 
o Government Payer 
o Pharmacy Benefit Manager (PBM) 
o Accountable Care Organization (ACO) 
o Other (please specify) 

 
2. Please indicate whether you have had any direct experience with RSAs. (Select all that apply) 

o Experience assessing the feasibility or potential for RSAs 
o Experience designing RSAs 
o Experience implementing RSAs 
o No direct experience with RSAs 

 
3. Please indicate whether your experience with RSAs has been with pharmaceuticals or medical 
devices. (Select all that apply) 

o Pharmaceutical products 
o Medical devices 
o N/A - I do not have direct experience with RSAs 

 
4. In your opinion, how will the use of financial risk-sharing agreements (RSAs) in the U.S. 
private market change in the next 5-10 years? 

o The use of financial RSAs will grow. 
o The use of financial RSAs will remain constant. 
o The use of financial RSAs will decline. 

 
5. In your opinion, how will the use of outcomes-based risk-sharing agreements (RSAs) in the 
U.S. private market change in the next 5-10 years? 

o The use of outcomes-based RSAs will grow. 
o The use of outcomes-based RSAs will remain constant. 
o The use of outcomes-based RSAs will decline. 
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6. The following factors have been identified as potential barriers to the use of risk-sharing 
agreements. Please rank the extent to which you believe each factor is a barrier to the use of 
RSAs in the U.S. 
 

Not a 
Barrier 

Minimal 
Barrier 

Moderate 
Barrier 

Major 
Barrier 

Almost 
Prohibitive 

Barrier Unsure 

A. Significant 
additional effort 
required to 
establish/execute 
RSAs (e.g., compared 
to traditional 
rebates/discounts) 

¢ ¢ ¢ ¢ ¢ ¢ 

B. Challenges in 
identifying/defining 
meaningful outcomes 

¢ ¢ ¢ ¢ ¢ ¢ 

C. Challenges in 
measuring relevant 
real-world outcomes 

¢ ¢ ¢ ¢ ¢ ¢ 

D. Data infrastructure 
inadequate for 
measuring/monitoring 
relevant outcomes 

¢ ¢ ¢ ¢ ¢ ¢ 

E. Difficulty in 
reaching contractual 
agreement (e.g., on 
the selection of 
outcomes, patients, 
data collection 
methods) 

¢ ¢ ¢ ¢ ¢ ¢ 

F. Implications for 
Medicaid best price ¢ ¢ ¢ ¢ ¢ ¢ 

G. Payer concerns 
about adverse patient 
selection 

¢ ¢ ¢ ¢ ¢ ¢ 

H. Fragmented, 
multi-payer health 
insurance market with 
significant patient 
switching 

¢ ¢ ¢ ¢ ¢ ¢ 
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I. Challenges in 
assessing risk upfront 
due to uncertainties in 
real-world 
performance 

 
¢ 

 
¢ 

 
¢ 

 
¢ 

 
¢ 

 
¢ 

J. Lack of control 
over how product will 
be used 

¢ ¢ ¢ ¢ ¢ ¢ 

K. Significant 
resources and/or costs 
associated with 
ongoing adjudication 

¢ ¢ ¢ ¢ ¢ ¢ 

 
7. If there are additional barriers to the use of risk-sharing agreements in the U.S. private health 
insurance market that were not noted above, please list them below: 
L.   ___________________________________________________  
M.  ___________________________________________________  
N.   ___________________________________________________ 
 
8. Please rank the top 3 barriers to the use of RSAs in the U.S. private market.  
Use the letter associated with each barrier in Questions 6 and 7 to indicate your rankings (e.g., 
enter "A" in the first row if you believe the significant additional effort required to 
establish/execute RSAs is the top barrier). 
#1 Barrier ________ 
#2 Barrier ________ 
#3 Barrier ________ 
 

 
 

 
 




