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Chapter summary

Current statutory provisions limit the flexibility of the Secretary of Health 

and Human Services and the Administrator of CMS to implement innovative 

payment, coverage, and delivery system reform policies in Medicare. A 

range of innovative purchasing policies exists that could be used to improve 

the delivery of health care services, but Medicare has legislative limits that 

constrain it from adopting such policies expeditiously. Furthermore, with 

broader authority to demonstrate (when necessary) and implement policy 

innovations, Medicare may be able to increase its potential to improve quality 

and efficiency in the delivery of health care services to beneficiaries. 

First, we discuss three innovative policies that Medicare lacks clear authority 

to implement and that have the potential to increase the value of the program 

for beneficiaries and taxpayers:

• Reference pricing policies, including least costly alternative 

determinations, under which a single payment is set for clinically 

comparable services. The uncertain legal foundation and two recent court 

decisions limit Medicare to setting the same payment rate for products and 

services that are clinically comparable. 

In this chapter

• Increasing Medicare’s 
flexibility to use selected 
innovative policies

• Enhancing Medicare’s 
research and demonstration 
capacity
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• Performance-based risk-sharing strategies, in which Medicare’s payment is 

linked to beneficiaries’ outcomes through risk-sharing agreements with product 

developers. A change in the law is necessary for Medicare to negotiate with 

product developers. 

• Coverage with evidence development in which CMS requires the collection 

of clinical data as a condition for Medicare payment. Like reference pricing 

policies, the program’s use of this tool has been hampered because its legal 

foundation is unclear.

Next, we examine options for giving the Secretary more flexibility to test and 

implement broader payment policy and health care delivery system improvements 

through the Medicare demonstration process, including a preliminary analysis of 

the significant changes made in this area of the program by the Patient Protection 

and Affordable Care Act of 2010. The Commission has been concerned for 

several years that funding and process constraints on Medicare’s research and 

demonstration capacity have hindered Medicare’s ability to effectively test and 

rapidly disseminate urgently needed policy innovations. This chapter presents 

options and reviews changes made by the new law that are designed to increase 

the Secretary’s flexibility and accountability to implement new policies based on 

empirical evidence to improve the quality of care and reduce the rate of cost growth 

in the traditional fee-for-service Medicare program. ■
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Increasing Medicare’s flexibility to use 
selected innovative policies

Reference pricing, performance-based risk-sharing 
strategies, and coverage with evidence development 
(CED) are three policies health care purchasers can use 
to obtain the best value of services purchased (Figure 
1-1). The three policies have the potential to improve 
payment accuracy and decrease knowledge gaps. In 
addition, they complement the recent federal investment 
in comparative-effectiveness research (CER). Reference 
pricing and performance-based risk-sharing strategies 
use such information in establishing payment for a 
service or product. CER and CED focus on collecting 
real-world clinical evidence that patients, providers, 
and policymakers need to reach better decisions about 
a service’s or product’s effectiveness. Medicare’s use of 
each strategy has been hampered because the program’s 
legal foundation is uncertain or lacking (Table 1-1, p. 6). 
The text box (pp. 8–9) provides four case studies of high-
volume or high-growth services for which health policy 

The Secretary of Health and Human Services and the 
Administrator of CMS often lack the flexibility to 
implement innovative payment, coverage, and delivery 
system reform policies in Medicare. In this chapter, the 
Commission discusses a continuum of approaches for 
giving the Secretary and CMS more flexibility to innovate, 
ranging from applying innovative policies—reference 
pricing, performance-based risk-sharing strategies, and 
coverage with evidence development—to testing health 
care delivery and payment policy improvements, and 
implementing those approaches that prove to be successful 
in the demonstration stage. Furthermore, with broader 
authority to demonstrate (when necessary) and implement 
policy innovations, Medicare may be able to increase its 
potential to improve quality and efficiency in the delivery 
of health care services to beneficiaries. Along with 
increased flexibility, we consider options for increasing the 
program’s accountability for its performance, including 
developing a predictable decision-making framework, 
providing opportunities for public input, and ensuring that 
the program has sufficient resources to carry out the policy 
innovations.

Clinical evidence is focal point for reference pricing, performance-based  
risk-sharing strategies, and coverage with evidence development strategies

Clinical evidence...FIGURE
1-1

Note and Source in InDesign

Payment of clinically similar 
services is set based on the rate 

of the lowest cost service.

Reference pricing

Payment is linked to outcomes or 
the appropriate use of services 
through risk-sharing agreements 

with product developers or 
providers.

Performance-based risk-sharing 
strategies

Prospective data collection can 
take the form of an observational 
study or a randomized clinical 
trial. Registries have sometimes 
been used to collect clinical 

evidence.

Coverage with evidence 
development

Clinical evidence considered 
to set payment

Clinical evidence collected as a 
condition of coverage and payment

Innovative policies

F IguRe
1–1
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The policy’s rationale is that Medicare, beneficiaries, 
and taxpayers should not pay more for a service when a 
similar service can be used to treat the same condition 
and produce the same outcome but at a lower cost. While 
reference pricing strategies establish payment ceilings, 
they do not control the price that product developers can 
set for their items or services. For example, under the LCA 
policy, Medicare’s contractors use the prevailing Medicare 
payment policy to determine Medicare’s payment rate 
for each clinically comparable item or service and then 
set the payment rate for all the items and services based 
on the least costly one. However, a beneficiary can gain 
access to a more costly service if that is his/her preference. 
Specifically, if the physician informs the beneficiary in 
advance and in writing that Medicare is likely to deny 

experts recommended their use individually or in some 
combination to improve Medicare efficiency but have yet 
to be adopted by the program. 

Reference pricing strategies
Medicare’s reference pricing strategies are called the 
least costly alternative (LCA) and functional equivalence 
policies. Both policies achieve the same function—set 
a single payment rate for a group of clinically similar 
services assigned to separate payment codes based on the 
lowest cost item—but are based on a different statutory 
foundation. Medicare also uses a form of reference pricing 
when grouping clinically similar services under a single 
payment code. 

t A B L e
1–1 Legal foundation for use of three innovative policies

Reference pricing
performance-based 
risk-sharing strategies

Coverage with evidence  
development

Statutory	
provisions	cited	
to	implement	
policy

A	LCA	has	been	applied	based	on	authority	
that	“no	payment	may	be	made	under	Part	A	
or	Part	B	for	any	expenses	incurred	for	items	
or	services…which…are	not	reasonable	and	
necessary	for	the	diagnosis	or	treatment	of	
illness	or	injury	or	to	improve	the	functioning	
of	a	malformed	body	member.”*	

The	functional	equivalence	standard	was	
based	on	the	authority	to	make	adjustments	
necessary	to	ensure	equitable	payments	to	
the	transitional	pass-through	payments	of	the	
hospital	outpatient	PPS.**	

None CED	has	been	applied	based	on	the	
Secretary’s	authority	to:	(1)	cover	
items	and	services	that	are	reasonable	
and	necessary;*	and	(2)	“conduct	
and	support	research	[through	the	
AHRQ	administrator]	with	respect	
to	the	outcomes,	effectiveness,	and	
appropriateness	of	health	care	services	
and	procedures	in	order	to	identify	the	
manner	in	which	diseases,	disorders,	
and	other	health	conditions	can	most	
effectively	and	appropriately	be	
prevented,	diagnosed,	treated,	and	
managed	clinically…”***

Medicare’s	
application	of	
policy

Since	the	mid-1990s,	Medicare’s	claims	
processing	contractors	applied	LCA	policies	
within	their	geographic	region	for	durable	
medical	equipment	and	drugs	in	the	local	
coverage	determination	process.	

CMS	applied	the	functional	equivalence	
standard	nationally	during	the	rulemaking	
process	for	two	drugs	paid	under	the	
outpatient	hospital	PPS.

No	known	application	by	
Medicare.

Since	1995,	CMS	has	nationally	applied	
CED	through	the	national	coverage	
determination	process	for	12	services	
using	observational	and	randomized	
research	approaches.	More	recent	
CED	policies	have	required	prospective	
studies	to	address	patient-oriented	health	
outcomes	rather	than	just	changes	in	
physician	guided	management.

Note:	 LCA	(least	costly	alternative),	PPS	(prospective	payment	system),	CED	(coverage	with	evidence	development),	AHRQ	(Agency	for	Healthcare	Research	and	Quality).
	 *Social	Security	Act	section	1862(a)(1)(A).	
	 **Social	Security	Act	section	1833(t)(2)(E).	
	 ***Social	Security	Act	section	1862(a)(1)(E).

Source:	 MedPAC	analysis	of	the	statute	and	information	from	CMS’s	website	at	http://www.cms.hhs.gov/CoverageGenInfo/.
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requiring the program to pay the expenses of items and 
services that are reasonable and necessary (Centers 
for Medicare & Medicaid Services 2010b, Centers for 
Medicare & Medicaid Services 2010d) (Table 1-1). 

Other federal agencies have recommended that Medicare 
apply LCA policies. In 2003, the Office of Inspector 
General (OIG) recommended that CMS encourage all 
Medicare contractors to apply LCA to a drug used to treat 
prostate cancer (Office of Inspector General 2003). In 
another instance, the OIG recommended the use of LCA 
for the payment of semielectric hospital beds (Office of 
Inspector General 2002). As described in the text box (pp. 
8–9), the Congressional Budget Office suggested the use 
of LCA to pay for selected Part B drugs.

Two recent court decisions constrain Medicare’s future 
use of LCA determinations. A beneficiary challenged a 
LCA determination applied to an inhalation drug in U.S. 
District Court, arguing that Medicare law requires that if 
the drug is reasonable and necessary, Medicare must pay 
the statutorily defined payment rate for the drug—106 
percent of the average sales price (ASP). The government 
argued that the reasonable and necessary statutory 
provision is ambiguous and confers great discretion on the 
Secretary and that the LCA policy is permissible because 
the provision explicitly addresses payment and expenses 
(Table 1-1). 

The U.S. District Court agreed with the beneficiary and 
ruled that Medicare can no longer use LCA policies to 
pay for Part B inhalation drugs, asserting that the statute’s 
provision that sets the payment rate for Part B drugs 
based on its ASP precludes Medicare from applying LCA 
policies (U.S. District Court for the District of Columbia 
2008). A December 2009 ruling by the U.S. Court of 
Appeals upheld the lower court’s decision (U.S. Court of 
Appeals 2009). Both court decisions suggest that Medicare 
can use LCA only when statutory provisions that establish 
payment rates specifically allow a LCA approach (Arnold 
& Porter 2010). The Secretary did not ask the D.C. Circuit 
Court to reconsider its decision or seek review by the 
Supreme Court. 

Medicare’s application of a functional equivalence 
standard

Like a LCA determination, the functional equivalence 
standard is a form of reference pricing under which 
payment for clinically comparable services assigned to 
separate payment codes is based on the least costly item. 
Medicare has used the functional equivalence standard 
once to set the payment rates for anti-anemia products. 

payment for the more costly service and if the beneficiary 
signs an advance beneficiary notice for each service, then 
the beneficiary can pay Medicare an additional sum if 
he/she and the physician choose a more costly service 
(Centers for Medicare & Medicaid Services 2010c). Under 
these circumstances, the beneficiary’s liability cannot 
exceed the difference in the Medicare payment between 
the more costly and least costly services (National 
Government Services 2009). 

Medicare’s application of least costly alternative 
determinations

Since the mid-1990s, Medicare’s administrative 
contractors have applied LCA determinations for durable 
medical equipment and drugs in their geographic 
jurisdiction. Although the statutory platform for making 
LCA determinations is based on Medicare’s reasonable 
and necessary authority, the policy affects the payment 
rate of a service or product (Centers for Medicare & 
Medicaid Services 2008). LCA determinations are 
based on the premise that “if two services are clinically 
comparable, then Medicare does not cover the additional 
expense of the more costly service, when this additional 
expense is not attributable to that part of an item or 
service that is medically reasonable and necessary” 
(National Government Services 2009). Examples include 
manual wheelchair bases, power mobility devices, seat 
lift mechanisms, supplies for tracheostomy care, and 
anti-androgen drugs for prostate cancer. However, as this 
report went to press, several contractors have retired the 
LCA policy for anti-androgen drugs for prostate cancer. 
Medicare’s contractors consider exceptions to the LCA if 
documentation of medical necessity is submitted. 

A LCA policy is implemented in a local coverage decision 
(LCD) in which a contractor decides to cover a particular 
item or service in its geographic jurisdiction (Centers 
for Medicare & Medicaid Services 2010b, Centers for 
Medicare & Medicaid Services 2010d). The process 
of developing LCDs is designed to be transparent with 
opportunities for public comment. Contractors must follow 
structured rules, including consulting with physician 
groups, posting the proposed LCD with a comment period, 
and publishing the final version, including the evidence 
used to develop the policy. 

There is no statutory provision giving Medicare specific 
authority to apply LCA determinations nor is there a clear 
statutory provision prohibiting their use. CMS explains in 
its interpretive manuals that Medicare’s authority to apply 
LCA determinations is based on the general provision 



8 Enhanc i ng 	Med i ca r e ’s 	 ab i l i t y 	 t o 	 i n no va t e 	

use of innovative policies might improve the value of Medicare spending and 
create better information 

The following four case studies demonstrate 
products and services for which policy experts 
have proposed using reference pricing and 

coverage with evidence development (CED), but they 
have yet to be adopted by Medicare. 

Case 1: products that treat osteoarthritis

The Congressional Budget Office (CBO) included 
as a policy option use of the least costly alternative 
approach to pay for five products that physicians 
use to treat osteoarthritis of the knee. Although 
each product differs slightly, they are all approved 
by the Food and Drug Administration for the same 
indication—osteoarthritis—and they work through 
the same clinical mechanism. CBO estimated savings 
of about $200 million between 2010 and 2014 and 
almost $500 million between 2010 and 2019 if 
Medicare set the payment for these five products based 
on the lowest priced product (Congressional Budget 
Office 2008). 

CMS currently covers and pays for each product based 
on Medicare’s method for paying for Part B drugs (106 
percent of its average sales price).

Case 2: Wound therapy care

Policy experts have proposed using CED to pay for 
negative pressure wound therapy (NPWT) pumps—
devices used to treat ulcers and wounds (Tunis 
2006). Underlining this proposal is the insufficient 
comparative clinical evidence demonstrating the 
circumstances in which the pumps are better than 
conventional wound care (Samson et al. 2004). 
Medicare’s spending for NPWT pumps is substantial 
and growing: Between 2001 and 2007, spending 
increased by 583 percent to $164 million (Office of 
Inspector General 2009b). 

