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From the EDITOR in CHIEF 
Colleagues:

Apropos of the season, this symposium issue is focused on the future 
of health care payment. In Notes and Comments: Charles B. Oppenheim 
and Kelly A. Carroll are Looking Past MACRA’s Details: Key Long-Term 
Changes Ahead for Providers and Douglas M. Mancino asks, “Do Chari-
table Hospitals Have to Participate in Medicaid Post-ACA?”  

Two futures are explored in Brief Insights: Escobar Appears to Open 
the Door to More “Materially” False Claims by Robert W. Miller and 
Escobar Gives Defendants New Means to Combat Implied Certification 
Claims by James F. Hansen. One of CMS’s newest programs is critiqued 
in The Comprehensive Care for Joint Replacement Program: Bundle of 
Joy? by Robert D. Stone. Michael H. Cook urges CMS (and Congress) to 
take more action in It’s Time for CMS and Congress to Review Outdated 
Medicare and Medicaid Provisions. 

Colleagues will use today this issue’s two Practice Resources: Select 
Issues in Negotiating Drug Pricing and Reimbursement Contracts by 
Lee H. Rosebush and Lindsay P. Holmes and Meaningful Use Audits: 
Preparation is the Best Representation by Steven J. Fox and Cynthia A. 
Haines.

We invite readers to guide the future of this publication. Email us 
any time with your ideas for theme issues at journal@healthlawyers.org.  

Sincerely,

Cynthia F. Wisner
Editor in Chief, Journal of Health & Life Sciences Law
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BRIEF INSIGHTS   1BRIEF INSIGHTS
Escobar Appears to Open the Door to More 
“Materially” False Claims

Robert W. Miller

In 2011, the First Circuit Court of Appeals rejected the “implied false 
certification” doctrine under the False Claims Act (FCA), noting it was 
a category created by courts

. . . in an effort to clarify how different behaviors 
can give rise to a false or fraudulent claim. Judicially 
created categories sometimes can help carry out a stat-
ute’s requirements, but they can also create artificial 
barriers that obscure and distort those requirements. 
The text of the FCA does not refer to “factually false” 
or “legally false,” nor does it refer to “express certifi-
cation” or “implied certification”. . . In light of this, 
and our view that these categories may do more to 
obscure than clarify the issues before us, we do not 
employ them here.1

The First Circuit’s warning that “judicially created categories” can 
“do more to obscure than clarify” issues notwithstanding, a unanimous 
Supreme Court in June waded authoritatively into the breach and the 
conflict2 by deciding Escobar   3 and by adopting a “judicially created 

1 United States ex rel. Hutcheson v. Blackstone Med., Inc., 647 F. 3d. 377, 385–86 (1st Cir. 
2011), cert. denied, 132 S. Ct. 815 (2011).

2 Approving some form of the implied false certification doctrine: United States ex rel. 
Mikes v. Straus, 274 F. 3d. 687 (2nd Cir. 2001); Ebeid v. Lungwitz, 616 F. 3d 993 (9th Cir. 
2010); United States ex rel. Wilkins v. United Health Group, Inc., 659 F. 3d 295 (3d Cir. 
2011) [hereinafter Wilkins]; United States v. Sci. Applications Int’l Corp, 626 F.3d 1257 
(D.C. Cir. 2010) [hereinafter SAIC]. Rejecting the doctrine: United States v. Sanford-
Brown, Ltd., 788 F. 3d 696 (7th Cir. 2015).

3 Universal Health Servs. v. United States ex rel. Escobar, 136 S. Ct. 1989 (2016) [hereinaf-
ter Escobar].

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=1&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
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category” in the process, to wit: its own version of the implied false  
certification doctrine. The Court held

. . . that the implied certification theory can be a basis 
for [FCA] liability, at least where two conditions are 
satisfied: first, the claim does not merely[4] request 
payment, but also makes specific representations 
about the goods or services provided; and second, 
the defendant’s failure to disclose noncompliance 
with material statutory, regulatory, or contractual 
requirements makes those representations mislead-
ing half-truths.5

In addition, the Court provided five clues that may be helpful when 
trying to predict the effect of Escobar on health care providers. First, 
there is a “double knowingly” standard: “What matters is . . . whether the 
defendant knowingly  violated a requirement that the defendant knows is 
material to the Government’s payment decision.”6

Second, to violate the FCA, there must be a nexus between a rep-
resentation made in a claim and a failure to disclose in the claim a 
violation of a statutory, regulatory, or contractual requirement, such 
that the “defendant’s representations [are] misleading with respect to 
the goods or services provided.”7

Third, providers are claimed to be protected from FCA liability for 
“minor or insubstantial”8 or “garden-variety”9 instances of noncompli-
ance with statutory, regulatory, or contractual requirements through 

4 “Merely” is a makeweight word. A makeweight is defined by Merriam-Webster.com as 
“something thrown into a scale to bring the weight to a desired value.” See also  
Escobar, at 2003.

5 Escobar, at 2001.
6 Id. at 1996 (emphasis added).
7 Id. at 1999.
8 Id. at 2003.
9 Id.

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=2&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
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“strict enforcement of the Act’s materiality and scienter requirements.”10 
These requirements are said to be “rigorous”11 and “demanding.”12

Fourth, a misrepresentation cannot be material “merely”13 because 
the Government has expressly made compliance with some require-
ment a condition of payment—a change from numerous Circuit Court 
decisions. Further, when a requirement is expressly designated as a 
condition of payment, “not every violation of such a requirement gives 
rise to liability,” and “[w]hat matters is not the label the Government 
attaches to a requirement”14 but whether the defendant knowingly vio-
lated a requirement the defendant knew was material to the payment 
decision.

Fifth, whether or not a misrepresentation is material is affected by 
who has knowledge of what.15 If a defendant “knows” the government 
refuses to pay claims based on certain types of regulatory noncompli-
ance, that informs on materiality. If the government tends to pay a claim 
despite “actual knowledge” of such noncompliance, that too informs on 
materiality.16

The certain and immediate effect of the Court’s holding is the 
demise of the condition-of-payment test. Prior to Escobar, many courts, 
following Mikes v. Straus, would dismiss an FCA case prior to trial if com-
pliance with a regulatory provision alleged to have been violated was not 
expressly a condition of payment. This condition-of-payment test led 
to provider victories in FCA actions based on such factors as hospital 

10 Id. at 2002 (quoting SAIC, at 1270).
11 Id. at 1996, 2002.
12 Id. at 2003.
13 Id.
14 Id. at 1996.
15 Id. at 2003–04.
16 The difference between “knows” as defined by the FCA (which applies to FCA defen-

dants) and “actual knowledge” (which applies to the government) could be outcome 
determinative.

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=3&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
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conditions of participation (COP),17 diagnostic testing facility physician 
supervision requirements,18 and health plan marketing regulations.19

After Escobar, a provider/defendant has lost the objective protection 
of the condition-of-payment test. A provider/defendant seeking dis-
missal prior to trial will have to convince a court there are no material 
factual issues relating to materiality—a tougher challenge than estab-
lishing that a regulatory or contractual provision was not an express 
condition of payment. On the other hand, after Escobar, a provider that 
violated an express condition to payment is not foreclosed from claim-
ing the violation was not material.

Applying the Court’s five clues to some health care fact situations 
provides some insight into the possible effect of Escobar on FCA claims 
against health care providers. For example, courts20 have held that in 
filing a Medicare cost report for or to support payment, a hospital did 
not impliedly certify compliance with the hospital COP;21 But could not 
a failure to comply with the COP constitute a misleading half-truth22 
where the billing form requires the hospital name and ICD-10 codes 
for procedures that—under Medicare rules and sound medical prac-
tice—can only be performed in an inpatient setting? Said another way, 
there may be enough of a nexus between the COP shortcoming and 
facts contained on the billing form for the implied false certification 
doctrine to apply.

Lest the assertion that a COP violation could be a misleading half-
truth seem a stretch of the Escobar Court’s opinion, the Court came 
close to implying that misrepresenting compliance with a “condition of 

17 United States ex rel. Connor v. Salina Reg’l Health Ctr., 543 F. 3d 1211, 1217 (10th Cir. 
2008) [hereinafter Salina].

18 United States ex rel. Hobbs v. MedQuest Assocs., 711 F. 3d 707, 714 (6th Cir. 2013).
19 Wilkins, at 308.
20 Salina; United States ex rel. Landers v. Baptist Mem’l Health Care Corp., 525 F. Supp. 2d 

972 (W.D. Tenn. 2007).
21 42 C.F.R. § 482.1 et seq.
22 Escobar, at 2001.

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=4&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
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eligibility” could support an FCA claim. In rejecting Petitioner’s theory 
of implied false certification, the Court stated, “Yet, under [Petitioner’s] 
theory, misrepresenting compliance with a condition of eligibility to 
even participate in a federal program when submitting a claim would 
not [create liability].”23

Following Escobar, the outcome of a COP-based FCA claim may turn 
on which COP was violated. The COP require, for example, that a hospi-
tal report to the Centers for Medicare and Medicaid Services (CMS) the 
death of a patient in seclusion or restraints within one business day24 and 
that a hospital’s institutional plan include a 3-year capital expenditures 
budget.25 A violation of one of these would seem “minor or insubstantial” 
in the case of a claim for payment for open-heart surgery and would not 
make the representations about the open-heart surgery on the claim 
form “misleading with respect to the goods and services provided.”26

If, however, a hospital had failed to document a patient’s unfavorable 
reaction to drugs or complications27 and then made a claim for pay-
ment for that patient’s open-heart surgery, would that not be a material 
misrepresentation of a representation made on the billing form? Such 
a case may have been decided in favor of the provider prior to Escobar.