Policy experts have also proposed changing how 
Medicare pays for the pumps. According to the Office 
of Inspector General (OIG), Medicare’s payment is 
based on the first pump Medicare covered in 2001 
even though newer, less costly pumps have become 
available. A recent assessment concluded that there 

is insufficient evidence demonstrating differences 
between the first and the newer pumps (Agency for 
Healthcare Research and Quality 2009). Considering 
the finding that suppliers were paying on average 
about 20 percent of Medicare’s fee schedule for 
the newer pumps, the OIG recommended applying 
Medicare’s inherent reasonableness authority and 
including the pumps in a competitive bidding program 
(Office of Inspector General 2009b). Reference 
pricing is another alternative that might improve 
program efficiency. 

CMS currently covers this device without any 
requirement to collect clinical evidence, and its 
payment rate remains based on the most costly one.

Case 3: Cardiac computed tomography 
angiography

In 2007, CMS proposed CED for cardiac computed 
tomography (CT) angiography when used to diagnose 
coronary artery disease. This proposal was based on 
the lack of sufficient clinical evidence demonstrating 
that the imaging service improves beneficiaries’ 
health outcomes and was informed by conclusions 
from CMS’s advisory group, the Medicare Evidence 
Development & Coverage Advisory Committee, and 
evidence reviews from the Agency for Healthcare 
Research and Quality and the Blue Cross Blue Shield 
Technology Evaluation Center. After posting a draft 
CED, the agency received public comments that 
overwhelmingly opposed the use of CED, and CMS 
withdrew the CED proposal in 2008. A key argument 
by coverage proponents is that Medicare covers other 
imaging procedures with even less evidence of benefit 
(Redberg and Walsh 2008). 

CMS currently covers cardiac CT angiography without 
any requirement to collect clinical evidence. Medicare’s 
claims contractors determine coverage through the local 
coverage determination process or on a case-by-case 
basis. This service is paid for under the physician fee 
schedule and hospital outpatient prospective payment 
system (PPS).

(continued next page)
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that it did “not expect to make nationally-applicable 
determinations of similarity of drugs or biologicals … 
on a routine basis. We regard this situation as unusual 
distinguished by the very strong similarity of the two 
products and by the size of the potential effects on the 
Medicare program.” 

Because the new biologic lost its eligibility for the 
pass-through payment for new drugs, its payment rate 
declined from $4.74 per microgram (which included the 
pass-through payment) in 2002 to $2.37 per microgram 
(without the pass-through payment) in 2003.3 

While the marketer of the older biologic supported CMS’s 
action, the developer of the new biologic disagreed with 
the agency’s decision, noting its product’s uniqueness 
and differences from the older product (Amgen 2002, 
Keenan et al. 2006). The product developer of the new 
biologic filed suit against CMS’s action, but an appeals 
court dismissed the case, concluding that CMS’s statutory 
rationale for the decision was not subject to judicial review 
(U.S. Court of Appeals 2004). 

Subsequently, the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003 (MMA) 
limited use of the functional equivalence standard. The 
Congress prohibited use of this standard for other drugs 

In 2003, CMS nationally set the payment rate for a new 
biologic (darbepoetin alfa) at the rate of an existing, less 
costly product (epoetin alfa) after concluding that both 
anti-anemia products were clinically comparable because 
they used the same biological mechanism to produce the 
same clinical result—stimulation of the bone marrow to 
produce red blood cells. 

CMS did not initially set the payment rate of the new 
product by using the functional equivalence standard. 
Rather, in the 2003 proposed hospital outpatient 
prospective payment system (PPS) rule, CMS said that it 
would continue the new biologic’s transitional (higher) 
pass-through payments.1 In response, a product developer 
submitted a comment to CMS arguing that because 
both the old and the new biologic are substitutes, they 
should be paid at the same rate (Centers for Medicare & 
Medicaid Services 2002). In the final rule, CMS reviewed 
the clinical evidence and concluded that both biologics 
were functionally equivalent. Noting its authority (under 
section 1833(t)(2)(E)) to adjust outpatient hospital PPS’s 
transitional pass-through payments that the agency 
determines are “necessary to ensure equitable payments,” 
CMS determined that the new biologic should be paid for 
at the same rate as the older one (Centers for Medicare 
& Medicaid Services 2002).2 However, CMS also stated 

use of innovative policies might improve the value of Medicare spending and 
create better information 

Case 4: treatments for localized prostate cancer

One medical society recommended linking coverage 
of proton beam therapy used to treat localized prostate 
cancer to participation in clinical trials because of the 
lack of research demonstrating its net clinical benefit 
compared with other existing treatments, including 
intensity-modulated radiation therapy (IMRT) and 
brachytherapy (American Society for Radiation 
Oncology 2009). There also has been a proposal to 
apply reference pricing. In 2006, a Medicare contractor 
proposed paying for proton beam therapy at the same 
rate as IMRT for some conditions and at the same 
payment rate as conventional radiation for other 
conditions (TrailBlazer Health Enterprises 2006). 
Underlining this proposal was the lack of comparative 
research assessing whether proton beam therapy results 
in better outcomes than other treatments and the wide 
variation in costs, ranging from $820 for outpatient 

surveillance to $20,000 for IMRT and $49,000 for 
proton beam therapy in 2007 (Institute for Clinical and 
Economic Review 2008). 

Local Medicare contractors that currently cover each 
treatment strategy (i.e., brachytherapy, IMRT, and 
proton beam therapy) do so without any requirement 
to collect clinical evidence. The contractor did not 
implement the least costly alternative for proton beam 
therapy. The different treatment strategies are paid for 
under the physician fee schedule and hospital outpatient 
PPS. CMS has announced that it is convening the 
Medicare Evidence Development & Coverage Advisory 
Committee on April 21, 2010, to review evidence 
and public testimony and make recommendations to 
CMS about the sufficiency of evidence on the various 
radiotherapies for localized prostate cancer. ■
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medical professionals.4 In general, both the AMA and 
Medicare assign a unique code for a product or service 
if, in addition to meeting certain other criteria (e.g., 
Food and Drug Administration (FDA) approval), clinical 
evidence suggests that the product or service performs 
a significantly different function than other available 
products and services. 

An example of de facto reference pricing occurred 
between July 1, 2007, and March 31, 2008, when CMS 
established a single payment code for two chemically 
similar drugs used to treat asthma and chronic obstructive 
pulmonary disease—levalbuterol (a single-source drug) 
and albuterol (a multisource drug with generic versions).5 
This de facto reference pricing essentially set the Medicare 
payment amount based on the volume-weighted ASP for 
both products. (CMS made this change to comply with 
provisions of the MMA concerning payment for drugs.) 

Including products with divergent acquisition costs into a 
single payment code could result in Medicare’s payment 
rate not reflecting each product’s acquisition cost. After 
both drugs were included in the same code (in the third 
quarter of 2007), the payment rate for albuterol (the 
multisource product) increased (by 563 percent) while the 
rate for levalbuterol (the single-source product) decreased 
(by 66 percent) (Table 1-2) (Office of Inspector General 
2009a). To address the concern that the payment rate did 
not match each product’s acquisition cost, the Medicare, 
Medicaid and SCHIP Extension Act of 2007 reestablished 

and biologics in the hospital outpatient setting. However, 
the Congress did not preclude the agency from continuing 
to use the policy for the two biologics in the hospital 
outpatient setting or for setting the payment rate the same 
for other clinically comparable services in other settings. 
Medicare continued to use the functional equivalence 
standard in 2004 and 2005. In response to passage of the 
MMA, the payment rate for each biologic was set based 
on 106 percent of its ASP beginning in 2006. 

De facto reference pricing by combining similar 
services in the same payment code 

By grouping clinically similar services in one payment 
code, Medicare is essentially setting payment based on the 
volume-weighted average of the program’s payment for 
these services, which creates incentives for providers to 
furnish the lower priced item. 

Medicare has some but not all responsibility for 
developing and maintaining the standardized codes it 
assigns to pay for medical services and procedures. 
Medicare maintains the coding systems for the program’s 
prospective payment mechanisms, such as the clinical 
categorization system for the inpatient hospital PPS called 
Medicare severity–diagnosis related groups. Both the 
American Medical Association (AMA) and Medicare 
are responsible for the Healthcare Common Procedure 
Coding System, the classification system of services 
and procedures performed by physicians and other 

t A B L e
1–2 Reference pricing by including two products in a single payment code

Coding strategy
2005* 

1st quarter
2006* 

1st quarter
2007* 

2nd quarter
2007** 

3rd quarter
2008*** 

2nd quarter
2009*** 

2nd quarter
2010*** 

1st quarter

Combined	payment	code
Albuterol $0.53
Levalbuterol $0.53

Separate	payment	code
Albuterol $0.07 $0.06 $0.08 $0.04 $0.05 $0.05
Levalbuterol 1.28 1.34 1.54 0.28 0.26 0.20

Note:	 Albuterol	is	unit	dose,	1	milligram.	Levalbuterol	is	unit	dose,	0.5	milligram.		
*Between	the	first	quarter	of	2005	and	the	second	quarter	of	2007,	Medicare	payment	was	based	on	106	percent	of	the	average	sales	price	for	each	drug.	
**Between	the	third	quarter	of	2007	and	the	first	quarter	of	2008,	payment	for	the	single	code	that	included	albuterol	and	levalbuterol	was	based	on	the	volume-
weighted	average	106	percent	average	sales	price	for	both	drugs.		
***Beginning	in	the	second	quarter	of	2008,	payment	for	each	drug	was	based	on	the	lower	of:	(1)	the	volume-weighted	average	of	106	percent	of	the	average	
sales	price	for	both	drugs,	or	(2)	the	payment	rate	based	on	106	percent	of	the	average	sales	price	for	the	specific	drug.	

Source:	 The	Medicare,	Medicaid	and	SCHIP	Extension	Act	of	2007	(section	112(b)(2)),	Office	of	Inspector	General	2009a,	and	information	from	CMS’s	website	at	http://
www.cms.gov/McrPartBDrugAvgSalesPrice/.
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of new compounds, particularly high-priced new products 
(Danzon and Ketcham 2003). However, another study 
reported high availability (exceeding 90 percent) of 249 
drugs in countries that use reference pricing policies to 
a greater (e.g., Germany) and lesser (e.g., United States) 
extent (Danzon and Furukawa 2003). 

Reference pricing generally results in lower prices for 
drugs internationally than in the United States. Using 
International Monetary System data, the U.S. Department 
of Commerce reported that, in 2003, prices for all patented 
drugs were 18 percent to 60 percent lower in Australia, 
Canada, France, Germany, Greece, Japan, Poland, 
Switzerland, and the United Kingdom than in the United 
States (Department of Commerce 2004). However, several 
factors can affect the international comparison of drugs, 
including: (1) changes in currency rates between the year 
the data were published and 2010; and (2) differences in 
the use of patented drugs and their generic counterparts in 
the United States and other countries. 

performance-based risk-sharing strategies 
Performance-based pricing strategies link payment of 
a service or a product to patient outcomes through risk 
sharing with product developers or providers. Examples 
of risk-sharing agreements include linking a product’s 
payment to whether it is used appropriately (e.g., 
according to clinical guidelines) or to clinical outcomes 
(e.g., reduces the occurrence of adverse events or improves 
clinical outcomes). The reward tied to the desirable use 
or outcome could be a higher price, while the penalty for 
undesirable results could be a lower price. Risk-sharing 
agreements have the potential to improve value for payers, 
patients, and product developers. Nonetheless, there is 
limited experience with such sharing strategies and little 
empirical information evaluating their use (Towse and 
Garrison 2010). Although some commercial payers in the 
United States and other countries have begun to use such 
strategies, they have not been applied by Medicare. A 
change in law is necessary for the program to implement 
such strategies. 

In most instances, product developers bear the prelaunch 
risks of developing products; payers bear the postlaunch 
risks of making poor adoption decisions (Garrison et al. 
2007). A product’s price is usually established based on 
the evidence of its clinical effectiveness known prior to 
its launch. Performance-based arrangements shift some of 
the risks to the postlaunch period when more information 
about the clinical effectiveness of the product or service 
becomes available.

separate codes for the products starting in the second 
quarter of 2008 and calculated each product’s payment 
rate based on the lower of: (1) the volume-weighted 
average of 106 percent of the ASP for both drugs, or (2) 
the payment rate based on 106 percent of the ASP for the 
specific drug.

Reactions vary to reference pricing strategies

Proponents of reference pricing argue that it makes 
patients and their providers more sensitive to the relative 
prices of different services and to considering cost when 
choosing among treatment options (Commonwealth 
Fund 2003). They also argue that such policies, if applied 
consistently, could stimulate price competition among 
products and services that are clinically similar. 

The potential fiscal advantage must be weighed against 
several largely unquantified concerns. Some critics argue 
that physicians should be given discretion in selecting 
among clinically comparable services, because the 
effectiveness of those services may vary among patients. 
The literature on the effect on patients’ outcomes when 
reference pricing is used to set the payment rate of drugs 
is mixed. An analysis of 10 studies of reference pricing 
(primarily implemented in Canada) found no evidence 
of adverse effects on health and no clear evidence of 
increased health care utilization (Cochrane 2006).6 By 
contrast, an uncontrolled study found an increase in 
complications when patients switched therapies under a 
system of reference pricing in New Zealand (Thomas and 
Mann 1998). 

Some critics also argue that reference pricing may 
decrease manufacturers’ investment in research and 
development. Manufacturers might shift their research 
toward diseases not currently treated by multiple therapies 
or reduce investment in products that are incremental 
improvements of other products (Farkas and Henske 
2006).7 Proponents of reference pricing policies counter 
that such policies might increase manufacturers’ incentive 
to develop truly innovative products and compare their 
product with other products in the clinical trials they 
sponsor. Policy analysts noted the lack of empirical 
evidence documenting the impact of reference pricing 
policies on the pace of innovation in the drug industry 
(Kanavos and Reinhardt 2003). 