The same material misrepresentation question would be raised 
by failure to comply with numerous hospital COP. In the open-heart 
surgery example, if the radiologic equipment used had not been peri-
odically inspected,28 or if a standing order or protocol had not been 
approved by the medical staff, by nursing leadership, and by pharmacy 
leadership,29 or if a mislabeled drug were used on the patient,30 each 
of those violations could have the potential of making the open-heart 

23 Id. at 2002.
24 Reporting required by 42 C.F.R. § 482.13(g)(1).
25 Capital budget required by 42 C.F.R. § 482.12(d)(3).
26 Escobar, at 1999.
27 Documentation required by 42 C.F.R. § 482.24(c)(4)(iv).
28 Periodic inspection required by 42 C.F.R. § 482.26(b)(2).
29 Approval of standing orders and protocols required by 42 C.F.R. § 482.24(c)(3)(i).
30 Accurate labeling of drugs required by 42 C.F.R. § 482.25(b)(3).

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=5&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
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surgery claim form “misleading with respect to the goods and services 
provided.”31 In other words, the claim form would surely be misleading 
if a complication or adverse outcome resulted from the particular COP 
violation.

In the same example, what if the hospital’s documentation shortcom-
ings have been noted in a state or federal survey and the hospital’s claims 
for Medicare reimbursement are continuing to be reimbursed? Under 
the fifth Escobar clue, this is “strong evidence that the requirements are 
not material”32 if the government’s knowledge is “actual.”33 So perhaps 
it behooves a hospital to make sure that all of its COP shortcomings are 
duly noted on survey reports—so long as the government continues 
paying while shortcomings are corrected. One must ask whether having 
deemed status,34 as most hospitals do, affects the new “knowledge affects 
materiality” world of Escobar.

The Escobar Court’s holding, together with the five clues, indicate 
that eligibility/COP issues may now be fair game for FCA relators, at 
least if the issues relate to a representation on a billing form; and each 
entry (provider name, number, diagnosis, site of service, procedures, 
etc.) surely is a representation. How this mixes with the “double know-
ingly” aspect of the Supreme Court’s implied false certification doctrine 
and the “who knew what” approach to defining materiality is beyond this 
writer’s power of prediction. 

Some learned commentators will view Escobar  as favorable to provid-
ers, but (i) it seems unlikely that the materiality standard will be “rigorous” 
or “demanding” in practice, and (ii) some courts may be reluctant, with 
the condition-of-payment test now voided, to label at least some COP 
and eligibility rules as “minor or insubstantial” or “garden-variety.”

31 Escobar, at 1999.
32 Id. at 2004.
33 Many surveys are conducted by state agencies on behalf of the Medicare program. 

Does the federal government have actual knowledge of a defect noted by a state 
employee acting under a contract with the federal government?

34 42 U.S.C. § 1395bb.

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=6&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
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Robert W. Miller is a past President of the American Health Law-
yers Association, a former Editor in Chief of this journal, and a former 
Adjunct Professor of Health Law at Emory University’s School of Law. 
Contact him via email at robwmiller2@comcast.net.

Escobar Gives Defendants New Means to 
Combat Implied Certification Claims

James F. Hansen

In Universal Health Services v. Escobar,1 the United States Supreme Court 
recognized implied certification as a valid theory of liability2 under the 
False Claims Act (FCA),3 but also substantially limited it through the 
application of a “rigorous”4 materiality analysis to determine if the defen-
dant’s misrepresentation “. . . went to the very essence of the bargain.”5 
Some commentators believe that Escobar   will encourage a flurry of new 
litigation due to the decision’s emphasis on an individualized factual 
analysis of each case.6 While that may be true, the decision also raises 
significant obstacles for relators, including a new requirement that 
defendants make “specific representations about the goods or services 

1 Universal Health Servs., Inc. v. U.S. ex rel. Escobar, 136 S. Ct. 1989 (U.S. 2016) [hereinafter 
Escobar].

2 Id. at 1999.
3 31 U.S.C. § 3729(a)(1)(A).
4 Escobar, at 2002.
5 Id. at 2003, n.5 (citing Junius Constr. Co. v. Cohen, 178 N.E. 672, 674 (N.Y. 1931) [herein-

after Junius Constr. Co.]).
6 Eric Topor, Unanimous Supreme Court Sets Outer Limit on FCA Liability, HealtH Care Daily 

report BloomBerg BNa, June 17, 2016, available at www.bna.com/unanimous-supreme-
court-n57982074325 (cautioning that the Escobar test will lead to more FCA litigation 
because few issues can be dispensed with at the pleadings stage).

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=7&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
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provided,”7 and the Supreme Court’s warning that its new materiality 
standard will preclude minor violations of contracts, statutes, and regu-
lations from generating FCA liability.8 Overall, Escobar  will reduce the 
number of successful implied certification claims.

The FCA defense bar might, at first glance, interpret the Supreme 
Court’s rejection of the Petitioner’s argument9 to be a substantial defeat. 
The Petitioner, Universal Health Services, argued that FCA liability must 
be based upon violations of express conditions of payment because only 
conditions of payment are material to the government’s payment deci-
sion and because a contractor could not know which laws he or she is 
impliedly certifying compliance with unless they are labeled.10 Justice 
Thomas, writing for the Court, thoroughly rejected this argument, stat-
ing that neither § 3729(a)(1)(A) nor the common law limited fraud 
liability to an express condition of payment.11 Instead, the Supreme 
Court created a new rule for implied certification claims: “ . . . first, 
the claim does not merely request payment, but also makes specific 
representations about the goods or services provided; and second, the 
defendant’s failure to disclose noncompliance with material statutory, 
regulatory, or contractual requirements make those representations 
misleading half-truths.”12

Despite the Court’s rejection of Petitioner’s argument, FCA defen-
dants will benefit more than relators from the new implied certification 
test. The first requirement of the Escobar test is that the defendant’s 
false claim makes a specific misrepresentation about goods or servic-

7 Escobar, at 2001.
8 Id. at 2003.
9 See id., at 2001 (abrogating the rule that only laws or regulations that are conditions 

of payment can form the basis of an FCA claim, first formulated by the Second Circuit 
Court of Appeals in U.S. ex. rel. Mikes v. Straus, 274 F.3d 687, 697 (2nd Cir. 2001), and 
commonly referred to as the Mikes Test).

10 Brief for Petitioner at 42–43, Escobar (No. 15-7).
11 Escobar, at 2001.
12 Id.
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es.13 Relators and the government argued that the common law rule 
regarding half-truths (stating that if a party chooses to disclose informa-
tion, then he or she must not omit any related relevant information to 
the other party)14 applies to all claims submitted to the government, 
thereby making a contractor liable for  failing to disclose material viola-
tions every time he files a claim for payment.15 The Court importantly 
chose not to decide this argument16 and applied the Escobar test to this 
case’s specific facts.17 By declining to decide the larger question, the 
Court effectively limited the reach of the implied certification theory.

The Escobar defendants’ conduct was subject to this common law 
rule because they submitted false information directly on Medicaid 
reimbursement claims through the fraudulent use of specific National 
Provider Information (NPI) numbers.18 This differs from many implied 
certification cases because the misrepresentation does not relate to a 
condition certified to by a provider on the reimbursement claim.19 The 
heart of many implied certification claims is that the defendant just by 
submitting a request for payment has promised that he has abided by all 
relevant laws and regulations. If a claim is limited to certifications on 
the reimbursement form, then many laws and regulations that may be 
linked to the quality of the good or service could not be the basis of an 
implied certification claim under the Escobar test.20

13 Id.
14 Id. at 1999–2000.
15 Id.
16 Id. at 2000. “We need not resolve whether all claims for payment implicitly represent 

that the billing party is legally entitled to payment. The claims in this case do more 
than merely demand payment.”

17 Id. at 2000-01 (reasoning that defendants using National Provider Identification num-
bers in a fraudulent way is an actionable misrepresentation).

18 Id. at 1997, 2000.
19 Rich Samp, Opinion, The Supreme Court’s ‘Universal Health’ Ruling: A Net Win for Federal 

Government Contractors, ForBes, June 17, 2016, www.forbes.com/sites/wlf/2016/06/17/
the-supreme-courts-universal-health-ruling-a-net-win-for-federal-government-
contractors/#48448cc22922.