The literature on whether reference pricing may limit the 
availability of medical products and services is mixed. 
For example, one study concluded that reference pricing 
policies of drugs in New Zealand decreased the availability 
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months suggest that fracture rates were consistent with the 
rate experienced in the drug’s clinical trials (Drug Benefit 
News 2009). 

two drugs that treat diabetes 

In 2009, a product developer entered into a contract with 
a payer that links the payment of its two diabetes drugs 
to patients’ overall blood sugar control and adherence 
to therapy. (Cigna, the payer, entered into a risk-sharing 
agreement with Merck, the product developer of sitagliptin 
and sitagliptin plus metformin.) Blood sugar control is 
measured based on hemoglobin A1c levels. (For this 
measure, lower values, associated with a lower risk of 
diabetes complications, are better than higher values.) 
Under the arrangement, the product developer increases 
the discount for both drugs if there is an increase in the 
percentage of patients taking any oral antidiabetic therapy 
who achieve an outcome of a hemoglobin A1c level that is 
less than 8 percent. The product developer also increases 
the payer’s discount based on the percentage of patients 
who adhere to their prescribed regimen. The payer already 
had an active diabetes management program in place 
and collected both pharmacy data and hemoglobin A1c 
laboratory results for internal use, so the agreement’s 
infrastructure was established. 

From the payers’ perspective, this arrangement is 
advantageous because they are provided larger rebates if 
patients adhere to their drug regimen and have hemoglobin 
A1c levels of less than 8 percent. An added benefit is 
that lowering hemoglobin A1c levels reduces or delays 
the risk of developing diabetes-related eye, kidney, and 
nerve disease in people with diabetes. From the product 
developers’ perspective, this arrangement is advantageous 
because it improves the placement of their drugs on the 
payer’s formulary, meaning a lower copayment than for 
some other diabetes drugs (Pollack 2009). The agreement 
also helps increase the product developer’s market share. 

A molecular diagnostic test that predicts the 
likelihood of chemotherapy benefit

A product developer and a large payer developed an 
agreement that links the price of a molecular diagnostic test 
to patients’ subsequent treatment (chemotherapy regimen). 
(United Healthcare, the payer, entered into a risk-sharing 
agreement with Genomic Health, which developed and 
markets Oncotype DX.) The molecular diagnostic test 
helps identify which women with early-stage breast cancer 
are more likely to benefit from adding chemotherapy to 
their hormonal treatment. This test also helps assess the 
likelihood that a woman’s breast cancer will return.

Performance-based strategies might be particularly 
applicable to products and services that are costly and 
have different success rates among subgroups of patients. 
Using such strategies, payers may face less financial risk 
from the treatment of demographically different patient 
groups that were not included in clinical trial testing or did 
not show substantial improvement (Garber and McClellan 
2007). 

For drug manufacturers in particular, risk sharing provides 
a means to offer discounts to payers without lowering the 
list price. From the perspective of a product developer, 
risk sharing offers the possibility of receiving credit for 
attributes of a drug not studied in clinical trials such as 
cost offsets, ease of administration, and adherence (de 
Pouvourville 2006). It also makes a drug’s price more 
predictable for the product developer and offers the 
prospect of future financial rewards while additional 
data are collected postlaunch. On the other hand, it puts 
pressure on product developers to demonstrate that their 
claims are well founded. 

Several case studies illustrate the workings of 
performance-based pricing. In each case, a value-based 
agreement exists between the payer and the product 
developer. These case studies were developed by the 
Center for the Evaluation of Value and Risk in Health 
at the Tufts Medical Center, under contract to the 
Commission (Neumann et al. 2010).

A drug to prevent and treat osteoporosis 

In 2009, two product developers negotiated an agreement 
with a provider-sponsored payer that links the payment 
of their drug, which treats and prevents postmenopausal 
osteoporosis, to the occurrence of nonspinal osteoporotic 
fractures. (Health Alliance, the payer, entered into a risk-
sharing agreement with Procter & Gamble and Sanofi-
Aventis, companies that co-market risedronate sodium.) 
Under this agreement, the payer receives rebates from 
product developers to cover the costs incurred to treat 
fractures if patients adhere to their drug regimen. Product 
developers gain market share when patients adhere to their 
drug regimen. Thus, the payer and product developers 
together share the incentive of encouraging patients’ 
adherence to their drug regimen. Under this agreement, 
the payer placed the drug on a formulary tier with a lower 
copayment than a competing drug. 

To implement this arrangement, pharmacy and medical 
data were used to calculate patient adherence and fracture 
rates. The interim results that were announced after nine 
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CMS’s statutory justification to apply CED has changed 
over time. Initially, CMS (then called the Health Care 
Financing Administration (HCFA)) applied the CED 
concept to the coverage of lung volume reduction surgery 
through its general authority established by §1862(a)(1)
(A) of the Social Security Act, which states that Medicare 
can pay only for services that are reasonable and necessary 
for the diagnosis and treatment of illness and injury. With 
respect to the lung volume reduction surgery, CMS said 
that the surgical procedure would not be reasonable and 
necessary when provided in standard clinical practice 
but would likely “improve health outcomes” when it was 
provided under the carefully structured circumstances 
associated with a clinical trial (Mohr et al. 2010). A similar 
rationale was later used in the coverage decision on the 
use of radiotracer [18F]fluorodeoxyglucose and positron 
emission tomography (FDG–PET) for suspected dementia 
in 2004, the ICD in January 2005, the off-label use of 
oncology drugs in January 2005, and the first draft of the 
CED guidance in April 2005. 

In 2006, CMS revised its statutory justification to apply 
CED. In that year, CMS issued final CED guidance that 
included two different CED tracks: (1) coverage with 
appropriateness determination (CAD), and (2) coverage 
with study participation (CSP). In the guidance document, 
CMS explained that the basis for implementing CAD 
is that a service is reasonable and necessary but that 
additional clinical data that are not routinely available 
on claims are needed to ensure that the service is 
appropriately provided. For services studied under CAD, 
observational registries are usually used to collect clinical 
evidence. 

The statutory authority to apply CSP—which generally 
links coverage to participation in a clinical trial—is 
more complex. CMS explained that its authority to cover 
services using CSP is derived from section 1862(a)(1)(E) 
of the statute that allows Medicare payment for services 
determined by the Agency for Healthcare Research and 
Quality (AHRQ) to reflect the research needs and priorities 
of the Medicare program. Thus, while CMS judges that 
the clinical evidence does not meet the reasonable and 
necessary standard, Medicare coverage may be extended 
to patients enrolled in a clinical research study conducted 
under section 1862(a)(1)(E). This legal rationale has 
increased AHRQ’s role in implementing CED.

Because its statutory foundation to apply CED is unclear, 
Medicare’s use of CED has been hampered and is limited 
(Mohr and Tunis 2010). CED has been used on a case-by-

The agreement links the diagnostic test’s payment to its 
impact on treatment patterns. If patients’ chemotherapy 
usage does not follow the recommendations of the 
diagnostic test, the payer can renegotiate its payment rate 
(Pollack 2007). By using the payer’s claims database, 
treatment patterns are monitored by comparing patients’ 
test results to chemotherapy usage. The payer views the 
arrangement as a success thus far. In the agreement’s first 
year, approximately 15 percent of patients were treated 
contrary to the results of the diagnostic test; in the second 
year, the rate decreased to 6 percent, obviating the need for 
contract renegotiations.

Coverage with evidence development
CED is an approach for health care payers to pay for 
potentially beneficial medical services that lack clear 
evidence showing their clinical effectiveness in specific 
patient populations. Some services diffuse quickly into 
routine medical care with incomplete information about 
their clinical effectiveness.8 Under CED, patients have 
access to medical services while clinical evidence is 
being collected and analyzed. CED’s goal is to reconcile 
the tension between evidence-based policies and being 
responsive to the pressure from product developers, 
providers, and patients to cover new services and new 
indications of existing services (Iglehart 2009, Tunis and 
Pearson 2006). 

Because CED provides Medicare the opportunity to 
generate clinical evidence that otherwise may not have 
been collected, it enables the program to ultimately 
develop better, more evidence-based policies. CED also 
provides an opportunity to collect clinical evidence for 
groups that are often underrepresented in clinical trials, 
including older beneficiaries and minorities. In the 
future, there may be opportunities to more closely align 
Medicare’s CED efforts with the FDA’s postmarket safety 
monitoring efforts (Carino et al. 2006). 

Since 1995, Medicare has applied CED—linked 
Medicare coverage and payment to the collection of 
clinical evidence in the national coverage determination 
process—to 12 services (Table 1-3, p. 14). The design of 
each CED effort has varied, depending on the service and 
the circumstance leading to the CED policy. Some CED 
efforts were designed as randomized trials and compared 
alternative treatment approaches (e.g., lung volume 
reduction surgery compared with medical management) 
while others used an observational approach and collected 
clinical evidence for one medical service (e.g., implantable 
cardioverter defibrillators (ICDs)). 
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develop a proactive mechanism to identify potential CED 
topics (Mohr et al. 2010). Because of the unclear legal 
foundation, there has been uncertainty, in some instances, 
about the circumstances under which Medicare can 
apply CED. This situation is likely to continue to hamper 
Medicare’s ability to implement the policy effectively 
(Mohr and Tunis 2010).

case basis in response to specific circumstances at play in 
each case. In some instances, the lack of clear statutory 
authority has affected the research questions and study 
design of the CED effort and the clinical evidence that 
was collected (Mohr et al. 2010). The absence of a clear 
statutory foundation has affected Medicare’s ability to 

t A B L e
1–3 Medicare’s coverage with evidence development studies

service
Year CeD 
released type of CeD status of CeD effort

Lung	volume	reduction	surgery* 1995 Clinical	trial Publicly	funded	study	completed	and	main	findings	published	
in	2003.	Medicare	revised	its	NCD	to	cover	all	patients	
who	matched	the	characteristics	of	patients	in	the	trial	who	
experienced	a	survival	or	quality-of-life	benefit.

Angioplasty	of	the	carotid	artery	with	
stenting*

2001 Clinical	trial	
and	registry

NINDS	(publicly	funded)	trial	ongoing,	FDA	post-approval	studies	
sponsored	by	product	developers,	and	privately	funded	registries.

FDG–PET	imaging	for	dementia 2004 Clinical	trial Trial	is	ongoing,	beginning	in	2006	under	private	sponsorship.

FDG–PET	imaging	for	cancers 2005 Registry Privately	funded	registry	ongoing.	In	2009,	CMS	removed	the	
clinical	study	requirement	for	CED	for	the	initial	diagnostic	test	
with	PET	for	most	solid	tumor	cancers.	CED	will	be	used	for	PET	
scans	for	subsequent	treatment	strategies.

Implantable	cardioverter	defibrillators 2005 Registry Privately	funded	registry	ongoing.	In	2009,	an	additional	effort	to	
collect	longitudinal	data	received	private	and	public	funding.

Off-label	use	of	colorectal	cancer	
drugs

2005 Clinical	trial NCI	(publicly	funded)	trials:	some	ongoing,	some	completed,	
some	cancelled.

Cochlear	implantation 2005 Clinical	trial Study	not	yet	implemented.	No	source	of	public	or	private	funding	
to	cover	the	trial’s	research	costs	emerged	in	response	to	NCD.

Long-term	oxygen	treatment 2006 Clinical	trial NHLBI	(publicly	funded)	trial	ongoing.

Artificial	heart 2008 Clinical	trial Trial	ongoing.	Manufacturers	provide	funding	for	the	research	
costs.	A	registry	of	the	trial	data	has	received	federal	funding.

Continuous	positive	airway	pressure	
therapy	for	obstructive	sleep	apnea

2008 Clinical	trial Trial	not	yet	implemented.

Pharmacogenomic	testing	for	
warfarin	response

2009 Clinical	trial NHLBI	(publicly	funded)	trials	ongoing.

PET	(sodium-fluoride	18)	to	identify	
bone	metastasis	of	cancer

2010 Clinical	trial Study	begun	or	under	development.

Note:	 CED	(coverage	with	evidence	development),	NCD	(national	coverage	decision),	NINDS	(National	Institute	of	Neurological	Disorders	and	Stroke),	FDA	(Food	and	
Drug	Administration),	FDG–PET	([18F]fluorodeoxyglucose	and	positron	emission	tomography),	NCI	(National	Cancer	Institute),	NHLBI	(National	Heart,	Lung	and	
Blood	Institute).		
*Although	the	framework	to	implement	“coverage	with	evidence	development”	had	yet	to	be	developed,	Medicare	linked	this	service’s	coverage	to	the	collection	of	
clinical	evidence.	

Source:	 Mohr	et	al.	2010,	Tunis	and	Pearson	2006.
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revised its coverage policy to cover all patients who 
matched the characteristics of patients in the trial who 
experienced a survival or quality-of-life benefit. Since 
then, use of this surgery has remained low. 

In a second case, in 2002, CMS released a noncoverage 
decision for FDG–PET in the diagnosis of Alzheimer’s 
disease based on the lack of evidence showing that it 
would improve beneficiaries’ outcomes as well as out of 
concern that approval of this technology would result in 
unnecessary exposure to radiation. For this decision, CMS 
obtained advice from a technology assessment sponsored 
by AHRQ and an expert panel convened by the National 
Institute on Aging. After this noncoverage decision, there 
was considerable pushback from product developers and 
the clinical and patient communities (Tunis and Pearson 
2006). Given the increasing demand from multiple 
stakeholders, the major burden that dementia represents 
to the Medicare population, and the lack of conclusive 
clinical evidence, CMS modified its coverage policy 
and issued a CED policy in 2004 to cover PET imaging 
for patients with suspected early dementia if they are 
enrolled in a large, CMS-approved practical clinical trial. 
Although researchers developed a CED that met CMS’s 
requirements, they could not obtain public or private 
funding. As a next step, the lead researchers asked the nine 
facilities that were originally interested in participating 
in the CED effort to cover their own research costs; 
some declined to do so. Most recently, four facilities are 
participating in the CED effort, although only one of them 
is currently recruiting patients. A total of 17 patients have 
been enrolled to date.

In the third case, in 2005, CMS issued a CED for 
ICDs used to prevent cardiac arrest due to ventricular 
fibrillation.9 (ICDs are devices implanted in a patient’s 
chest; when they detect life-threatening heart rhythms, 
they deliver an electric shock to restore normal rhythm.) 
An observational registry was used for this CED 
application to provide access to ICDs across the Medicare 
population while accumulating large amounts of data for 
use in subgroup analyses. The registry has been funded 
by a combination of hospital fees and grants from device 
companies and payers (Curtis et al. 2009). The American 
College of Cardiology (ACC) operates the ICD registry; 
as of June 2009, hospitals have submitted data on 380,000 
implants to the registry, representing about 90 percent 
of all procedures. Information collected by the registry 
includes the indications for implanting the device, the 
length of the initial hospital stay, physician training and 
specialty, the type of device, and the occurrence of in-

Some stakeholders argue that CED is beyond Medicare’s 
statutory authority (Dahm 2008). Other concerns cited 
by stakeholders include: (1) CED may adversely affect 
manufacturers’ incentive to develop new medical services; 
(2) CED may duplicate or replace FDA’s authority in 
ensuring the safety and efficacy of drugs, biologics, and 
devices; and (3) CED changes Medicare’s threshold for 
coverage. 

Case studies of CeD use in Medicare
Taken together, three case studies show the benefits and 
weaknesses in Medicare’s use of CED. On the plus side, 
they demonstrate that useful clinical evidence can be 
generated at the same time as providing patients access to 
a service and that Medicare can use this evidence to refine 
its coverage policies. On the minus side, the selected cases 
underscore the lack of a well-defined, consistent approach 
to (1) designing CED studies, (2) developing methods, and 
(3) setting a timeline to reevaluate Medicare’s payment 
for the service under study. The Center for Medical 
Technology Policy under contract to the Commission 
developed these case studies (Mohr et al. 2010).

In the first case—the use of lung volume reduction 
surgery for severe emphysema—CMS observed in the 
mid-1990s that the procedure was increasing among 
beneficiaries despite extremely limited clinical evidence 
(Ramsey and Sullivan 2005). The 30-day mortality rates 
following the procedure ranged between 17 percent and 
20 percent. Consequently, CMS, in 1995, issued a national 
coverage decision (NCD) that paid for the surgery only for 
beneficiaries treated according to a National Institutes of 
Health (NIH) clinical trial protocol. 

In response to CMS’s decision, the Congress mandated 
that the agency submit a report that: (1) reviewed the 
treatment of end-stage emphysema and chronic obstructive 
pulmonary disease and the available studies on lung 
volume reduction surgery, and (2) made a recommendation 
about the appropriateness and conditions of Medicare 
coverage for such a procedure. In addition, the Congress 
held a hearing about Medicare’s coverage decision-making 
process and beneficiary access to new technologies. 
Following these congressional activities, in 1997, 17 
research centers began enrolling patients (Ramsey and 
Sullivan 2005). The seven-year trial showed that some 
patients were more likely to die if they underwent surgery 
compared with rehabilitation alone, while others achieved 
a slightly better quality of life or a small survival benefit 
from the surgery (Tunis and Pearson 2006). Medicare 
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policy experts about the use of these policies for specific 
services, CMS has not applied them. Medicare lacks a 
clear legal foundation to implement reference pricing and 
CED, which has hampered the program’s ability to use 
these tools. A change in law is necessary for the program 
to implement performance-based risk-sharing strategies. 

To improve its ability to promote the efficient delivery 
of care, Medicare could be given broader authority to 
implement these innovative policies. Clear statutory 
authority would enable Medicare to develop a more 
systematic approach in applying each strategy. Without 
a change to the statute, the recent two court decisions on 
LCA may impede CMS’s future use of this policy. 

Developing a clear and predictable decision-
making framework; ensuring transparency and 
opportunities for public input

To implement these policies, CMS would need to develop 
a clear and predictable decision-making framework. One 
example is the process (implemented in 2008) by which 
CMS considers changes to the list of compendia that 
identifies medically accepted indications of drugs used 
in anticancer chemotherapeutic regimens. This process, 
started in 2008, was developed based on authority from 
the Deficit Reduction Act of 2005. Each year, beginning 
on January 15, CMS accepts requests from the public for 
compendium changes and, no later than March 15, posts 
the completed requests for public comment. There is a 
30-day public comment period, and CMS posts its final 
decision within 90 days after the close of the comment 
period. CMS has also posted the criteria that it uses in 
evaluating compendium requests. Later in this chapter, 
we discuss the national coverage determination process, 
another example of a transparent and predictable process 
that provides opportunities for public input. 

One issue is whether the process to implement these 
policies should be centralized (implemented nationally by 
CMS officials in Baltimore), decentralized (implemented 
regionally by Medicare’s contractors), or some 
combination of both. For example, reference pricing 
policies have been implemented nationally by CMS and 
regionally by contractors. By contrast, CED has been 
applied nationally, as it is not clear that the statutory 
authority to implement local coverage determinations 
would extend to determinations made under AHRQ’s 
research authority (section 1862(a)(1)(E) of the Social 
Security Act). 

hospital complications. For example, using data from 
the registry, researchers concluded that the risk of in-
hospital procedural complication rates was lower for ICD 
implantations performed by an electrophysiologist than for 
other physician specialty types (Curtis et al. 2009). 

However, the original registry was not designed to 
answer CMS’s questions about beneficiary postdischarge 
outcomes, including use of the ICD to address life-
threatening heart rhythms (i.e., whether the ICD fired) and 
long-term survival. CMS, the ACC, and other stakeholders 
later designed a research effort to collect longitudinal 
firing and survival data over a five-year period; in 2010, 
AHRQ and the ACC agreed to provide $3.5 million to 
fund this effort (Agency for Healthcare Research and 
Quality 2010). The 3.5-year study will follow 3,500 
patients with ICDs to determine how often the devices 
shock (i.e., fire), to establish whether the shocks are 
appropriate, and to identify the patients who are most 
likely to require ICD shocks.

Issues in Medicare’s use of innovative 
policies
To improve Medicare’s flexibility to use reference pricing, 
performance-based risk-sharing strategies, and CED, the 
program would need:

• a clear legal foundation to apply them,

• a transparent process to implement them, and

• sufficient resources to implement them.

The online appendix to this chapter (available at http://
www.medpac.gov) discusses additional policy issues 
associated with implementing each policy. 

Reference pricing and performance-based risk-sharing 
strategies are not the only policies that would promote 
payment accuracy. There are instances in which the 
Secretary lacks authority to make technical changes (in 
a budget-neutral manner) to existing payment methods 
that would improve payment accuracy. The text box 
(opposite page) discusses whether Medicare should have 
more flexibility to maintain existing payment methods or 
whether the Congress should continue mandating changes 
on a case-by-case basis. 

Creating a clear legal foundation 

Over the years, Medicare has had mixed experiences 
in applying reference pricing strategies and CED. As 
mentioned previously, despite recommendations from 
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CMS’s NCD process is an example of an established 
process that is transparent and provides opportunities for 
public input. The NCD process determines whether and 
under what circumstances Medicare will cover and pay for 
an item or service. Over time, CMS has formalized and 
strengthened its analytical processes for developing NCDs, 
which has improved the transparency of the process and 
increased the opportunity for input and participation by 
the public. When CMS decides to develop a national 
coverage policy, the agency provides public notice and 
seeks input from the general public and clinical evidence 
from manufacturers and physicians. For example, after 
CMS posts proposed NCDs, stakeholders may submit 
written comments to the agency. CMS responds to these 
comments in its final NCDs.

Another issue is whether these policies should stem 
from Medicare’s coverage authority or from its payment 
authority. Although LCAs affect pricing, Medicare’s 
authority to implement them currently stems from its 
coverage authority (Table 1-1, p. 6). Likewise, Medicare’s 
authority to implement CED partly stems from its 
coverage authority (as well as AHRQ’s research authority). 
For example, Medicare might implement CED more easily 
if the program had authority to modify payment while the 
collection of clinical evidence was under way. 

Ensuring transparency and a process for public input 
would be key if the Secretary and CMS administrator were 
given flexibility to establish one or all of these strategies. 
Options for ensuring transparency include consulting with 
the public issue by issue or establishing an advisory group. 

Medicare’s flexibility to maintain existing payment methods

In some instances, a change in law is necessary for 
Medicare to ensure payment accuracy. At issue 
is whether Medicare should have more flexibility 

to maintain existing payment methods or whether the 
Congress should continue mandating changes on a 
case-by-case basis. 

To maintain the payment accuracy of existing payment 
methods, the Secretary and CMS administrator often 
need authority from the Congress to make technical 
changes in a budget-neutral manner. For example, 
without a change in law, CMS cannot develop an 
outlier policy for the skilled nursing facility prospective 
payment system. Such a policy, implemented budget 
neutral, would improve payment accuracy by defraying 
the exceptionally high cost of care for some patients. 

The Secretary also cannot maintain payment methods 
when the provisions of the law are very detailed. 
For example, in 1993, the statute named three drug 
references (compendia) for the Secretary to consult in 
determining medically accepted indications of cancer 
drugs. Over time, only one of these statutorily named 
compendia was still published. The Secretary could 
not add new compendia until the Congress, through 
the Deficit Reduction Act of 2005, gave the Secretary 
the authority to do so. With the statutory authority, the 
Secretary, in 2008, implemented a well-defined process, 

which includes opportunities for public comment, for 
revising the list of compendia. 

Medicare lacks the flexibility to implement policies that 
pay providers according to their quality or efficiency. 
As a general rule, providers’ payment rates must be 
applied uniformly across the country. Providers meeting 
basic conditions of participation cannot be prohibited 
from billing for covered services. It was necessary 
for the Congress, through the Patient Protection and 
Affordable Care Act of 2010, to give authority to the 
Secretary to implement a pay-for-performance program 
for acute care inpatient hospitals beginning in fiscal 
year 2013 and pilot pay-for-performance programs for 
psychiatric, long-term care, and rehabilitation hospitals; 
hospice programs; and cancer hospitals exempt from 
the inpatient hospital prospective payment system. In 
addition, the law gives the Secretary the flexibility to 
expand these pilot programs if she determines that they 
reduce spending and improve quality. 

Along with flexibility to maintain payment methods, 
it is reasonable to consider options for ensuring the 
program’s accountability. As we discuss in this section, 
added flexibility to make technical changes to existing 
payment methods would need to be coupled with 
establishment of a predictable and transparent process 
by Medicare to implement such changes. ■
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CMS administrators have pointed out the following 
funding issues for several years: (1) a persistent mismatch 
between appropriated dollars for program administration 
and agency responsibilities (e.g., implementing the 
Balanced Budget Act of 1997 (BBA) and the MMA); 
(2) requirements to conduct congressionally mandated 
projects, which may require diverting limited discretionary 
resources from other efforts; and (3) competition for 
funding with other Department of Health and Human 
Services (HHS) programs, such as funding for NIH, 
during the annual President’s Budget and congressional 
appropriations processes (Butler et al. 1999, Iglehart 2009, 
Wilensky and Vladeck 2009).

enhancing Medicare’s research and 
demonstration capacity

The Medicare program has used research and 
demonstrations for decades to test the conceptual and 
operational feasibility of new payment policies and 
health care service delivery models. Over the last several 
years, the Commission and other observers have noted a 
growing disconnect between Medicare’s urgent need to 
implement payment and service delivery innovations and 
the program’s limited ability to research, test, and evaluate 
demonstrations that provide the information policymakers 
need to implement effective policy changes program wide. 

The Commission most recently expressed its concerns 
about the pace of Medicare’s demonstrations in a mandated 
report to the Congress on improving Medicare chronic care 
demonstration programs (Medicare Payment Advisory 
Commission 2009). Its analysis of four recent Medicare 
demonstrations suggested several larger issues with the 
structure and funding of research and development in 
Medicare, including: very low levels of funding for research, 
demonstrations, and evaluations relative to the overall size 
of the program; constraints on CMS’s ability to redeploy 
research and demonstration funding as the program’s needs 
change; and the existence of time-consuming and resource-
intensive administrative requirements in the executive 
branch demonstration review process. 

The Congress has recently acted to address many of these 
issues in the Patient Protection and Affordable Care Act 
of 2010 (PPACA), enacted on March 23, 2010 (Public 
Law No. 111-148). The PPACA authorizes the creation 
of a Center for Medicare and Medicaid Innovation (CMI) 

An example of a way for CMS to gain technical expertise 
from the public is the Medicare Evidence Development 
& Coverage Advisory Committee (MedCAC) (originally 
named the Medicare Coverage Advisory Committee). 
Established in 1998, it is a 100-member panel that provides 
independent guidance and expert technical advice to CMS 
on specific clinical topics considered in the NCD process. 
This advisory group convenes meetings open to the public 
in which it evaluates medical literature and technology 
assessments and examines data and information on the 
effectiveness and appropriateness of medical items and 
services that are covered under Medicare or that may 
be eligible for coverage under Medicare. The MedCAC 
judges the strength of the available evidence and makes 
recommendations to CMS on the sufficiency of evidence to 
answer specific questions. 

Establishing a committee consisting of interested 
stakeholders would be another way to provide 
opportunities for public input. In its 2011 budget 
request, AHRQ included funding an effort that would 
comprehensively engage stakeholders. In the United 
Kingdom, since 2002, a Citizens Council composed of 
30 members of the public convenes twice per year and 
provides advice to the National Institute for Health and 
Clinical Excellence, an agency that provides guidance to 
the United Kingdom’s National Health Service on public 
health, health technologies, and clinical practice. 

ensuring sufficient resources

CMS would require additional resources to develop the 
infrastructure, establish and maintain the administrative 
processes, and hire individuals with expertise in 
developing and managing such policies. For example, even 
with specific statutory authority, CMS lacks sufficient 
funding to sustain a well-articulated CED approach. For 
CED to be successful, CMS needs the necessary funds to 
establish a well-articulated process to identify services to 
study under CED and to implement well-designed studies. 

As we also discuss later in this chapter, some observers 
argue that CMS’s administrative resources are not 
commensurate with its current responsibilities, let 
alone new ones, and that the mismatch between the 
agency’s administrative capacity and its mandate has 
grown enormously over the past two decades. In the 
federal budget, spending for Medicare administrative 
activities—with the exception of antifraud and quality 
improvement activities—is discretionary, determined by 
the annual appropriations process, while spending for 
Medicare (entitlement) benefits is mandatory. Former 
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than a decade in some cases—when the time for design, 
review and approval, solicitation of participants, operation, 
and evaluation is taken into account (the demonstration 
process is described in more detail below). Demonstrations 
most often involve testing payment policy innovations—
that is, paying for Medicare-covered services in a different 
way than under traditional fee-for-service Medicare. Some 
projects also involve paying for items or services not 
otherwise paid for by Medicare or allowing health care 
providers not otherwise providing a particular Medicare-
covered service to do so.