20 Kirk Ogrosky et. al, UHS v. U.S. ex rel. Escobar: Supreme Court Refines “Implied Certifica-
tion” Theory of False Claims Act Liability, arNolD & porter, June 17, 2016, www.arnold-
porter.com/en/perspectives/publications/2016/06/uhs-v--us-ex-rel-escobar.
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The second factor of the new implied certification test requires a 
showing that the defendant failed to comply with a material legal 
requirement, making the specific representation misleading.21 The 
Court utilized a common sense definition of materiality, examining the 
probable effect of the misrepresentation on the behavior of the recipi-
ent of the half-truth.22 To qualify as material, the misrepresentation must 
go to the very core of the transaction.23 Because the FCA is an anti-fraud 
statute, minor infractions or allegations of medical malpractice cannot 
serve as the basis for a claim.24 Importantly, the Court ruled that merely 
labeling a regulation as a condition of payment will not mean that the 
regulation is de facto material.25 In addition, even if noncompliance 
with a law or regulation would allow the government to withhold pay-
ment, this alone will not establish materiality.26

The Escobar analysis instead considers the actual payment or non-
payment history of claims when in noncompliance with relevant laws 
and regulations to decide materiality.27 Knowledge of the government’s 
refusal to pay claims in violation of legal requirements is dispositive of 
materiality, as is the routine payment by the government of claims when 
it has actual knowledge of noncompliance.28 The materiality analysis 
is helpful for defendants because while both sides will certainly face 
difficulties in obtaining payment or nonpayment information, the 
plaintiff has the initial burden of pleading it. Further, Escobar’s height-
ened standards may impact whole classes of FCA claims, such as off-label 
marketing claims, when the government often pays for drugs it knows 
have been prescribed for uses not approved by the U.S. Food and Drug 

21 Escobar, at 2001.
22 Id. at 2002-03.
23 Id. at 2003, n.5 (citing Junius Constr. Co., at 674).
24 Id. at 2004.
25 Id. at 2003.
26 Id. at 2003.
27 Id. at 2003–04.
28 Id.
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Administration (FDA).29 In future FCA litigation, expect parties to ask 
the Centers for Medicare and Medicaid Services (CMS) for informa-
tion regarding payment histories for specific claims to use as evidence 
of materiality.

Escobar’s legacy to FCA jurisprudence will be largely determined by 
the lower courts which must define the bounds of the implied certifi-
cation theory case by case. The Supreme Court, however, made clear 
that the FCA was made to catch fraud only, and now FCA claims must 
be based upon a legal requirement that truly affects the quality of the 
good or service provided.30 It will be more difficult for relators to plead 
that the defendant knew about the law or regulation’s importance to 
the government’s payment decision.31 Escobar’s heightened materiality 
standard will arm defendants with tools to defend against allegations of 
immaterially false claims.

James F. Hansen is a JD ‘16/MHA ‘17 candidate at the University of 
Iowa College of Law. Contact him via email at james-f-hansen@uiowa.
edu.

29 John T. Bentivoglio et. al, “In Escobar, Supreme Court Upholds False Claims Act’s Implied 
Certification Theory”,  skaDDeN, June 17, 2016, www.skadden.com/insights/escobar-
supreme-court-upholds-false-claims-acts-implied-certification-theory.

30 Eric Topor, Unanimous Supreme Court Sets Outer Limit on FCA Liability, HealtH Care Daily 
report BloomBerg BNa, June 17, 2016, available at www.bna.com/unanimous-supreme-
court-n57982074325.

31 John T. Boese et al., Civil False Claims Act: Supreme Court Rejects DOJ’s Expansive Theory 
for FCA Falsity and Requires Rigorous Materiality, Scienter Standards in All False Certifica-
tion Cases, FrieD FraNk FrauD mail alert, June 17, 2016, at 1, available at http://vaquita-
mlaw.com/wp-content/uploads/2016/06/Jack-Boese-on-Escobar.pdf.
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The Comprehensive Care for Joint 
Replacement Program: Bundle of Joy?

Robert D. Stone

Since its announcement on July 9, 2015, there has been little analysis 
of how the Comprehensive Care for Joint Replacement Program (CJR) 
will impact relationships among health care providers.1 CJR is the latest 
bundled payment program from the Center for Medicare & Medicaid 
Innovation (CMMI) and the first to mandate participation by selected 
hospitals, but the Centers for Medicare and Medicaid Services (CMS) 
and CMMI have been experimenting with bundled payments for many 
years. Based on this history and as part of its plan to transition the health 
care system from volume to value, it is clear that CMS expects providers 
to take on new roles. These changes will impact not only providers’ rela-
tionships with CMS and their patients, but also their relationships with 
other providers along the entire continuum of care, including acute 
care hospitals, skilled nursing facilities, home health agencies, physi-
cians, and many others. This article discusses several of these changes.

Risk allocation. It is only a matter of time before CMS’s various “alter-
native” payment models become the new mainstream. As we have now 
seen in a range of reimbursement reform efforts, CMS intends to shift 
the financial risks associated with patient care away from the govern-
ment and on to providers.2 To the extent CJR becomes the model for 

1 While announced in 2015, the effective start date for CJR was April 1, 2016. For ad-
ditional background, see CMMI’s CJR website, available at: https://innovation.cms.
gov/initiatives/cjr. As this article went into production in August 2016, CMS proposed 
three new mandatory bundled payment models, as well as changes to the CJR model. 
The proposed rule reinforces the importance of the questions raised here. See www.
federalregister.gov/articles/2016/08/02/2016-17733/medicare-program-advancing-
care-coordination-through-episode-payment-models-epms-cardiac.

2 Dave Barkholz, Under Construction: Risk-Based Reimbursement, moDerN HealtHCare, 
June 18, 2016, available at www.modernhealthcare.com/article/20160618/MAGA-
ZINE/306189982.
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future bundling arrangements, hospitals will be front and center in 
these efforts.3 Aside from the policy question of whether hospitals are, 
in fact, well-positioned to manage the risks associated with providing 
health care services along the continuum of care, placing significant risk 
on one category of provider and then allowing them to further allocate 
that risk through private contracting will inevitably impact relationships 
among providers. Several outstanding questions in this area include:

•  How will parties who are not initially required to assume risk 
(e.g., post-acute care (PAC) providers in CJR) decide whether 
to agree to assume risk? To what extent might referral rela-
tionships implicitly influence this decision-making? It seems 
likely that a PAC provider receiving significant referrals from 
a hospital will feel pressure to agree to a risk-shifting arrange-
ment, even if the hospital indicates its referral patterns will not 
be influenced by the decision.

•  Will risk-shifting programs like CJR accelerate ongoing trends 
toward health system consolidation and integration,4 with 
increased focus on consolidating a wider range of provider 
types (preventive, outpatient, acute, and post-acute)?

•  To what extent can non-providers take on risk-bearing roles 
within CJR or future bundled payment programs? Many 
vendors participated in CMS’s Bundled Payments for Care 
Improvement Initiative (BPCI) as risk-bearing entities (both 
upside and downside risk) and, as a result, developed risk 

3 CJR requires each hospital in the applicable Metropolitan Statistical Area to assume 
the risk for bundled services unless otherwise exempt. See Comprehensive Care for Joint 
Replacement Model, Cms.gov, https://innovation.cms.gov/initiatives/cjr (last visited  
July 8, 2016). While the hospital may redistribute that risk among other treating 
providers, it is limited in its ability to do so, ensuring the hospital will remain integrally 
involved in managing the bundled services and related care redesign efforts. See  
42 C.F.R. § 510.500.

4 Alex Azar, What’s Behind the Surge of Healthcare Consolidations?, real Clear markets, June 
29, 2015, available at www.realclearmarkets.com/articles/2015/06/29/whats_behind_
the_surge_of_healthcare_consolidation.html.
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assessment and management tools, as well as care redesign pro-
grams. The CJR regulations only address risk-sharing among 
provider-collaborators, however.5

While it is impossible to know with precision, provider decision- 
making around risk-sharing will likely turn on pre-existing levels of 
clinical integration, market positioning, current levels of resource uti-
lization, negotiating leverage, and other similar factors. In general, 
providers and vendors that are more integrated, more efficient, have 
demonstrably high quality, and effectively utilize information technol-
ogy will be better prepared to make informed decisions about assuming 
risk and managing such risks when they arise.

Referral patterns, “narrow networks,” and a new day for discharge plan-
ning. When viewed through the lens of reimbursement reform, current 
discharge planning regulations (in Medicare’s hospital Conditions 
of Participation)6 are creatures of a different age. Focused largely on 
patient choice and including cautionary disclosures when the discharg-
ing hospital has a financial interest in a receiving PAC provider, the 
policy interests behind these rules run counter—or at least are in tension 
with—the policy interests behind bundled payment programs. While 
freedom of choice makes sense when the primary concerns involve kick-
backs or conflicts of interest, the primary goal under bundled payments 
is ensuring that patients are treated by quality providers functioning as 
part of an integrated and efficient system.

It is only natural that an at-risk hospital under a bundled payment 
regime would seek to exercise greater control over which PAC provid-
ers will serve discharged patients. The notion of narrow networks and/
or requiring PAC providers to represent that they will satisfy quality, 

5 See Medicare Program; Comprehensive Care for Joint Replacement Payment Model  
for Acute Care Hospitals Furnishing Lower Extremity Joint Replacement Services,  
80 Fed. Reg. 73274, 73286 (Nov. 24, 2015) (“ . . . gainsharing agreements between hos-
pitals and organizations that are neither providers nor suppliers are not permitted.”) 
[hereinafter CJR Final Regulation].