Ideally, demonstrations allow CMS to gain practical 
operational experience with policy changes in a controlled 
manner that provides statistically reliable and valid data 
with which to evaluate the quality and cost impacts of 
the policy and delivery system changes being tested. 
In practice, however, many demonstrations either are 
too small, in terms of the size of the population in the 
experimental and control groups, or have effects that are 
too subtle to produce results with a reasonable degree of 
statistical confidence and that can be relied on to make 
decisions about broader policy implementation.11 On 
the other hand, even demonstrations that do not yield 
actionable policy information can give CMS useful 
operational experience and knowledge that can inform the 
administration of subsequent demonstrations or program-
wide implementation of a policy if it proceeds to that 
step. Successful demonstrations have led to several of the 
most significant changes in Medicare policy over the past 
30 years, including the inpatient PPS; the skilled nursing 
facility and home health PPSs; aspects of the Medicare 
managed care program, including preferred provider 
organizations and special needs plans; durable medical 
equipment competitive bidding; programs to improve care 
for dual-eligible beneficiaries, such as the Program for All-
Inclusive Care for the Elderly and social health maintenance 
organizations; and the hospice benefit (Cassidy 2008).

overview of the Medicare demonstration 
process 
The process of initiating, designing, implementing, and 
evaluating a Medicare demonstration is highly complex, 
involving multiple stakeholders within the legislative and 
executive branches of the federal government, providers, 
beneficiaries, and research institutions (both private and 
academic). In many ways, each Medicare demonstration 
is a microcosm of the policy and implementation 
complexities of the larger Medicare program (Kuhn 2008). 
The following section describes each of the major steps in 
the current demonstration process.

within CMS no later than January 1, 2011; specifies 
several changes in the demonstration approval and 
implementation process; authorizes new funding for 
CMS to carry out demonstrations; and creates a process 
by which the Secretary may expand successful policy 
innovations under certain circumstances without seeking 
further congressional approval (see text box, pp. 20–21, 
for more detail). Throughout this section of the chapter, we 
discuss our initial analysis of the impact the CMI will have 
on the research and demonstration issues the Commission 
has been examining, and we note areas for potential 
further analysis as the new law is implemented.

Commissioners also have raised concerns about the 
level of Medicare resources allocated for health services 
research activities, such as funding and staffing for 
intramural and extramural research projects and to 
revamp the agency’s data infrastructure to provide 
external researchers with timely access to program 
and demonstration data. Until relatively recently, 
Medicare devoted at least a portion of its research and 
demonstrations budget and staff to data-driven research 
projects that informed demonstration designs and 
development of payment policy reform ideas. It remains 
to be seen whether and to what extent the significant new 
resources appropriated for the new CMI may be used to 
support fundamental research activities.

Background on research and 
demonstrations
Within the Medicare program, research generally 
refers to data-driven analyses that are designed to 
suggest policy options for further exploration.10 A 
demonstration is applied research; it changes how 
Medicare operates in a limited geographic area or for a 
particular group of beneficiaries. Medicare’s research 
and demonstration activities are connected in that 
demonstrations usually require research to support 
their development and to evaluate their results. Before 
implementing a demonstration, CMS uses research to 
develop and test the demonstration methodology and 
the performance measures to be used in the evaluation. 
After a demonstration is completed, a formal evaluation 
is conducted to determine whether the demonstration’s 
interventions had any observable effects on the use, costs, 
and quality of care (Cassidy 2008).

Demonstrations by design are time limited. Most 
demonstrations have an operational phase that typically 
lasts from three to five years, but the entire demonstration 
process usually takes considerably longer than that—more 
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Congressional initiation of demonstrations The Congress 
may mandate particular demonstration projects or 
research studies when it enacts legislation, typically 
in a bill that incorporates more extensive changes to 
the program (e.g., the MMA, which mandated 14 new 
demonstrations). Because the authorization language for 
most demonstrations specifies that their implementation 
must be budget neutral, the provisions typically are scored 
by the Congressional Budget Office as not increasing the 
cost of the overall bill and, therefore, few if any budgetary 
concerns are raised.

Initiation of demonstrations 

Both the Congress and HHS (typically through CMS) may 
initiate Medicare demonstration projects. The distribution 
of congressionally mandated and HHS-initiated projects 
has varied over time. In the early 1980s, few projects were 
mandated by the Congress, but this situation changed 
over the next decade and congressionally mandated 
demonstrations became the majority (Cassidy 2008). As of 
April 2010, just over half (17 of 31) of the currently active 
or upcoming Medicare demonstrations were mandated by 
the Congress (Table 1-4, p. 22).

Center for Medicare and Medicaid Innovation authorized by the patient protection 
and Affordable Care Act of 2010

The Patient Protection and Affordable Care Act of 
2010 (Public Law 111–148), enacted on March 
23, 2010, creates the Center for Medicare and 

Medicaid Innovation (CMI) within CMS and directs 
the Secretary to begin the CMI’s operations not later 
than January 1, 2011 (§3021 as amended by §10306). 
The new law makes a number of significant changes 
that will affect the scope, budget, and process by which 
Medicare tests, evaluates, and expands payment and 
delivery system reform policies:

• Creates the CMI “to test innovative payment 
and service delivery models to reduce program 
expenditures under [Medicare and Medicaid] while 
preserving or enhancing the quality of care furnished 
to individuals under such titles. In selecting such 
models, the Secretary shall give preference to 
models that also improve the coordination, quality, 
and efficiency of health care services furnished to” 
Medicare or Medicaid beneficiaries or beneficiaries 
of both programs (i.e., dual eligibles). 

• Directs CMS to “consult representatives of relevant 
Federal agencies, and clinical and analytical 
experts with expertise in medicine and health care 
management” when operating the CMI.

• Directs the Secretary to select models for testing 
under the CMI “where the Secretary determines 

that there is evidence that the model addresses a 
defined population for which there are deficits in 
care leading to poor clinical outcomes or potentially 
avoidable expenditures. The Secretary shall focus 
on models expected to reduce program costs under 
[Medicare or Medicaid or both] while preserving or 
enhancing the quality of care received by individuals 
receiving benefits under” the program(s). The law 
includes a list of 20 models that may be tested, but 
the Secretary is not limited to this list. There also 
are eight general criteria that the Secretary must 
consider when selecting models to be tested.

• Prohibits the Secretary from requiring, as a 
condition of initiating a test, that a model be budget 
neutral during its initial implementation phase. 
However, the Secretary is required to modify or 
terminate a test unless she determines (after an 
unspecified amount of elapsed implementation time) 
that quality of care will increase without an increase 
in program spending, will reduce spending without 
reducing the quality of care, or will reduce spending 
and increase quality. The CMS chief actuary must 
certify the spending determination.

• Allows the Secretary to waive any provision of Title 
11 and Title 18 of the Social Security Act as necessary 
for testing models under the CMI. Title 11 includes 
the federal anti-kickback statute and provider self-

(continued next page)
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The Congress also may act to extend projects beyond 
their original planned timeframe, particularly when a 
demonstration enjoys strong support from the providers 
or beneficiaries involved, but expansion of the concept 
being tested is unlikely (e.g., because savings goals 
were not reached). An example is the Municipal Health 
Services Demonstration, which was initiated in 1978 and 
repeatedly extended by the Congress until it ended in 
2006, well beyond its originally planned timeframe of five 
years (Cassidy 2008). This demonstration was designed 
to test the effects of increased utilization of municipal 

The Congress may also influence the selection and 
implementation of demonstration projects through 
the annual appropriations process. The appropriations 
committees may indicate their support for specific projects 
in the conference report accompanying the Labor, HHS, 
and Education Appropriations bill. Appropriators also have 
been specific in identifying and in some cases allocating 
exact funding amounts for their preferred projects. 
Appropriations bills have also included language that 
prohibits CMS from spending money to implement certain 
demonstrations, thereby delaying or possibly ending a 
demonstration (Cassidy 2008).

Center for Medicare and Medicaid Innovation authorized by the patient protection 
and Affordable Care Act of 2010

referral prohibitions (the Stark law); thus, the ability 
of the Secretary to waive these provisions would 
allow testing of payment models that included shared 
accountability arrangements (also called gainsharing) 
between participating providers, such as hospitals 
and physicians. Title 18 includes Medicare’s fee-for-
service payment and benefit coverage policies, which 
the Secretary may waive to test alternative provider 
payment models and coverage of otherwise non-
covered benefits or services.

• Exempts from Paperwork Reduction Act review the 
testing, evaluation, or expansion of models under the 
CMI.

• Requires the Secretary to evaluate each model 
tested under the CMI. Each evaluation must 
include an analysis of the quality of care (including 
measurement of patient-level outcomes and patient-
centeredness criteria) and changes in spending 
attributable to the model. Evaluations must be made 
“available to the public in a timely fashion.”

• Allows the Secretary to expand, through rulemaking, 
the duration and the scope of a model that is being 
tested under the CMI, including implementation on a 
nationwide basis, if the following criteria are satisfied:

• the Secretary determines that the expansion is 
expected to reduce spending without reducing 

the quality of care, or improve quality without 
increasing spending;

• the CMS chief actuary certifies that the 
expansion would reduce or not increase net 
program spending; and

• the Secretary determines that an expansion 
“would not deny or limit the coverage or 
provision of benefits” for beneficiaries.

• Directs the Secretary to “focus on models and 
demonstration projects that improve the quality of 
patient care and reduce spending” when determining 
which models or demonstration projects to expand.

• Appropriates $5 million for CMI activities for fiscal 
year 2010, $10 billion for CMI activities initiated in 
fiscal years 2011 through 2019, and $10 billion for 
each subsequent 10-year fiscal period (beginning 
with the 10-year fiscal period starting in fiscal year 
2020). Directs that not less than $25 million of the 
amounts so appropriated “shall be made available 
each such fiscal year to design, implement, and 
evaluate models” under the CMI.

• Directs the Secretary to submit a report to the 
Congress on the CMI’s activities in 2012 and not 
less than once every other year thereafter. ■
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t A B L e
1–4 Active or upcoming Medicare demonstrations, April 2010

Demonstration project name Year Initiated by:

Medicare	Physician	Group	Practice	Demonstration 2000 Congress	(BIPA	2000)

Informatics	for	Diabetes	Education	and	Telemedicine	Demonstration	Project 2000 Congress	(multiple	acts)

Private,	For-Profit	Demo	Project	for	the	Program	of	All-Inclusive	Care	for	the	Elderly 2001 Congress	(BBA	1997)

Medicare	Coordinated	Care	Demonstration 2001 Congress	(BBA	1997)

Demonstrations	Serving	Those	Dually-Eligible	for	Medicare	&	Medicaid 2002 HHS

ESRD	Disease	Management	Demonstration 2003 HHS

Premier	Hospital	Quality	Incentive	Demonstration 2003 HHS

Demonstration	Project	for	Consumer-Directed	Chronic	Outpatient	Services 2003 Congress	(MMA	2003)

Rural	Community	Hospital	Demonstration	Program 2004 Congress	(MMA	2003)

Frequent	Hemodialysis	Network	Clinical	Trials 2005 HHS

Care	Management	for	High-Cost	Beneficiaries	Demonstration 2005 HHS

Cancer	Prevention	and	Treatment	Demonstration	for	Ethnic	and	Racial	Minorities 2005 Congress	(BIPA	2000)

Rural	Hospice	Demonstration 2005 Congress	(MMA	2003)

Demonstration	Project	for	Medical	Adult	Day	Care	Services 2005 Congress	(MMA	2003)

MMA	646:	Medicare	Health	Care	Quality	Demonstration	Program 2005 Congress	(MMA	2003)

Senior	Risk	Reduction	Program 2006 HHS

Medicare	Low	Vision	Rehabilitation	Demonstration 2006 HHS

Post	Acute	Care	Payment	Reform	Demonstration 2006 Congress	(DRA	2005)

DRA	5007	Medicare	Hospital	Gainsharing	Demonstration 2006 Congress	(DRA	2005)

MMA	Section	646	Physician	Hospital	Collaboration	Demonstration 2006 Congress	(MMA	2003)

Frontier	Extended	Stay	Clinic	Demonstration 2006 Congress	(MMA	2003)

Medicare	Care	Management	Performance	Demonstration 2006 Congress	(MMA	2003)

Home	Health	Pay	for	Performance	Demonstration 2007 HHS

Medicare	Part	D	Payment	Demonstration 2007 HHS

Electronic	Health	Records	Demonstration 2008 HHS

Nursing	Home	Value-Based	Purchasing 2009 HHS

Medicare	Acute	Care	Episode	Demonstration 2009 HHS

FQHC	Advanced	Primary	Care	Practice	Demonstration 2010 HHS

Multi-payer	Advanced	Primary	Care	Initiative 2010 HHS

Medicare	Imaging	Demonstration 2010 Congress	(MIPPA	2008)

Medicare	Enrollment	Demonstration 2011 Congress	(BBA	1997)

Note:	 BIPA	(Benefits	Improvement	and	Protection	Act	of	2000),	BBA	(Balanced	Budget	Act	of	1997),	HHS	(Department	of	Health	and	Human	Services),	ESRD	(end-stage	
renal	disease),	MMA	(Medicare	Prescription	Drug,	Improvement,	and	Modernization	Act	of	2003),	DRA	(Deficit	Reduction	Act	of	2005),	FQHC	(Federally	Qualified	
Health	Center),	MIPPA	(Medicare	Improvements	for	Patients	and	Providers	Act	of	2008).

Source:	MedPAC	analysis	of	CMS,	“Demonstration	Projects	and	Evaluation	Reports:	Medicare	Demonstrations”	(www.cms.hhs.gov/DemoProjectsEvalRpts/MD/list.
asp#TopOfPage),	April	23,	2010.
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CMS is using Section 402 authority to test the feasibility 
of bundled hospital and physician payments for certain 
types of acute care episodes; pay-for-performance policies 
for inpatient hospitals, skilled nursing facilities, and home 
health agencies; payments for care management programs 
serving high-cost beneficiaries with multiple chronic 
conditions; and Medicare participation with private payers 
in primary care medical home programs. All of these 
initiatives could yield insights into program and policy 
innovations for which the Commission has expressed 
support in past reports. 