6 42 C.F.R. § 482.43.
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efficiency, and coordination requirements are sure to become more 
prominent as hospitals’ financial results are predicated, at least in 
part, on outcomes from PAC partners. While the CJR final regulation 
maintains patient focus as a central theme, it contemplates “preferred 
providers,”7 with the related Preamble stating that participant hospitals 
“may identify those providers/suppliers that the hospital considers to 
be preferred.”8

The proposed rules on discharge planning9 have attempted to bal-
ance patient choice with new requirements for hospitals to consider 
and utilize data about PAC providers’ quality and resource utilization in 
making discharge planning decisions. This new approach is a welcome 
change and is consistent with prior MedPac recommendations for better 
managing PAC spending under fee-for-service models.10 While neither 
BPCI nor CJR include any waivers of discharge planning rules, it appears 
the rules themselves may be receiving an overhaul that will make them 
friendlier to bundled payment arrangements. In the interim, however, 
while the new rules are still under development, bundled payment par-
ticipants should obtain legal advice in structuring discharge procedures 
consistent with their programs’ particular requirements.

Fraud and abuse waivers—when will ad hoc waivers be replaced with  
substantive reform? Both BPCI and CJR have included waivers for the 
Stark Law, Anti-Kickback Statute (AKS), and beneficiary inducement 
statute. Unfortunately, they are not only narrow in scope, but can be 

7 Id. § 510.405.
8 CJR Final Regulation, at 73521.
9 Medicare & Medicaid Programs; Revisions to Requirements for Discharge Planning for 

Hospitals, Critical Access Hospitals, and Home Health Agencies, 80 Fed. Reg. 68126 
(proposed Nov. 3, 2015) (to be codified at 42 C.F.R. pts. 482, 484, & 485). As of this 
writing, no additional action has been taken on the proposed rule related to discharge 
planning.

10 meDpaC, report to tHe CoNgress: meDiCare paymeNt poliCy, CH.7: meDiCare’s post-aCute Care: 
treNDs aND Ways to ratioNalize paymeNts (Mar. 2015), available at www.medpac.gov/docs/
default-source/reports/mar2015_entirereport_revised.pdf?sfvrsn=0 (discussing ACOs 
establishing partnerships with selected PAC providers based on cost and quality met-
rics).
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extremely difficult to satisfy. For example, to take advantage of the 
CJR waivers, parties must be in compliance with all other regulatory 
requirements that apply to their relationship, including a long list of 
documentation requirements, notice requirements, written agree-
ments, and quality criteria.11

While fraud and abuse waivers have been appreciated by parties 
involved in these programs, the health care industry is waiting for a more 
sophisticated and comprehensive set of exceptions and safe harbors 
that reflect the changing world of reimbursement, allowing provid-
ers to innovate in ways that are consistent with CMS’s broader vision 
and policy goals. Two members of Congress recently circulated a draft 
letter to CMS Acting Administrator Andy Slavitt, requesting “regulatory 
relief for post-acute care providers entering into alternative payment 
models . . . [since current regulations] are hindering post-acute innova-
tion and participation in [alternative payment models.]”12 The letter 
highlights the fact that most Medicare regulations were designed for a 
fee-for-service environment, an environment that does not match cur-
rent alternative payment approaches. It urges CMS to exercise its waiver 
authority to grant more flexibility and regulatory relief to providers that 
assume downside risk under reimbursement reform programs.

In the meantime, participants in bundled payment programs should 
build their programs to take advantage of applicable waivers to the 
extent possible, or at least make a good faith effort to do so.

11 See aNDreW m. slavitt, aCtiNg aDm’r, Cms, NotiCe oF Waivers oF CertaiN FrauD aND aBuse laWs iN 
CoNNeCtioN WitH tHe CompreHeNsive Care For JoiNt replaCemeNt moDel (Nov. 16, 2015), available 
at www.cms.gov/Medicare/Fraud-and-Abuse/PhysicianSelfReferral/Downloads/2015-
CJR-Model-Waivers.pdf.

12 A copy of the letter is on file with the Author.
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Conclusion. Some have complained that CJR was rushed to market too 
quickly, especially considering its mandatory nature and focus on hospi-
tals that have no prior experience with bundled payments. Participating 
hospitals are left with little choice but to dedicate internal resources to 
develop and implement a bundled payment infrastructure, including 
care redesign, contracting mechanisms, and third-party partnerships—
or risk the financial consequences.

Apart from this direct impact, however, the CJR reimbursement 
experiment will have significant ripple effects on provider relationships 
that will only be understood as the program is fully implemented over 
the next several years. All signs point to a future landscape where CMS 
has delegated some degree of both quality and financial oversight to 
providers, with commensurate upside and downside risk. In doing so, 
CMS is placing providers in a minefield, requiring them to monitor 
each other’s compliance and distribute payments accordingly, while 
also determining where patients will be referred. Providers’ best hope 
for minimizing risk in this environment is two-fold: (i) doing the best 
they can to comply with a particular program’s rules, regulations, and 
waiver requirements and (ii) ensuring that decision-making is guided 
by the goals of bundling programs to improve clinical quality, improve 
the patient experience, and reduce costs without compromising quality.

Robert D. Stone is a Partner at Alston & Bird LLP. His practice focuses 
on health care compliance and regulatory matters, primarily counseling 
national health care systems and hospital and physician groups. Contact 
him via email at rob.stone@alston.com.
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It’s Time for CMS and Congress to 
Review Outdated Medicare and Medicaid 
Provisions

Michael H. Cook

Introduction. There are a number of “legacy” provisions in the statutes 
and regulations that govern the Medicare and Medicaid programs that 
are no longer relevant and should be repealed or revised. The high 
cost of health care in the United States has created a strong emphasis 
in recent years on revising Medicare and other federal payment systems 
to incentivize delivery system changes that reduce costs while improv-
ing quality.1 Initially, this process required hospitals and physicians to 
provide data on certain quality measures with financial penalties if pro-
viders failed to provide those data. The intent was to move toward a 
carrots-and-sticks payment system based on quality metrics.

With the enactment of the Patient Protection and Affordable Care 
Act (ACA) in 2010, Congress dramatically moved this process forward in 
an attempt to improve quality and reduce costs by, among other things, 
creating incentives to improve coordination and reduce duplicative 
care. As a significant part of this effort, the ACA created the Center for 
Medicare and Medicaid Innovation (Innovation Center, also referred 

1 The United States health system is the costliest in the world as a percentage of gross 
domestic product. The U.S. spends approximately 17.1% of its GDP on health care 
while the second most expensive country, the Netherlands, spends approximately 
12.9%. WHO, Total Expenditure on Health as a Percentage of Gross Domestic Product 
(US$), www.who.int/gho/health_financing/total_expenditure/en/ (last visited  
Aug. 7, 2016). According to Bill Hazel, the Secretary of Health and Human Resources  
in Virginia, the difference would fund two defense budgets. Speech to the Democratic 
Business Council of Northern Virginia, December 12, 2014.
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to as CMMI).2 The Innovation Center was initially provided $10 billion 
in funding for pilot projects to test innovative payment models.3 The 
Secretary of Health and Human Services was given the extraordinary 
authority to expand these pilots on a regional or national basis through 
regulation rather than statutory amendment, if she determined that the 
pilot would improve quality without increasing expenditures or reduce 
spending without reducing quality, and if the CMS actuary determined 
that the expansion would reduce or not increase spending in the affected 
programs overall.4 In addition, the ACA provided for specific alternative 
payment models such as bundled payments and the Medicare Shared 
Savings program, and in the fee-for-service world, for the establishment 
of a number of value-based purchasing initiatives such as the hospital 
readmission reduction program.5 

The United States Department of Health and Human Services 
(HHS) has set goals of having 30% of Medicare payments based on 
alternative payment methodologies by the end of 2016 and 50% by the 
end of 2018.6 HHS recently announced that it met the 2016 goal a year 

2 Patient Protection & Affordable Care Act, Pub. L. No. 111-148, 124 Stat. 119, 262,  
§ 3021, codified at 42 U.S.C. §1315a [hereinafter ACA]; HHS, HHS FY 2017 Budget in Brief 
– CMS – Center for Innovation Programs, www.hhs.gov/about/budget/fy2017/budget-
in-brief/cms/innovation-programs/index.html (last visited Aug. 7, 2016).

3 42 U.S.C. § 1315a(f ).
4 Id. § 1315a(c).
5 See ACA § 3022, 124 Stat. at 395 and id. § 10,307, 124 Stat. at 940 (amending title XVIII 

of the Social Security Act, 42 U.S.C. § 1395 (2006), by adding § 1899, “Shared Savings 
Program”); id. § 3023, 124 Stat. at 399 and id. § 10,308, 124 Stat. at 941 (amending title 
XVIII of the Social Security Act by adding § 1866D, “National Pilot Program on Payment 
Bundling”); id. § 3025, 124 Stat. at 408, “Hospital Readmission Reduction Program.”

6 Press Release, HHS, Better, Smarter, Healthier: In Historic Announcement, HHS Sets 
Clear Goals and Timeline for Shifting Medicare Reimbursements from Volume to Value 
(Jan. 26, 2015), available at www.hhs.gov/about/news/2015/01/26/better-smarter-
healthier-in-historic-announcement-hhs-sets-clear-goals-and-timeline-for-shifting-
medicare-reimbursements-from-volume-to-value.html [hereinafter Better, Smarter, 
Healthier].
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early.7 HHS also set goals of 85% of fee-for-service payments having a 
value-based component by the end of 2016 and 90% by the end of 2018.8

Discussion. Given the dramatic overhaul of the various payment meth-
odologies as well as the passage of time, a number of the old regulatory 
requirements  appear to have become obsolete, or  in some circumstances, 
may be counter-productive to achieving the goals of these changes. 

For example, since its inception, the Medicare program has required 
a prior three-day hospital stay for a person to be eligible for skilled nurs-
ing services.9 When Medicare was enacted, both inpatient hospital and 
skilled nursing facility services were reimbursed under a retrospective 
payment system based on reasonable costs; however, with the enactment 
of the Balanced Budget Act of 1997 (BBA), Medicare has reimbursed 
skilled nursing facilities under a prospective payment system (SNF PPS). 
Among other things, SNF PPS is based on a resident assessment instru-
ment, the Minimum Data Set (MDS), that enables the facility and 
program to objectively determine not only whether the patient is clini-
cally eligible for SNF services, but also the level of services for which that 
person is eligible.10 Previously, without this tool to measure clinical eli-
gibility, the hospital stay served, in part, as a proxy for the severity of the 
patient’s clinical condition. Thus, once SNF PPS went  into effect, the 

7 Press Release, HHS, HHS Reaches Goal of Tying 30 Percent of Medicare Payments 
to Quality Ahead Of Schedule (Mar. 3, 2016), available at www.hhs.gov/about/
news/2016/03/03/hhs-reaches-goal-tying-30-percent-medicare-payments-quali-
ty-ahead-schedule.html.

8 Better, Smarter, Healthier.
9 See 42 U.S.C. § 1395x(i); 42 C.F.R. § 409.30(a)(1). The Catastrophic Health Care Act 

repealed the three-day hospital stay requirement for the brief period in which it was in 
effect. Medicare Catastrophic Coverage Act of 1988, Pub. L. No. 100-360, 102 Stat. 683 
(1988). During this period, there was a substantial spike in SNF days that were covered 
by Medicare. HHs oig, iNFlueNCes oN meDiCare’s skilleD NursiNg FaCility BeNeFit (June 1991), 
available at http://oig.hhs.gov/oei/reports/oei-05-89-01590.pdf.

10 See, e.g., Medicare Program Prospective Payment System and Consolidated Billing for 
Skilled Nursing Facilities, 63 Fed. Reg. 26252, 26254 (May 12, 1998); CMS, Cms’s rai  
versioN 2.0 maNual, CH. 6: meDiCare skilleD NursiNg FaCility prospeCtive paymeNt system (sNF 
pps) (Nov. 2005), available at www.cms.gov/Medicare/Quality-Initiatives-Patient-As-
sessment-Instruments/NursingHomeQualityInits/downloads/MDS20rai1202ch6.pdf.
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Medicare program had more precise and objective tools to determine 
whether a patient was clinically appropriate for skilled care.

Moreover, from a clinical perspective, care has evolved so that 
patients/residents who formerly would have been sent to the hospital 
are now able to stay in the skilled nursing facility. For example, from the 
author’s observations, many skilled nursing facilities now have access to 
nurse practitioners on a 24/7 basis to care for patients whose condition 
previously would have required hospitalization. 

Medicare also now has numerous contractors, such as Recovery 
Audit Contractors (RAC), Zone Program Integrity Contractors (ZPIC), 
and Medicare Audit Contractors (MAC) that have the responsibility to 
review claims on an ongoing basis, can recover payments that the con-
tractors conclude are not appropriate, and have the ability to refer a 
case to other enforcement bodies when they believe systematic fraud 
is occurring.11 The continued requirement of a prior three-day hospi-
tal stay now creates a perverse incentive to admit or transfer a patient 
to the inpatient hospital setting when that stay might have otherwise 
been avoided, thus substantially and unnecessarily increasing the costs 
of care.12

11 See Medicare Prescription Drug, Improvement, & Modernization Act of 2003 (MMA)  
§ 901, 42 U.S.C. § 1395h; id. § 1395d; 42 C.F.R. pt. 421; id. § 455.500-.518; Cms, meDiCare 
program iNtegrity maNual: CH. 3: veriFyiNg poteNtial errors aND takiNg CorreCtive aCtioNs  
(June 17, 2016), available at www.cms.gov/Regulations-and-Guidance/Guidance/
Manuals/downloads/pim83c03.pdf.

12 HHS has to some extent recognized this perverse incentive by waiving the three-
day hospital stay requirement for certain alternative payment methods such as the 
Comprehensive Joint Replacement Program (CJR), Pioneer Accountable Care Organiza-
tion (Pioneer ACO) initiative, Bundled Payment for Care Improvement initiative (BPCI) 
Model 2, the Medicare Advantage (MA) program, and beginning in 2017, track 3 of the 
Medicare Shared Savings Program (MSSP). See 42 C.F.R § 510.610 (CJR), id. § 425.612 
(MSSP), id. § 422.101(c) (MA), BPCI Model 2: Retrospective Acute & Post Acute Care Epi-
sode, Cms.gov, https://innovation.cms.gov/initiatives/BPCI-Model-2/ (BPCI Model 2), 
and tHree-Day skilleD NursiNg FaCility rule Waiver, available at https://innovation.cms.gov/
Files/x/pioneeraco-snfwaiver.pdf (Pioneer ACO). Although the reasons for waiving the 
requirement do not require statutory change for these initiatives, and while there may 
be additional safeguards in those programs—namely, the assumption of risk by the 
core entity—there are now sufficient tools and safeguards in the system to validate the 
repeal of this requirement in fee-for-service payments as well.
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Another legacy regulation is the requirement that a patient must be 
homebound to be eligible for home health agency services.13 At least 
with respect to those alternative payment methodologies where an entity 
controlling care is at risk for downstream care, such as the Comprehen-
sive Joint Replacement (CJR) program, two-sided risk programs under 
the Medicare Shared Savings Program (MSSP), and certain models of 
the Bundled Payments for Care Improvement (BPCI) Initiative, the risk-
bearing entity should be provided the opportunity to utilize the most 
cost effective care modalities available. The fact that the entity is bear-
ing risk and financially responsible for excess services should serve, in 
itself, as a safeguard against abuse, while providing that entity with the 
tools necessary for maximizing its opportunity for financial and clinical 
success. The policy reasons are even more compelling if the principal 
risk-bearing entity is voluntarily willing to pay for the care without direct 
reimbursement from the program.14 

A third example is the prohibition on payment under the Medicaid 
program for services provided in an institution for mental diseases or a 
psychiatric hospital (IMDs) for beneficiaries between the ages of 21 and 
64.15 Those provisions were included in the original Medicaid act and 
amended in 1972. At the same time, however, Medicaid covers inpatient 

13 See 42 U.S.C. § 1395f(a)(2)(C); 42 C.F.R § 409.42(a); Cms, meDiCare BeNeFit poliCy maNual 
(mBpm), CH. 7 – Home HealtH serviCes § 30.1.1 (May 11, 2015), available at www.cms.gov/
Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c07.pdf.

14 For example, it may be in an Accountable Care Organization’s (ACO’s) financial and 
care giving interest to pay out of pocket to a home health agency for a home aide to 
visit a patient who is not technically homebound, to monitor the patient’s condition, 
the patient’s compliance with care maps, or to perform simple chores. Allowing the 
ACO to make those decisions would be analogous to the treatment of bed reserve 
agreements between hospitals and nursing facilities implemented subsequent to the 
enactment of IPPS. See CMS, proviDer reimBursemeNt maNual, part 1, §§ 2105.3, 2328(F). To 
the author’s knowledge, HHS has never officially clarified whether it is permissible for 
the risk-bearing entity in these alternative payment methodologies to pay directly for 
these services.

15 See 42 U.S.C. § 1396d (a)(xvii)(29)(B), (a)(xvii)(16), and (a)(xvii)(14).
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hospital services in a psychiatric unit of a general acute care hospital.16 
The purpose, as explained by a three judge United States District Court 
panel in 1973, was to place upon the states the full responsibility to care 
for long-stay psychiatric patients, while covering shorter stays under a 
shared federal/state program.17 The prohibition was enacted at a time 
when it was common for state facilities to warehouse long-term psychi-
atric patients and before the significant deinstitutionalization efforts of 
the 1970s and later took place.

Today, most, if not all, of the institutions of this nature have been 
closed. Instead, most inpatient psychiatric care addresses short-term 
acute episodes with the patient returned for care in the community 
after a short  stay.18 Thus, the real impact of the IMD restriction is to limit 
Medicaid funding to psychiatric care provided in units of general acute 
hospitals that do not specialize in this care, while denying Medicaid cov-
erage for care provided in private hospitals that specialize in psychiatric 
care and may be less costly.

HHS has recently attempted to rectify the problem to the extent it 
views that it has statutory authority to do so. In the recent revision of 
its Medicaid managed care rules, HHS now permits states to make a 
monthly capitation payment to Medicaid managed care plans for enroll-
ees with a length of stay of no more than 15 days within the month in 
an IMD.19 HHS also clarified the use of IMDs as an alternative setting 
“in lieu of” inpatient services covered under the state plan for purposes 

16 See id. § 1396d (a)(xvii)(1); 81 Fed. Reg. 27498, 27561 (May 6, 2016); Legion v. Rich-
ardson, 354 F. Supp. 456, 458 (S.D.N.Y. 1973) [hereinafter Legion], aff’d, 414 U.S. 1058 
(1973).

17 Legion; see also Kantrowitz v. Weinberger, 388 F. Supp. 1127 (D.D.C. 1974), aff’d  
530 F.2d 1034 (D.C. Cir. 1976).

18 See discussion of average length of stay in studies referenced in preamble to the final 
rules revising the Medicaid managed care regulations at 81 Fed. Reg. 27498, 27556, 
and 27560 (May 6, 2016).