However, the Commission and other observers also have 
raised questions about the Secretary’s use of the Section 
402 demonstration authority to implement national 
payment policy changes for certain services or providers, 
such as ongoing demonstrations affecting Medicare Part D 
enrollees who also are eligible for the Part D low-income 
subsidy program, or to make supplemental payments to 
oncologists who were affected by reduced payments for 
Part B–covered drugs (Cassidy 2008, Medicare Payment 
Advisory Commission 2006). 

Administration of demonstrations 

The current process of designing and implementing 
demonstrations typically takes several years to complete. 
The major steps in the process are outlined in Figure 1-2 
(p. 26). 

The administration of Medicare demonstration projects 
is handled primarily by the CMS Office of Research, 
Development, and Information (ORDI). After a 
demonstration concept has been initiated by the Congress 
or the agency, the demonstration design is developed by 
ORDI staff and CMS staff from other parts of the agency 
as needed (e.g., information technology and fee-for-
service operations staff), in some cases with input from 
outside experts on the relevant subject. The external input 
may be through informal consultation, advisory panels, 
or a formal federal contract for development design. The 
demonstration’s design must anticipate and incorporate 
the data needs of the project’s eventual evaluation as well 
as address how Medicare claims processing systems will 
be able to identify and correctly process claims under the 
demonstration model. 

Next, CMS staff and policy officials must work with 
HHS and Office of Management and Budget (OMB) staff 
and policy officials to gain approval for the proposed 
design. The HHS Office of the Assistant Secretary for 
Financial Resources, Office of the Assistant Secretary for 

health centers in four cities by eliminating coinsurance 
and deductibles for beneficiaries who received care at the 
participating sites, expanding the range of covered services 
offered there (e.g., vision and dental care and prescription 
drugs), and paying the cities the full cost of delivering 
services at the centers. An evaluation of the cost-
effectiveness of the demonstration indicated that a large 
proportion of the increase in program costs was caused by 
the rise in the use of services such as prescription drugs, 
dental care, and vision care and that these costs were not 
offset by decreases in emergency room and hospital usage 
(Centers for Medicare & Medicaid Services 2007).

At the other extreme, the Congress has adopted 
approaches being tested under demonstrations before 
those demonstrations have even been fully operational, 
much less evaluated. For example, the Medicare Choices 
Demonstration tested methods for offering new types of 
managed care products under Medicare and alternative 
risk-based payments for managed care. The earliest 
enrollment in a plan under the demonstration was in 
February 1997, with most enrollment beginning in spring 
and summer of that year. However, when the Congress 
passed the BBA in August 1997, it adopted for the larger 
Medicare managed care program some of the methods 
being tested under the Medicare Choices Demonstration 
(Cassidy 2008), such as preferred provider organizations. 
Similarly, the Congress authorized the addition of a 
hospice benefit to Medicare in the Tax Equity and Fiscal 
Responsibility Act of 1982, only two years after HCFA 
initiated a hospice demonstration in 1980 (Davis 1988).

hhs initiation of demonstrations The Secretary of HHS 
has authority to initiate demonstration projects under 
Section 402 of the Social Security Amendments of 1967 
(see text box, pp. 24–25). For more than 40 years, this law 
has authorized the Secretary to conduct demonstrations 
that change current Medicare payment policy. This 
authority generally has been interpreted to limit agency-
initiated demonstrations to changes in Medicare payment 
policy, such as paying providers for services not otherwise 
covered by Medicare at the time of the demonstration 
(e.g., care coordination services, remote monitoring, 
or hospice services before hospice became a covered 
benefit), or to experiment with changing the basis of 
provider payments, such as PPSs, bundled payments, or 
basing a portion of payments on improvements in quality. 
Such changes must not decrease the quality of care for 
beneficiaries.
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the requirements of the demonstration. Demonstrations 
mandated by the Congress may have specific requirements 
for the types or geographic distribution of the providers 
selected to participate. For example, the section of 
the BBA authorizing the Medicare Coordinated Care 
Demonstration (MCCD) specifically required the 
Secretary to “implement at least 9 demonstration projects, 
including—

(A) 5 projects in urban areas;

(B) 3 projects in rural areas; and

(C) 1 project within the District of Columbia which is 
operated by a nonprofit academic medical center 
that maintains a National Cancer Institute certified 
comprehensive cancer center.” (Balanced Budget 
Act of 1997 §4016(b)(2))

Once sites have been selected and contracts with each of 
them negotiated, the sites are given sufficient lead time to 
prepare operationally for implementing the demonstration 
protocol. 

Planning and Evaluation, and the Office of the Secretary 
are involved in reviewing and requesting modifications to 
the demonstration design. The OMB review includes the 
Office for Intergovernmental and Regulatory Affairs—
which is responsible for enforcing the Paperwork 
Reduction Act (PRA) and therefore, until enactment of 
the PPACA, reviewed all proposed information collection 
activities for a demonstration—and the Health Division, 
which is responsible for reviewing and approving each 
demonstration’s budget-neutrality analysis. According 
to CMS staff, negotiations with OMB on occasion have 
increased the length of the demonstration approval process 
by six to nine months (Magno 2010).

Once a project is cleared internally within the executive 
branch, CMS issues a public notification and requests 
participants for the demonstration by publishing a notice 
in the Federal Register, issuing a press release, conducting 
outreach to relevant provider organizations, or contacting 
potential applicants. Next, demonstration participants 
(usually health care providers) are selected, often through 
an open, competitive contracting process consistent with 

Medicare demonstration authority under section 402 of the social security 
Amendments of 1967 [excerpts]

Sec. 402 [Title 42 U.S. Code §1395b-1]. Incentives 
for economy while maintaining or improving quality 
in provision of health services

(a) Grants and contracts to develop and engage 
in experiments and demonstration projects

(1) The Secretary of Health and Human 
Services is authorized, either directly 
or through grants to public or private 
agencies, institutions, and organizations 
or contracts with public or private 
agencies, institutions, and organizations, 
to develop and engage in experiments and 
demonstration projects for the following 
purposes:

(A) to determine whether, and if so which, 
changes in methods of payment or 
reimbursement (other than those 

dealt with in section 222(a) of the 
Social Security Amendments of 1972) 
for health care and services under 
health programs established by this 
chapter [i.e., Medicare and Medicaid], 
including a change to methods based 
on negotiated rates, would have the 
effect of increasing the efficiency and 
economy of health services under 
such programs through the creation 
of additional incentives to these ends 
without adversely affecting the quality 
of such services;

(B) to determine whether payments for 
services other than those for which 
payment may be made under such 
programs (and which are incidental to 
services for which payment may be 
made under such programs) would, in 

(continued next page)
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1997 (Figure 1-3, p. 27). The length of the MCCD’s 
design phase was affected by the Congress mandating 
that the Secretary “evaluate best practices in the private 
sector of methods of coordinated care for a period of 1 
year and design the demonstration project based on such 
evaluation” (P.L. 105–33, §4016). In mid-2000, CMS 
solicited competitive proposals for programs to be MCCD 
sites and made 15 program site awards in early 2002. 
The sites began enrolling patients in mid-2002 and were 
initially authorized to operate for four years. The most 
comprehensive evaluation of the MCCD to date was based 
on complete Medicare claims data for services rendered 
through June 2006 (i.e., through the end of the original 
four-year demonstration period) and this report was 
delivered to CMS by the evaluation contractor in January 
2008 (Peikes et al. 2008).12

The Medicare Health Support (MHS) program followed a 
somewhat more rapid course (Figure 1-4, p. 27). The MHS 
program was authorized in the MMA, but the design phase 
was much shorter than in the case of the MCCD because 

The demonstration is operational for one to five years, 
depending on the original mandate, if any, and the final 
study design. Interim evaluations may be conducted during 
the demonstration, and an overall evaluation is conducted 
after the demonstration is completed. Evaluations are 
significant efforts in their own right, typically operating 
in a separate but parallel design and contracting process 
from the demonstration. The evaluation must be carefully 
coordinated with the design and implementation of 
the demonstration to ensure that CMS and its selected 
evaluation contractor will have access to claims data, 
quality measures, and other information needed to 
complete any required interim reports and the final 
evaluation. Some demonstrations also involve a refinement 
stage, in which results are used to refine policies or 
operational aspects to hone the policy or how it is 
implemented (Cassidy 2008).

Two recent Medicare demonstrations illustrate how long 
the demonstration process can take. The MCCD was 
authorized in the BBA, which was enacted in August 

Medicare demonstration authority under section 402 of the social security 
Amendments of 1967 [excerpts]

the judgment of the Secretary, result in 
more economical provision and more 
effective utilization of services for 
which payment may be made under 
such program; … 

(b) Waiver of certain payment or 
reimbursement requirements; advice and 
recommendations of specialists preceding 
experiments and demonstration projects

In the case of any experiment or demonstration 
project under subsection (a) of this section, 
the Secretary may waive compliance with 
the requirements of this subchapter and 
subchapter XIX of this chapter insofar as 
such requirements relate to reimbursement 
or payment on the basis of reasonable cost, 
or (in the case of physicians) on the basis of 
reasonable charge, or to reimbursement or 
payment only for such services or items as 

may be specified in the experiment; and costs 
incurred in such experiment or demonstration 
project in excess of the costs which would 
otherwise be reimbursed or paid under such 
subchapters may be reimbursed or paid to the 
extent that such waiver applies to them (with 
such excess being borne by the Secretary). No 
experiment or demonstration project shall be 
engaged in or developed under subsection (a) 
of this section until the Secretary obtains the 
advice and recommendations of specialists 
who are competent to evaluate the proposed 
experiment or demonstration project as to the 
soundness of its objectives, the possibilities of 
securing productive results, the adequacy of 
resources to conduct the proposed experiment 
or demonstration project, and its relationship to 
other similar experiments and projects already 
completed or in process. ■
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sometime in 2010 or 2011 before making a final decision 
about whether to proceed to Phase II (Medicare Payment 
Advisory Commission 2009).

Issues in the current demonstration process

Policymakers began expressing concerns about the 
timeliness and usefulness of Medicare’s research and 
demonstration activity not long after the Congress granted 
demonstration waiver authority to the Secretary in 1967. 
The House Ways and Means Subcommittee on Oversight 
held a hearing in 1980 “on the relevance and usefulness 
of the Medicare research and demonstrations projects, the 
timeliness of reports and feedback to Congress on those 
projects, the quality of the evaluation of demonstration 
projects, and the dissemination of demonstration results. 
Members emphasized that the issues in this hearing were 
similar to those raised in a 1976 hearing” (Cassidy 2008). 

More recently, concerns have been raised from a variety 
of perspectives about several issues that hinder Medicare’s 
ability to research, experiment, evaluate, and disseminate 
urgently needed policy innovations in a timely fashion 
(Crosson et al. 2009, Guterman and Drake 2010, 
Guterman and Serber 2007, Iglehart 2009, Kuhn 2008, 

CMS had already spent two years developing a large, 
population-based disease management demonstration 
that the agency had planned to conduct under its own 
demonstration authority. CMS staff worked with the 
Congress to incorporate many of the design parameters 
from that demonstration design into the statute (Magno 
2010). The MMA provision authorizing the program also 
specified the qualifications of the types of organizations 
that would be allowed to participate in the program 
(Section 1807(e) of the Social Security Act, as added by 
MMA §721). After a competitive solicitation in 2004, 
CMS awarded three-year contracts to eight program sites 
that began operations in mid-2005 to early 2006 (McCall 
et al. 2008). 

The MMA required that the evaluation results of the 
initial three-year phase (Phase I) were to be used by 
the Secretary to determine whether to proceed to full-
scale implementation of the program (Phase II). CMS 
announced in January 2008 that, on the basis of an interim 
evaluation of the first 18 months of MHS operations, it 
would end Phase I as scheduled and not renew the five 
remaining active MHS contracts beyond their scheduled 
termination dates in 2008. CMS also announced it would 
evaluate the results of the final evaluation expected 

schematic of current Medicare demonstration process

Note:	 CMS	(Centers	for	Medicare	&	Medicaid	Services),	HHS	(Department	of	Health	and	Human	Services),	CMS–ORDI	(Centers	for	Medicare	&	Medicaid	Services	
Office	of	Research,	Development,	and	Information),	OMB	(Office	of	Management	and	Budget).
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timeline of Medicare Coordinated Care Demonstration, 1997–2011

Note:	 BBA	(Balanced	Budget	Act	of	1997),	HHS	(Department	of	Health	and	Human	Services),	OMB	(Office	of	Management	and	Budget),	RTC	(Report	to	the	Congress).		
*Planned	Reports	to	the	Congress.	

Source:	 MedPAC	analysis	of	demonstration	evaluation	reports	and	CMS	data.

Note: In InDesign.
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timeline of Medicare health support program, 2003–2011

Note:	 MMA	(Medicare	Prescription	Drug,	Improvement,	and	Modernization	Act	of	2003),	HHS	(Department	of	Health	and	Human	Services),	OMB	(Office	of	
Management	and	Budget),	RTC	(Report	to	the	Congress).		
*Planned	Report	to	the	Congress.	

Source:	 MedPAC	analysis	of	Medicare	Health	Support	evaluation	reports	and	CMS	data.
Note: In InDesign.
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but then increased with enactment of several Medicare 
demonstrations in the MMA, which included a large short-
term increase in funding for CMS administrative activities 
associated with implementing the MMA. Since 2005, the 
budget for research and demonstrations has significantly 
declined to its current level of about $36 million (1.0 
percent of total discretionary program management 
funding in fiscal year (FY) 2010). The FY 2010 funding 
amount of $36 million is about 0.007 percent of total 
mandatory spending for Medicare benefits (about $515 
billion) projected for the current fiscal year. 

Within the current budget, not all the funds are available 
for implementation and evaluation of demonstration 
projects. In FY 2010, about 57 percent of the $35.6 million 
appropriation is allocated to other research activities, 
most prominently to support ongoing implementation 

Medicare Payment Advisory Commission 2008, Medicare 
Payment Advisory Commission 2009, Wilensky and 
Vladeck 2009). These issues can be grouped into three 
broad categories for purposes of analysis and formulation 
of policy options: funding, flexibility, and accountability. 

Funding

As shown in Figure 1-5 and Figure 1-6, funding for all 
CMS research and demonstration activities has declined 
over the past 10 years, both in nominal dollars and 
as a percentage of the total amount of discretionary 
appropriations for CMS program administration. Funding 
for CMS research, demonstrations, and evaluation 
activities reached a peak of about $138 million in 2001 
(6.1 percent of total discretionary program management 
funding that year). It declined over the next two years 

CMs budget for research, demonstrations, and evaluation, FY 2000–2011

Note:	 FY	(fiscal	year).		
*Proposed	FY	2011	President’s	Budget.