19 42 C.F.R. §§ 438.6(e) and 438.3(2) as revised, 81 Fed. Reg. 27498 et. seq. (May 6, 2016).
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of setting additional limits on the circumstances where payment would 
be permissible while also clarifying that matching payments were avail-
able for these short-stay patients.20 Congress should take another look at 
further limiting or lifting entirely the IMD exclusion for both managed 
care plans and fee-for-service payments.21

Conclusion. The world of health care service delivery and payment 
is changing dramatically. Common sense would dictate that it is time 
for Congress and HHS to carefully review existing rules and statutory 
provisions, including the ones discussed in this Brief Insight, to remove 
regulatory barriers that, although purposeful in a prior era, no longer 
make practical sense and may, in fact, be counterproductive in today’s 
changing health care environment. It would also dictate that CMS seek 
input from the provider community to assist in identifying those statu-
tory and regulatory provisions that no longer make sense.

Michael H. Cook is Partner and Co-Leader of the Health Law Group 
at Liles Parker PLLC. He has more than 35 years of experience represent-
ing a wide variety of health care related clients in regulatory, compliance 

20 Id. 
21 For example, in the late 1980s and 1990s, Congress enacted a provision in the Omni-

bus Budget Reconciliation Act of 1989 that prohibited HHS from treating two hospitals 
as IMDs until the agency completed a study as to whether the prohibition should be 
continued, see e.g. Omnibus Budget Reconciliation Act of 1989, H.R. 3299,  
101st Cong. § 6408(a)(3), as amended by Omnibus Budget Reconciliation Act of 1993, 
H.R. 2264, 103rd Cong. § 13642 and Balanced Budget Act of 1997, H.R. 2015,  
105th Cong. § 4758. More recently, Congress provided as part of the ACA a demonstra-
tion project for coverage of services in an IMD for Medicaid beneficiaries between the 
ages of 21 and 65 who require those services for stabilization of an emergency medical 
condition, see ACA § 2707. Finally, the House of Representatives recently passed a bill 
that would essentially enact modifications similar to those promulgated in the recent 
Medicaid managed care regulations while requiring additional studies and reports to 
Congress, including one on the demonstration project discussed in the prior sen-
tence. H.R. 2646, 114th Cong., 2nd Sess. §§ 202–05 (2016) (referred to the S. Comm. on 
Health, Educ., Labor & Pensions).
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coverage, reimbursement, policy strategic planning, government rela-
tions, and business matters. He also represented the federal regulators 
of the Medicare and Medicaid programs at the beginning of his career. 
Mr. Cook is a member of the Editorial Board for the AHLA Journal of 
Health & Life Sciences Law and was appointed to the Virginia Board of 
the Department of Medical Assistance Services by the Governor. Contact 
him via email at mcook@lilesparker.com. Mr. Cook is grateful for the 
research assistance provided by Ashley Hudson, Associate at Liles Parker 
PLLC, and Sheng Lois Liu, JD ’17, of American University Washington 
College of Law.
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NOTES AND COMMENTS

Looking Past MACRA’s Details: Key Long-
Term Changes Ahead for Providers 

Charles B. Oppenheim and Kelly A. Carroll

What is the issue? As CMS implements dramatic Medicare physician pay-
ment reforms, most notably the Medicare Access and CHIP Reauthorization 
Act of 2015 (MACRA), health care providers of all types will feel the impact of 
how Medicare pays physicians, and physicians will change how they consume 
and order services of other providers in an effort to improve quality and 
enhance cost effectiveness.

What is at stake? Under MACRA, CMS will assess providers’ performance 
beginning January 1, 2017 in order to adjust Part B payment rates in 2019. 
Thus, health care providers of all types need to understand how and on what 
basis CMS will adjust Part B payment rates before CMS begins measuring 
performance on January 1, 2017, and the consequences for providers who can 
and cannot perform well under the new measures.

What should attorneys do? Attorneys should educate health care provid-
ers on the upcoming value-based payment reforms, available reimbursement 
options, and related requirements. They must also help providers of all types 
review existing relationships with physicians; evaluate compensation arrange-
ments and structural alignment; and counsel providers on what systems and 
personnel will help them perform effectively under the new reimbursement 
methodologies.

CITATION: Charles B. Oppenheim and Kelly A. Carroll, Looking Past MACRA’s Details: Key 
Long-Term Changes Ahead for Providers, J. Health & Life Sci. L., Oct. 2016 at 26. © 2016 
American Health Lawyers Association, www.healthlawyers.org/journal. All rights reserved.
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Introduction

Physician payment reforms are spurring dramatic changes across the 
health care landscape. Perhaps the most important and far-reaching  
payment methodology change is the Medicare Access and CHIP  
Reauthorization Act of 2015 (MACRA),1 because it affects how Medicare 
pays  all physicians and it will  change how physicians consume and order 
services of other providers in an effort to improve quality and enhance 
cost effectiveness.

The changes caused by these payment reforms extend well beyond 
changes to the Medicare Physician Fee Schedule. These “payment” 
reforms already have and increasingly will trigger the accelerated 
adoption of health care information technology, as well as greater col-
laboration and integration efforts resulting in increased consolidation 
among providers. In addition, the changes in response to these new pay-
ment methodologies are reforming the compliance landscape across 
health care. This Comment will explore how physician payment reform 
efforts have and will continue to impact three critical issues relevant to 
all provider types in the health care sector: technology, consolidation, 
and compliance. 

Background on MACRA

Congress enacted MACRA after several years of short-term fixes 
designed to prevent payment  cuts under the previous  sustainable 
growth rate (SGR) formula.2 Representing a historic shift from tradi-
tional Medicare fee-for-service (FFS) reimbursement toward value-based 
payments for physician services, MACRA repeals the Medicare SGR 
and replaces it with the Quality Payment Program, a two-track system 

1 Medicare Access and CHIP Reauthorization Act of 2015, Pub. L. No. 114-10, 129 Stat. 87 
[hereinafter MACRA].

2 See, e.g., Jim HaHN, CoNg. researCH serv., meDiCare pHysiCiaN paymeNt upDates aND tHe sustaiNaBle 
groWtH rate (sgr) system (2014), available at http://greenbook.waysandmeans.house.
gov/sites/greenbook.waysandmeans.house.gov/files/R40907_gb.pdf.
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that includes (i) a Merit-based Incentive Payment System (MIPS) for 
eligible clinicians under the Physician Fee Schedule and (ii) optional 
participation in Alternative Payment Models (APMs).3 This Spring, the 
Centers for Medicare & Medicaid Services (CMS) unveiled the much-
anticipated proposed rule to implement certain provisions of MACRA 
(MACRA Proposed Rule).4 CMS received 3,875 comments during the 
public comment period on the MACRA Proposed Rule.5 Common 
themes of the comments included desires that: 

1.  MACRA be patient-focused; 

2.  CMS simplify and reduce the reporting burden for clinicians; 

3.  CMS create pathways for physicians to participate in alternative 
payment models; 

4.  CMS provide flexibility and assistance to small, independent, 
and rural physician practices; and 

5.  CMS provide flexibility for clinicians to prepare for the new 
payment systems.6 

We expect CMS will post a final rule by November 1, 2016. Although 
many of the changes outlined in MACRA will not take effect until 2019, 
health care providers who hope to succeed under the new payment 
methodology will need to start planning for and implementing struc-

3 MACRA § 101.
4 Medicare Program; Merit-Based Incentive Payment System (MIPS) and Alternative 

Payment Model (APM) Incentive Under the Physician Fee Schedule, and Criteria for 
Physician-Focused Payment Models, 81 Fed. Reg. 28162 (May 9, 2016) (to be codified at 
42 C.F.R. pts. 414 & 495) [hereinafter MACRA Proposed Rule].

5 Medicare Program: Merit-Based Incentive Payment System and Alternative Payment Model 
Incentive under the Physician Fee Schedule, and Criteria for Physician-Focused Payment 
Models, regulatioNs.gov, www.regulations.gov/document?D=CMS-2016-0060-0068 (last 
visited July 26, 2016).

6 See, e.g., Medicare Access and CHIP Reauthorization Act of 2015: Ensuring Successful 
Implementation of Physician Payment Reforms: Hearing Before the S. Comm. on Fin. (2016) 
(statement of Andy Slavitt, Acting Adm’r, CMS), available at www.finance.senate.gov/
imo/media/doc/CMS%20Testimony%20-%20MACRA%20(A.%20Slavitt)%207.13.16.pdf.
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tural changes in advance of the first performance year, which begins 
January 1, 2017.7

Implementation of the MACRA physician payment reforms will 
also impact the other clinicians, facilities, and networks in which these  
clinicians practice. For example, MACRA provides that in payment years 
2019 and 2020, MIPS “eligible clinicians” will include:

•  physicians (MD/DO and DMD/DDS),

•  physician assistants,

•  nurse practitioners,

•  clinical nurse specialists, and

•  certified registered nurse anesthetists.8 

MACRA also provides the Secretary of Health and Human Services 
with the authority to specify additional eligible clinicians in the third 
payment year (2021) and beyond. In addition, CMS in the MACRA Pro-
posed Rule expressed interest in expanding the definition in future 
rulemakings.9 Taking into account various statutory exclusions from 
the definition of MIPS-eligible clinician,10 CMS estimates that between 
approximately  687,000 and 746,000 clinicians will  be  subject to MIPS 
for 2019.11 CMS further estimates that between 30,658 and 90,000 eli-
gible clinicians would become Qualifying APM Participants (QPs) 
through participation in Advanced APMs.12

7 This Comment was drafted in June 2016, prior to publication of the MACRA Final Rule.
8 42 U.S.C. § 1395w–4(q)(1)(C)(i).
9 Id.; MACRA Proposed Rule, at 28173.
10 42 U.S.C. § 1395w–4(q)(1)(C); see also MACRA Proposed Rule, at 28173.
11 MACRA Proposed Rule, at 28165.
12 Id.

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=31&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL


Journal of Health & Life Sciences Law—Vol. 10, No. 1

32 Oppenheim and Carroll: Looking Past MACRA’s Details

Merit-based incentive payment system

MACRA sunsets three current Medicare quality reporting and per-
formance programs—the Physician Quality Reporting System (PQRS), 
the Value-based Payment Modifier (VM), and the Medicare EHR Incen-
tive Program (also known as the “Meaningful Use” program)—and 
consolidates aspects of these programs into MIPS. MACRA requires 
establishment of MIPS beginning with the CY 2019 payment year. Pay-
ment adjustments starting in 2019 would be based on data submitted 
for the performance period commencing January 1, 2017 and ending 
December 31, 2017. MIPS evaluates eligible clinicians using a composite 
performance score (CPS) encompassing four performance categories; 
CMS uses the CPS to determine and apply a MIPS adjustment factor 
to the MIPS-eligible clinician for a given payment year. As set forth in 
MACRA, the CPS includes the following four performance domains:

1.  Quality (50%)

2.  Resource use (10%)

3.  Clinical practice improvement activities (CPIA) (15%)

4.  Advancing care information (25%) 

CMS proposed in the MACRA Proposed Rule to weight the per-
formance categories  for Year 1 (CY 2019), as reflected in parentheses 
above. In the second and third payment years, the resource use weight-
ing will increase and the quality category weighting will decrease.

The MIPS adjustment factor will be applied to an eligible clinician’s 
Part B payments for a payment year, reflecting whether the eligible 
clinician scored above or below the performance threshold with a posi-
tive, negative, or neutral adjustment. MACRA generally requires that 
MIPS adjustments be budget-neutral, such that the increase in charges 
resulting from positive adjustments equals the estimated decrease in 
charges resulting from negative MIPS adjustments. CMS will make MIPS 
payment adjustments no later than 30 days prior to January 1 of the pay-
ment year. In the first payment year (CY 2019), the maximum negative 
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adjustment will be 4%, and the positive adjustments generally will be 
up to 4% (scaled up or down to achieve budget neutrality). As required 
under MACRA, the maximum negative adjustments will increase over 
time, with corresponding positive adjustments. Additional bonuses will 
be available for exceptional performance in the first years of the MIPS 
program.

Alternative payment models

Although MIPS raises the stakes considerably with positive and nega-
tive adjustments for performance, CMS applies those adjustments to 
traditional FFS payments. In contrast, as an alternative to being reim-
bursed on a FFS basis, clinicians can participate in APMs. APMs include 
models such as accountable care organizations, patient-centered medi-
cal homes, and other models that have been evaluated by the Center 
for Medicare and Medicaid Innovation.13 MACRA encourages a shift 
to APMs by offering eligible clinicians an annual lump sum incentive 
payment equal to 5% of their prior year’s payments for Part B covered 
professional services in years 2019 through 2024, if the eligible clinician 
participates in certain Advanced APMs.14 As noted above, eligible clini-
cians participating in Advanced APMs are called “qualifying participants” 
under the MACRA Proposed Rule.15 In later  years, QPs  will receive a 
higher update under the Physician Fee Schedule than eligible clini-
cians participating in MIPS.16 Importantly, however, not all APMs satisfy  
MACRA’s requirements to qualify as Advanced APMs. CMS indicated 
in the MACRA Proposed Rule that many clinicians currently working 
in APMs may not qualify in the first performance year for payments 
through the Advanced APM track.17 MACRA sets out the following cri-
teria for an Advanced APM:

13 42 U.S.C. § 1395l(z)(3)(C); see also MACRA Proposed Rule, at 28379.
14 42 U.S.C. § 1395l(z)(1); see also MACRA Proposed Rule, at 28293.
15 MACRA Proposed Rule, at 28293.
16 Id. at 28294.
17 Id. at 28311–13.
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•  The APM participants must use certified electronic health 
record technology (CEHRT).

•  The APM must provide for payment for covered professional 
services based on quality measures comparable to those in the 
quality performance category under MIPS.

•  The APM must either require that participating APM entities 
bear risk for monetary losses of a more than nominal amount 
or be a Medical Home Model expanded under CMS Innova-
tion Center authority.18 

CMS will assess clinicians in the Advanced APM track using a simi-
lar set of performance criteria as in MIPS. CMS stated in the MACRA 
Proposed Rule that MIPS-eligible clinicians participating in APMs will 
receive favorable scoring under certain MIPS categories.19 

MACRA’s Impact on Health Care Information 
Technology

With payment reforms aimed at paying for value over volume, clini-
cians’ adoption and use of technology serves two significant purposes: 
(i) improving the quality and coordination of patient care and (ii) mea-
suring and reporting data to payers.

The Health Information Technology for Economic and Clinical 
Health (HITECH) Act of 2009 sought to promote the adoption and 
meaningful use of CEHRT by authorizing incentive payments and 
Medicare payment adjustments for eligible professionals.20 The Medi-
care EHR Incentive Program has included three stages of meaningful 
use requirements that eligible professionals must meet to qualify for 
incentive payments and avoid downward adjustments. The enactment 
of MACRA changes the Medicare EHR Incentive Program such that 

18 42 U.S.C. § 1395l(z)(3)(D).
19 MACRA Proposed Rule, at 28169.
20 See id. at 28215.
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existing Medicare payment adjustments for eligible professionals will 
end after calendar year 2018. The use of CEHRT, however, remains a 
critical component of a provider’s MIPS score under the “Advancing 
Care Information” (ACI) component.

While MACRA did not change the Medicare EHR Incentive Program 
for hospitals or participation for eligible professionals in the Medicaid 
EHR Incentive Program, we anticipate future efforts by CMS  to align 
those programs with the reforms  enacted under MACRA.21 In the MACRA 
Proposed Rule, CMS sought to streamline the current Medicare EHR 
Incentive Program for eligible professionals to provide for greater flex-
ibility to encourage adoption of CEHRT.22 The MACRA Proposed Rule 
implements a new, more flexible scoring methodology, which empha-
sizes patient electronic access, coordination of care through patient 
engagement, and health information exchange.23 CMS seeks to shift 
from an “all or nothing” approach to one based on performance and 
the ability to select measures meaningful to each clinician’s practice.24 
To accommodate providers who have not been reporting under the 
Medicare EHR Incentive Program, CMS proposed in the MACRA Pro-
posed Rule to make this category optional in performance year 2017 for 
nurse practitioners, physician assistants, clinical nurse specialists, and 
certified registered nurse anesthetists.25

Under MIPS, ACI assesses eligible clinicians’ use of technology. 
The ACI requirements include (i) a threshold requirement to protect 
electronic protected health information; (ii) a base score, including 

21 See, e.g., Andy Slavitt & Karen DeSalvo, EHR Incentive Programs: Where We Go Next,  
tHe Cms Blog (Jan. 19, 2016), https://blog.cms.gov/2016/01/19/ehr-incentive-pro-
grams-where-we-go-next/.

22 MACRA Proposed Rule, at 28215–16.
23 See id. at 28217.
24 See id. at 28216, where CMS ultimately dismisses maintaining the current Medicare 

EHR Incentive Program approach, which awards full points for meeting all require-
ments and zero points for failing to do so. Instead, CMS decided to design a framework 
for the Advancing Care Information performance category with flexibility and multiple 
paths to achievement, allowing CMS to recognize partial or exceptional performance.

25 Id. at 28233.
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e-prescribing, patient electronic access, patient engagement, health 
information exchange, and data registry reporting; and (iii) an addi-
tional set of eight measures that can add to the overall performance 
score.26 Under the MACRA Proposed Rule, CMS proposed that groups 
of eligible professionals may be assessed and reported at the group level, 
as opposed to the MIPS-eligible clinician level, which CMS expects will 
lessen the reporting burden.27

Looking ahead, not only will CMS assess providers’ use of technol-
ogy in clinical practice as a performance category in its own right, but 
providers also will need technology to capture and report all types of 
data required by CMS to track and pay for performance. With MIPS, 
CMS aims to encourage these provider efforts by easing the onerous 
and inconsistent quality reporting requirements under current quality 
reporting programs. Under the MACRA Proposed Rule, data may be 
submitted on behalf of clinicians through various potential third-party 
vendors: a qualified registry; a Qualified Clinical Data Registry; a health 
IT vendor that obtains data from the eligible clinician’s CEHRT; or a 
CMS-approved survey vendor. Although MIPS may ease onerous and 
inconsistent quality reporting programs through increased flexibility, 
CMS cautioned providers in the MACRA Proposed Rule not to view such 
changes as a reduction in the standards that existed in the Medicare 
EHR Incentive Program.28 Rather, MACRA reforms are geared toward 
increasing providers’ widespread adoption and use of technology, as 
reflected by technology’s central role as both a performance metric 
and a critical component to capturing the data needed to perform well 
under the new reimbursement measures.