Source:	 MedPAC	analysis	of	the	Department	of	Health	and	Human	Services	Budget	in	Brief	for	FYs	2000–2011.	
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of implemented demonstrations, especially those that are 
initiated by the Secretary (Love 2010). Funding priority 
may be given to evaluations of congressionally initiated 
demonstrations or other required reports to the Congress 
on demonstration activity. 

There also may be a significant return on investment 
from some of the program’s spending on research 
and demonstrations. For example, CMS estimates 
that Medicare spent about $13 million on the research 
and demonstration work underlying the inpatient PPS 
(IPPS) in the early 1980s, while the program-wide 
implementation of the IPPS is estimated by the Medicare 
actuary to have reduced Medicare outlays by about $25 
billion over the first 10 years it was in effect—a return of 
roughly $1,900 over 10 years for every dollar spent on the 
initial research and demonstration work. Other examples 

of the Medicare Current Beneficiary Survey (Figure 
1-7, p. 30). About 9 percent of the total ($3.1 million) is 
allocated to congressionally mandated projects (in FY 
2008 and FY 2009, about 15 percent of the total research, 
demonstration, and evaluation budget was directed to 
congressionally mandated projects). About $15.2 million 
is available in FY 2010 for all the remaining Medicare 
and Medicaid research, demonstrations, and evaluation 
activities.

The impact of limited resources on CMS’s ability to 
implement and evaluate demonstrations has been noted 
by observers inside and outside the agency (Crosson et al. 
2009, Institute of Medicine 2008, Kuhn 2008). In addition 
to limiting the scope and variety of policy innovations 
that the program can test, resource constraints also can 
affect the agency’s ability to produce timely evaluations 

CMs budget for research, demonstrations, and evaluation as percent of  
CMs program Management discretionary appropriation, FY 2000–2011

Note:	 FY	(fiscal	year).	Discretionary	Program	Management	appropriation	includes	Medicare	Operations,	Federal	Administration,	Survey	and	Certification,	and	Research.		
*Proposed	FY	2011	President’s	Budget.

Source:	 MedPAC	analysis	of	the	Department	of	Health	and	Human	Services	Budget	in	Brief	for	FYs	2000–2011.	
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Multiyear funding allocations (e.g., a two-, three-, or 
five-year mandatory appropriation) also could be used 
to ensure a stable stream of resources, and this approach 
may be particularly appropriate for funding multiyear 
demonstration projects. A particular concern is to ensure 
that sufficient funds are available at the end of a multiyear 
demonstration to complete its evaluation. Currently, 
funding that is initially budgeted for the evaluation of 
HHS-initiated demonstrations may be unavailable if 
CMS decides to reallocate resources within its limited 
total funding to complete evaluations of congressionally 
mandated demonstrations or other reports to the Congress. 

An outstanding issue for further exploration by the 
Commission is the amount of resources within CMS’s 
research and demonstrations budget that should be 
devoted by CMS to support basic health services research 
activities, including enhancing CMS staff capabilities to 
conduct intramural research projects; funding extramural 
research; expediting access to Medicare data (which may 
include data generated from demonstration projects that 
could be available for external evaluations); and rapidly 
developing CMS’s internal data infrastructure to meet the 
growing demands of multiple research and demonstration 
activities. On the latter issue, the agency has included a 
request for $110 million in two-year funding for a health 
care data improvement initiative in its proposed FY 
2011 budget (Centers for Medicare & Medicaid Services 
2010a). The Congress will address this request during the 
FY 2011 appropriations process later this year.

In the PPACA provision creating the CMI, the Congress 
authorized the appropriation of $5 million in FY 2010 for 
the “design, implementation, and evaluation of models” 
under the new center. It then allocates $10 billion for FY 
2011–2019 and for each subsequent decade beginning 
with FY 2020 for the costs of demonstration programs, 
presumably to allow for new provider payment and 
benefits costs under the demonstrations, and further 
specifies that not less than $25 million in each of 
those fiscal years (2011–2019) shall be available for 
designing, implementing, and evaluating the models being 
demonstrated. 

The new funding authorized by the PPACA represents 
a significant increase in the amount and the stability of 
resources available to the agency for designing, testing, 
and evaluating payment policy and health care delivery 
system innovations. Funding issues include how the 
Secretary and the Congress will determine the level of 
annual funding for the center’s operations above the 

cited by CMS of large returns on investments in research 
and demonstrations include the skilled nursing facility 
PPS, competitive bidding for durable medical equipment, 
and risk adjustment for payments to Medicare Advantage 
plans (Love 2010). 

To offer CMS a more stable and secure source of 
funding, funding for CMS research and demonstration 
activities could be removed from the annual discretionary 
appropriations process and instead authorized and 
appropriated directly from the Medicare trust funds, 
similar to the way the Health Care Fraud and Abuse 
Control (HCFAC) program13 and the Medicare Quality 
Improvement Organization (QIO) program14 are financed. 
If Medicare demonstrations were funded through 
mandatory appropriations, it may be reasonable to 
apportion the total funding amount between the Hospital 
Insurance and Supplementary Medical Insurance Trust 
Funds in proportion to the percentage of Medicare benefit 
outlays paid from each. 

F IguRe
1–7 Distribution of FY 2010  

CMs research, demonstrations,  
and evaluation budget by activity

Note:	 FY	(fiscal	year).

Source:	 MedPAC	analysis	of	Centers	for	Medicare	&	Medicaid	Services	2010a.
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While many of the demonstration process issues 
discussed below are addressed in the CMI provisions 
of the PPACA, the Commission remains concerned 
that Medicare demonstrations could continue to have 
difficulty generating statistically significant cost and 
quality impacts—in the absence of which the Secretary 
will not be able to expand the use of an innovation—as 
long as the experiments are limited in duration and scope 
to the extent that a sufficient critical mass of providers 
is unwilling or unable to make the painful and costly 
organizational changes needed to restructure the delivery 
system to achieve significant results. This matter is a key 
implementation issue that the Commission will continue to 
monitor as the new law is implemented.

Reduce administrative requirements in the demonstration 
review process In the executive branch review and 
approval phase, there are at least two areas where it may 
be possible to shorten the process without adversely 
affecting the overall quality of the research or putting 
Medicare funds at any more risk than they already may be 
under in the current demonstration process. 

Exempt demonstrations from PRA review—First, CMS 
staff have indicated that the PRA requirements imposed 
by OMB during the internal review process often are 
time-consuming, resource intensive to respond to, and 
usually do not result in a commensurate improvement 
in the design or implementation of the demonstration. 
These requirements may include review and approval 
of all forms, surveys, site visit protocols, and other 
types of information collection that will be used in the 
demonstration and evaluation. 

An option for addressing this issue would be to exempt 
Medicare demonstrations and evaluations from the 
otherwise applicable sections of the PRA. The newly 
enacted PPACA includes such a provision, exempting 
all demonstrations and evaluations from PRA review if 
they are implemented under the new CMI. The new law 
is silent, however, on whether there will be oversight of 
the PRA exemptions. To provide such oversight, a third-
party entity such as the HHS OIG or the Government 
Accountability Office could periodically review and 
report to the Congress on CMS’s activities under the 
PRA waiver. This oversight activity could be expanded to 
include any other areas where the Congress grants CMS 
clear exemptions from statutory or regulatory requirements 
that otherwise might apply, such as the Federal Advisory 
Committee Act. 

$25 million minimum level authorized in the new law 
and the distribution of that funding across the center’s 
various activities, including the amount of resources (both 
funding and staff) devoted to basic research into potential 
innovations. These issues will become clearer as the law is 
implemented.

Flexibility

Arguably the most acute problem with the current 
Medicare demonstration process is the long and resource-
intensive process through which demonstrations are 
designed, implemented, evaluated, and, if warranted, 
disseminated program wide. Some parts of the process 
are inherently time-consuming, given the complexity 
of working through a vast amount of technical detail to 
design and implement a demonstration, an effort akin 
to implementing a miniature version of the Medicare 
program for each demonstration (Kuhn 2008). In addition 
to the technical design and implementation challenges, 
the process involves negotiating agreement among all 
the parties involved, including stakeholders inside the 
participating executive branch agencies and outside 
the government (e.g., each demonstration site). During 
implementation, practical considerations come into play, 
such as the time it takes for clinical interventions to have 
measurable effects on service use and quality of care. It 
may take a longer-than-planned implementation period 
to determine with sufficient statistical confidence that an 
intervention in fact had no effect or to detect relatively 
subtle effects of an intervention in the study population. 

Nonetheless, there are other parts of the process, before 
and after the implementation phase, where changes could 
be made to shorten the time and resources involved. 
Policymakers must make a trade-off in deciding how to 
shorten the time and resources involved in the design, 
approval, and evaluation phases of a demonstration by 
finding an appropriate balance between eliminating 
duplicative or otherwise unnecessary steps in the process 
while maintaining the due diligence necessary during 
the design phase (ensuring that the demonstration will 
produce results that are relevant to the policy questions 
they wish to investigate) and in the evaluation (ensuring 
it is as accurate as possible to avoid drawing erroneous 
conclusions from the demonstration results). Once a 
demonstration is completed and evaluated, there is the 
issue of accountability for the decision on whether to 
expand implementation of the tested policy innovation 
(assuming expansion is supported by the evaluation) 
and whether that responsibility should remain with the 
Congress or be delegated to the Secretary. 
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Accelerating evaluations—Almost all demonstrations, 
whether initiated by the Congress or by the Secretary, 
include an evaluation and public report on the findings 
and recommendations regarding the tested policy 
changes. CMS enters into a contract for a demonstration’s 
evaluation with research firms through a process separate 
than that used for design and implementation of the 
demonstration. The evaluation design often is developed 
at the same time the demonstration is being developed 
(Cassidy 2008), and CMS often begins working with the 
evaluation contractor as soon as the demonstration sites 
are operational (Magno 2010). The fundamental challenge 
in designing and executing an evaluation is maintaining 
the appropriate balance between scientific rigor and policy 
usefulness.

Most evaluations currently use a full or partial randomized 
controlled trial (RCT) design to assess the success or 
failure of interventions. Several concerns have been raised 
about whether the RCT methodology is an appropriate 
approach for evaluating Medicare demonstrations. One 
concern is that RCT-based evaluations may not yield 
critical information to explain why the intervention 
succeeded or failed to produce the expected outcomes 
(Gold et al. 2005). For instance, the demonstration may 
have imperfect controls and deliver incomplete data, 
hindering the evaluator’s attempts to control for mitigating 
factors and isolate the effects of the demonstration’s 
intervention. Some experts question whether the RCT 
approach is poorly suited to demonstrations in which 
one characteristic that may be critical to the development 
of successful innovations in the real world—continuous 
local adaptation in response to learning—violates the 
fundamental RCT premise of “holding all else constant” 
(Berwick 2008, Gold et al. 2005, Guterman and Drake 
2010, Guterman and Serber 2007).

A separate but related issue is the timeliness of 
evaluations. The RCT-based evaluation approach 
requires accurate and complete data, but the process 
of collecting, cleaning, and analyzing those data is 
inherently time-consuming and, in the case of the care 
management demonstrations the Commission examined 
in 2009, significantly increased the administrative 
complexity and cost to CMS and participating providers 
of implementing the interventions (Medicare Payment 
Advisory Commission 2009). CMS has taken several 
steps to accelerate evaluations, including concurrent award 
and implementation of contracts for demonstrations and 
evaluations, continuous monitoring of demonstration 
projects and preparation of interim evaluation reports 

Modify the application of budget neutrality in 
demonstrations—Before enactment of the PPACA, 
virtually all Medicare demonstrations were required 
to meet a budget-neutrality test as a condition of being 
allowed to move ahead to implementation. Budget 
neutrality means that actual or (more frequently) projected 
costs under the demonstration cannot exceed what costs 
would be if the demonstration were not implemented. In 
demonstrations authorized by the Congress, a budget-
neutrality requirement often would be included to ensure 
that the provision authorizing the demonstration would 
not be scored by the Congressional Budget Office as 
increasing Medicare outlays. For demonstrations initiated 
by the Secretary, OMB required HHS to submit estimates 
showing that each proposed demonstration would be 
budget neutral. For both types of demonstrations, OMB 
was responsible for deciding what assumptions would 
be used to calculate budget neutrality and whether a 
demonstration proposal satisfied the test.

The use of budget neutrality in the demonstration approval 
process was criticized for its narrowness and inflexibility 
(Cassidy 2008, Guterman and Serber 2007). OMB usually 
required that all demonstrations be estimated to show 
budget neutrality over their relatively short operational 
duration, estimates that typically could not take into 
account any potential longer term savings (or costs) from 
the proposed intervention. The policy also considered only 
the estimated costs and savings from a demonstration and 
usually did not consider cases in which significant quality 
improvements could be achieved with relatively small net 
increases in spending. 

While the PPACA expressly prohibits the application 
of budget neutrality as a condition of approving and 
implementing a demonstration, the new law requires the 
Secretary to terminate or modify a model at any point 
after implementation unless she determines that the 
model is expected to be budget neutral or reduce spending 
(and the Medicare actuary must independently certify 
the estimated costs or savings) and that the quality of 
care for beneficiaries participating in the model also is 
expected to increase or at least not decrease. An option for 
implementing this provision would be for the Secretary 
to establish a spending level or growth rate target for each 
demonstration and then assess actual costs against the 
target for the first year or two of operations. The Secretary 
could immediately terminate or modify a demonstration 
(or an individual site participating in the demonstration) if 
the assessment found that the model had costs in excess of 
the predetermined level or growth rate target.
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Allow successful models to move from demonstration to 
program policy without further congressional action—The 
Commission and others have observed that Medicare 
could speed up its pace of innovation if the Congress gave 
the Secretary the authority to expand demonstrations, 
up to and including nationally or program wide, without 
further congressional action if the Secretary determined 
that doing so would decrease (or at least not increase) 
costs, while increasing or maintaining quality of care 
(Medicare Payment Advisory Commission 2008). The 
Congress adopted this approach in the MMA provision 
enacting the Medicare Health Support program and in the 
BBA provision authorizing the MCCD. The Secretary’s 
determination to expand a demonstration could be based 
in part on a joint determination with the Medicare actuary 
that the expansion is expected to be budget neutral and 
either increase or at least not decrease the quality of care 
for Medicare beneficiaries. 

The PPACA adopts this approach for models tested under 
the new CMI, with a requirement that expansions of policy 
innovations must be expected to reduce or at least not 
increase net program spending (i.e., total spending net of 
any costs for new benefits or provider payments that are 
made under the tested model), while also improving or at 
least not decreasing the quality of care for participating 
beneficiaries. Because the new law requires the Secretary 
to use the rulemaking process to implement any policy 
expansion, there will be an opportunity for external 
stakeholders to comment on proposed expansions through 
the usual public “notice-and-comment” process. 

provision of the ppACA increasing the secretary’s 
flexibility to waive current law and prohibiting 
administrative or judicial review of demonstrations 
In addition to the specific areas of PRA review, budget 
neutrality, and expansion authority, the PPACA makes two 
other significant changes to the Secretary’s demonstration 
authority that should increase the program’s ability to 
implement policy innovations more rapidly. First, the 
Secretary is explicitly allowed to waive the requirements 
of Title 11 of the Social Security Act (as well as the main 
Medicare statutes in Title 18) for purposes of carrying 
out projects under the CMI. Title 11 includes the anti-
kickback statute (Section 1128B) and the civil monetary 
penalty statute (Section 1128A), and therefore the 
Secretary’s ability to waive those provisions appears to 
allow the use of shared accountability arrangements (also 
called gainsharing) between physicians and hospitals and 
potentially other providers in a local delivery system for 
models tested under the CMI. This provision is consistent 

(when resources are available, which has not always been 
the case in the past), and the use of alternative evaluation 
methods (Magno 2010). All these approaches can allow 
more rapid-cycle feedback to expedite the incorporation 
of demonstration findings into consideration of policy 
changes (Gold et al. 2005, Guterman and Serber 2007). 
A challenge for CMS as it implements the CMI will be 
to ensure that sufficient resources are deployed to sustain 
and build on the steps the agency has taken to accelerate 
evaluations, while maintaining a balance between 
scientific rigor in evaluations and the information needs of 
the policymaking process.

In addition to efforts to speed evaluations, efforts could be 
made to encourage additional evaluations by researchers 
outside of CMS. One way to do so would be to increase 
the availability of the Medicare data—such as claims 
data and quality measures—that are generated during 
a demonstration. By making these data available as 
quickly as possible with appropriate privacy protections, 
policymakers could benefit from alternative analytic 
perspectives on the outcomes of demonstrations. For 
example, health services researchers have used data 
from the Medicare Premier Hospital Quality Incentive 
Demonstration to evaluate the effect of a hospital pay-
for-performance program on quality of care (Glickman 
et al. 2007, Grossbart 2006, Lindenauer et al. 2007). The 
largest and most rigorous of these studies found that, 
when controlling for baseline performance and condition-
specific patient volumes, the observed percentage point 
improvement over a two-year period in composite 
quality scores for participating hospitals compared with 
nonparticipating hospitals decreased from 4.3 percentage 
points to 2.9 percentage points, a statistically significant 
difference (Lindenauer et al. 2007). This analysis suggests 
that the incentive program did increase participating 
hospitals’ quality somewhat (as measured by the process 
metrics used in the demonstration) but not by as much as it 
initially appeared.

The PPACA’s changes to the Medicare demonstration 
process do not directly address alternative evaluation 
criteria or publicly releasing Medicare demonstrations 
data to external researchers. The new law requires the 
Secretary to evaluate each model tested under the CMI 
and states that the evaluation must analyze the impacts on 
cost and quality (specifically including patient outcomes) 
of the tested interventions. It further directs the Secretary 
to make each evaluation publicly available “in a timely 
fashion” but does not define “timely” (§1115A(b)(4)).
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Accountability

Along with increased funding and flexibility to design, 
implement, evaluate, and disseminate Medicare 
policy innovations, it is reasonable to consider options 
for increasing the program’s accountability for its 
performance in this area. 

First, the Secretary could be required to consult with 
private sector entities, such as health plans or integrated 
delivery systems, about the agency’s Medicare research 
agenda and directed to examine and report on the 
feasibility of adapting private-sector policy innovations for 
application in Medicare (Lee et al. 2010). The consultation 
process also could involve creating a formal advisory 
committee of external experts from other federal agencies, 
including AHRQ and the Institute of Medicine, academic 
research institutions, private payers and purchasers, and 
provider and beneficiary representatives. The Congress 
also could direct CMS to consult periodically with 
the Commission to discuss Medicare’s research and 
demonstrations agenda and ongoing projects, including 
the preliminary operational or evaluation results of 
demonstrations. The PPACA requires the Secretary, 
in carrying out the functions of the CMI, to consult 
with relevant federal agencies and experts in medicine 
and health care management through the use of open 
door forums or other mechanisms to be decided by the 
Secretary.

Medicare may also consider directly engaging in joint 
demonstration projects with private payers (Crosson et 
al. 2009, Guterman and Drake 2010, Lee et al. 2010). 
The Secretary has some ability to do so under the Section 
402 demonstration authority, as evidenced by HHS’s 
announcement in September 2009 that CMS would 
establish a demonstration program that will enable 
Medicare to join Medicaid and private insurers in state-
based advanced primary care initiatives (Department 
of Health and Human Services 2009). Some analysts 
argue that a sustained and transparent process of 
coordination with private-sector payment policy and 
care delivery innovations would magnify the impact 
of payment incentive innovations at the provider level, 
while reducing the administrative barriers for providers 
to participate in demonstrations, thereby increasing their 
population size and the statistical power of their results 
(Guterman and Drake 2010). This process in turn could 
result in obtaining more actionable information from 
demonstration evaluations, which would speed the process 
of disseminating policy innovations from demonstrations 
into program-wide implementation. On the other hand, 

with a 2005 Commission recommendation that the 
Congress should grant the Secretary the authority to allow 
shared accountability arrangements between providers 
to better align financial incentives, with appropriate 
regulation of those arrangements to protect the quality 
of care and minimize financial incentives that could 
inappropriately affect physician referrals (Medicare 
Payment Advisory Commission 2005). The Secretary’s 
ability to waive the requirements of Title 11 could permit 
more expansive demonstrations of shared accountability 
arrangements than it has been possible to implement to 
date.

Second, the PPACA stipulates that there shall be no 
administrative or judicial review of the Secretary’s 
decisions on the following aspects of demonstrations 
under the CMI:

• the selection of models for testing or expansion;

• the selection of organizations, sites, or participants to 
test the selected models;

• the elements, parameters, scope, and duration of a 
demonstration;

• the determination regarding budget neutrality in the 
design and approval process;

• the determination of the cost and quality impacts of an 
implemented demonstration and the resulting decision 
(if applicable) to terminate or modify it; and

• the determination about expansion of the scope 
and duration of a demonstration, including the 
determination that a model is not expected to reduce 
program costs and increase or at least not reduce the 
quality of care.

This provision is significant because the implementation 
or expansion of some Medicare demonstrations, such as 
competitive bidding for clinical laboratory services and 
durable medical equipment, have been delayed by judicial 
review. This provision also could give the Secretary 
flexibility to contract with entities such as practice-based 
research networks (PBRNs) to test policy innovations on 
a smaller scale before expanding them (if successful) to 
full-blown demonstrations. The Commission discussed the 
potential value of PBRNs, or a similar standing network of 
competitively contracted provider sites, in its 2009 report 
on a Medicare chronic care practice research network 
(Medicare Payment Advisory Commission 2009).



35	R epo r t 	 t o 	 t h e 	Cong r e s s : 	A l i g n i ng 	 I n c en t i v e s 	 i n 	Med i ca r e 	 | 	 J u n e 	2010

in the new law, this report must at a minimum include 
the numbers of Medicare (and Medicaid) beneficiaries 
participating in ongoing demonstrations, the amounts 
of program payments made on behalf of participating 
beneficiaries, and the results of any formal evaluations. 
It also could be informative to policymakers and reduce 
the reporting burden on CMS if this biannual report 
encompassed any Medicare demonstrations operating 
outside of the CMI and included any preliminary or 
interim evaluation findings. As noted above, obtaining the 
information for this kind of report would require a different 
approach to demonstration evaluations than CMS currently 
uses. The Commission could submit a comment letter to 
the Congress after examining this report from the Secretary 
and communicate its views on the substance and process of 
Medicare’s research and demonstration activity. ■

multipayer collaborations involving Medicare would need 
to be carefully designed, implemented, and evaluated to 
ensure that the cost and quality of care for participating 
beneficiaries is appropriately accounted for and closely 
monitored and that Medicare’s research needs are met—
for example, by capturing differences in clinical profiles 
between privately insured participants and Medicare 
beneficiaries, who are more likely to have multiple chronic 
conditions.

Another option to increase transparency and accountability 
would be to require the Secretary to periodically report to 
the Congress about what is being learned from ongoing 
demonstrations and what the potential effects could be 
if they were expanded (Guterman and Serber 2007). 
The PPACA requires the Secretary to submit a report to 
the Congress on the activities of the CMI beginning in 
2012 and at least every other year thereafter. As specified 
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1 In 2003, epoetin alfa was no longer eligible for a transitional 
pass-through under the hospital outpatient PPS. (Pass-through 
payments were paid for two to three years until standard 
payments could be modified to incorporate the cost of the 
new technology.) In 2003, payment for epoetin alfa was based 
on its acquisition cost, which was usually at 68 percent of 
the average wholesale price (Medicare Payment Advisory 
Commission 2002). By contrast, a drug in the transitional 
pass-through payment status was paid based on 95 percent of 
the average wholesale price for the drug.

2 Section 1833(t)(2)(E) states that under the outpatient 
hospital PPS, “the Secretary shall establish, in a budget 
neutral manner, outlier adjustments under paragraph (5) and 
transitional pass-through payments under paragraph (6) and 
other adjustments as determined to be necessary to ensure 
equitable payments, such as adjustments for certain classes of 
hospitals.”

3 Because the biologics are dosed in different units, CMS 
developed a conversion ratio with assistance from the product 
developers and an independent contractor.

4 The AMA is responsible for level I of the Healthcare 
Common Procedure Coding System (HCPCS), more 
commonly referred to as Current Procedural Terminology, that 
codes professional services provided by physicians. Medicare 
is responsible for level II of the HCPCS, which includes codes 
for services and procedures not included in level I such as 
durable medical equipment.

5 Albuterol is a racemic mixture containing equal parts of 
two isomers (the R-albuterol and S-albuterol). Levalbuterol 
contains only the R-albuterol isomer.

6 Most of the reference pricing studies were for senior citizens 
in British Columbia, Canada. The use (dispensing) of 
reference drugs increased in five studies, between 60 percent 
and 196 percent immediately after introduction of reference 
drug pricing, whereas the use of cost-sharing (i.e., more 
costly) drugs decreased by between 19 percent and 42 percent 
in four studies. In three studies, the reference drug group 
expenditures decreased (range 19 percent to 50 percent), 
whereas in the fourth study the expenditures increased by 5 
percent in the short term.

7 Some analysts have specifically raised concern about the 
potential negative incentives for pharmaceutical innovation 
when brand-name products are covered by reference pricing 
(Lopez-Casasnovas and Puig-Junoy 2000).

8 For services that go through the FDA regulatory process—
drugs, biologics, diagnostic tests, and devices—safety and 
efficacy evidence obtained through clinical trials is usually 
not collected for all patient populations. For example, clinical 
trials often exclude older patients and those with multiple 
illnesses. For diagnostic tests, such as imaging tests, product 
developers sponsor clinical studies that often focus on 
the tests’ accuracy rather than the tests’ impact on patient 
outcomes. Moreover, it is difficult to encourage product 
developers to conduct additional clinical research after 
obtaining FDA approval (Tunis and Pearson 2006). Surgical 
procedures do not go through any formal regulatory review 
process by the FDA.

9 The CED includes patients with class II and class III heart 
failure and measured left ventricular ejection fraction at or 
below 35 percent.

10 For example, CMS currently has a contract with the 
University of Minnesota for a five-year research project 
entitled “Monitoring Chronic Disease Care and Outcomes 
Among Elderly Medicare Beneficiaries with Multiple Chronic 
Diseases,” which is using data from the Medicare Chronic 
Conditions Warehouse and Part D claims to conduct analytic 
studies designed to better understand the nature of chronic 
disease among Medicare beneficiaries and to improve the 
care of these populations (Centers for Medicare & Medicaid 
Services 2009). 

11 A notable exception was the Medicare Health Support 
program, which was significantly larger than other 
recent Medicare care coordination and care management 
demonstrations. Approximately 290,000 chronically ill 
Medicare beneficiaries were randomly assigned to the 
program’s intervention and control groups in eight geographic 
areas, with approximately 30,000 intervention and control 
group members in each area’s original target population.

12 CMS expects to submit another report to the Congress in 
2010 on the operation of the two remaining MCCD sites, 
using claims data for services provided through 2008 (Magno 
2010).

13 The Health Insurance Portability and Accountability Act of 
1996, which created the HCFAC program, appropriates funds 
from the Hospital Insurance trust fund to an expenditure 
account, called the Health Care Fraud and Abuse Control 
Account, in amounts that the Secretary and attorney general 
jointly certify as necessary to finance antifraud activities. The 
Tax Relief and Health Care Act of 2006 allowed for yearly 
increases in the program’s annual funding levels, based on 
the year-to-year change in the consumer price index for all 

endnotes
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14 The Medicare QIO program is funded through an executive 
apportionment from the Medicare trust funds rather than 
through the annual congressional appropriation. Every three 
years, the Secretary and OMB determine the program’s 
statement of work (SOW) and funding level for the following 
three-year period. The QIO program’s ninth SOW began on 
August 1, 2008, and ends on July 31, 2011; the funding level 
for the ninth SOW is $1.1 billion (Centers for Medicare & 
Medicaid Services 2010b). 

urban consumers for FY 2007 through FY 2010. For FY 
after 2010, the program’s funding level may not be any less 
than—and may be more than—the amount appropriated for 
it in FY 2010. The FY 2010 HCFAC appropriation is about 
$1.5 billion, of which $1.2 billion is mandatory funding and 
$0.3 billion is discretionary funding (Centers for Medicare & 
Medicaid Services 2010b).
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