26 The eight measures are Patient access; Patient-specific education; View, Download, and 
Transmit (VDT); Secure messaging; Patient-generated health data; Patient care record 
exchange; Request/accept patient care record; and Clinical information reconciliation. 
See MACRA Proposed Rule, at 28220–24.

27 Id. at 28220.
28 Id. at 28217.
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The Trend Toward Consolidation Among Providers

Changing payment methods, such as MACRA, are accelerating the 
trend toward ever greater consolidation among physicians, hospitals, 
and ancillary health care providers. In particular, the anticipated need 
for a robust information technology and care coordination infrastruc-
ture to manage the data that must be reported to CMS under MACRA, 
as well as to maximize performance against the MACRA metrics, is prov-
ing to be a daunting burden for many small physician practices that may 
not have the resources or scale to manage this on their own. This has 
led, and will continue to lead, to increased consolidation as providers 
align, combine, and acquire in an effort to achieve the scale and scope 
of  services necessary to respond to the rising demand for data reporting 
that demonstrates higher quality and greater cost effectiveness.29

CMS has reported that it expects solo physicians and small practices 
to achieve lower scores in the metrics that matter in MACRA, result-
ing in declining revenue per physician compared to larger practices 
with the resources to capture, track, manage, improve, and report their 
scores on MACRA measurements.30 For example, in the MACRA Pro-
posed Rule, CMS estimates that more than 81% of eligible clinicians 
in practices with more than 100 clinicians (i.e., 248,626 clinicians) will 
receive a positive MIPS adjustment in Year 1 (CY 2019).31 In contrast, 
CMS estimates that 87% of eligible clinicians in solo practices (i.e., 
89,383 clinicians) will receive a negative adjustment in MIPS Year 1.32 
Accordingly, while some small practices will fight to maintain their inde-
pendence and take their chances under the new payment methods (or 

29 See, e.g., David Squires & David Blumenthal, Do Small Physician Practices Have a Future?, 
to tHe poiNt (May 26, 2016), www.commonwealthfund.org/publications/blog/2016/
may/do-small-physician-practices-have-a-future.

30 CMS estimates that approximately 54% of MIPS-eligible clinicians will receive a posi-
tive adjustment, while 46% will receive a negative adjustment. These proportions vary 
by specialty and by practice size, with positive adjustments increasing with size of 
practice. MACRA Proposed Rule, at 28375.

31 Id.
32 Id.
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treat fewer Medicare patients, if that is an option), many more can be 
expected to join together to form larger practices or become employ-
ees of hospital systems or hospital-aligned medical groups. This effect 
will be magnified over time as MACRA assigns increased weight to the 
“resource use” MIPS category over the course of the first three payment 
years (from 10% Year 1, to 15% Year 2, to 30% Year 3), which will spur 
greater alignment and/or consolidation as physicians look for ways 
to monitor and oversee care by other providers involved in a patient’s 
treatment.33 Thus, the underlying costs and potential benefits associated 
with becoming a high-performing practice under MACRA will continue 
to drive additional consolidation of medical practices and additional  
practice acquisitions by hospitals.

From the hospital perspective, MACRA’s value-based incentives (and 
numerous comparable value-based payment methods from CMS and 
private payers) are also motivating greater acquisition and alignment 
with physician practices because hospitals are being exposed to increas-
ing financial risk (e.g., readmissions, value-based purchasing programs, 
and the risks associated with bundled payment programs). Frequently, 
hospitals cannot control these risks and rewards, or drive outcome 
improvements, without linking their care-coordination and popula-
tion health management activities with the physicians who order their  
services and manage the care.

The net effect of these considerations is that independent physicians 
who have been considering integration may find value-based incen-
tives the determining factor in deciding to join a large health system,  
particularly if these physicians are in smaller practices. Even those who 
wish to remain independent might choose to affiliate more closely with 
a health system to achieve some of the benefits of integration while 
retaining their independence. Therefore, MACRA ultimately may 
reshape not only physicians themselves, but also the health systems that 
employ them.

33 See 42 U.S.C. § 1395w–4(q)(5)(E)(i).
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Emergence of New Compliance Issues Under 
MACRA

MACRA and the multitude of new payment models are changing 
many facets of how health care is delivered, including expanding the 
importance of information technology and increasing provider consoli-
dation and alignment. For health care attorneys, another critical, albeit 
less heralded, component of this revolution is the transformation of 
health care compliance.

Health care compliance is being revolutionized most directly by the 
myriad regulations implementing new payment methodologies. Each 
new payment method ushers  in new regulatory requirements, and hence 
new potential compliance problems. Another burgeoning concern is 
that new payment methods are creating new and different financial 
incentives, which give rise, in turn, to new and innovative compensation 
arrangements with correspondingly new compliance concerns.

As discussed above, CMS has proposed significant tracking of qual-
ity metrics for both the MIPS and APM tracks. Hospitals have been, for 
some years, required to report to CMS on numerous quality metrics.34 
On the compliance side, as the importance of quality rises and provid-
ers’ reimbursement is increasingly linked to the metrics they report, 
the government is using new tracking tools. For example, over the past 
several years, the government has been making greater use of so-called 
“smart” software and other data mining tools to identify clinical issues 
such as poor quality or medically unnecessary care, which can then serve 
as grounds for false claims act investigations, allegations, and litigation.35

Another growing trend among hospitals and physicians is the use of 
compensation models that incentivize physicians for improving quality, 

34 See Quality Measures, Cms.gov, www.cms.gov/Medicare/Quality-Initiatives-Patient-
Assessment-Instruments/QualityMeasures/ (last visited July 26, 2016).

35 See generally, u.s. Dep’t oF HealtH & HumaN servs., oFFiCe oF iNspeCtor geN., oFFiCe oF iNspeCtor 
geNeral Work plaN FisCal year 2013, available at https://oig.hhs.gov/reports-and-publica-
tions/archives/workplan/2013/Work-Plan-2013.pdf.
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efficiency, or cost-effectiveness to earn enhanced reimbursement from 
Medicare under MACRA and other programs. There are, however, com-
pliance challenges in using such incentives. For example, there may be 
risks associated with paying physicians to reduce the costs of procedures 
or shortening lengths of stay because such incentives may increase the 
risk that the physicians will provide less patient care to earn the incen-
tive compensation. Accordingly, it is safer to incentivize adherence to a 
process for which deviations might be permitted based on a physician’s 
independent medical judgment, appropriately documented, than to 
incentivize the achievement of an end result, without regard to the way 
it was achieved.36

It is also important to consider carefully which quality measurements 
to use. Arguably, it should be safer to use standard, nationally recog-
nized quality measurements, such as those employed by the Medicare 
program, The Joint Commission, or other nationally recognized quality 
measurement and accreditation organizations. It would seem riskier, in 
several ways, to use in-house quality measurements that do not neces-
sarily enjoy widespread recognition or support. For example, it could 
increase risk if unconventional measures for performance were incentiv-
ized and a malpractice plaintiff’s lawyer was able to argue convincingly 
that this meant the care did not meet community standards. Likewise, 
it might increase the risk if the arrangement were challenged as consti-
tuting payments for unwarranted or unnecessary services. On the other 
hand, if an organization is aware of its own unique needs, it may be 
logical to tailor the quality metrics being measured and rewarded to the 
particular organization’s existing strengths and weaknesses, as opposed 
to applying a generic set of measurements on the organization.

36 See, e.g., OIG, Advisory Opinion Letter No. 01-1 (Jan. 11, 2001), available at https://oig.
hhs.gov/fraud/docs/advisoryopinions/2001/ao01-01.pdf (In approving a cost-savings 
sharing arrangement known as “gainsharing” between a hospital and physicians, the 
OIG noted favorably that the approved arrangement “is markedly different from many 
‘gainsharing’ plans, particularly those that purport to pay physicians a percentage of 
generalized cost savings not tied to specific, identifiable cost-saving activities.” Id. at 10. 
The OIG pointed out that the approved arrangement, by contrast, “sets out the specific 
actions to be taken and ties the remuneration . . . to those actions.” Id.).
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A critical issue in pay-for-performance compensation arrangements  
is determining how much should be paid for achieving the quality  
performance sought and how to value the payments. Typically, and his-
torically, fair market value compensation has been measured by effort 
(e.g., hours of services performed, tasks completed, number of full-time 
equivalents working, etc.) as opposed to outcomes achieved or quality 
scores. When shifting to the new paradigm of paying for performance, 
it can be challenging to calculate the appropriate compensation. 
Frequently, outside valuation experts help to validate the proposed 
compensation amount and methodology, and these valuation experts 
are becoming more versant in validating performance-based compensa-
tion. Documentation supporting valuation is considered a best practice 
and can help reduce the risk of an arrangement being challenged—and 
increase the odds of prevailing if it is.

A related issue is how to match individual compensation to indi-
vidual contribution, to avoid any specific physician receiving a windfall 
or being shortchanged. For example, if a group of physicians will be 
compensated based on the group’s collective ability to reach certain 
quality benchmarks, is it preferable to pay physicians an equal, per capita 
amount, or is it preferable to pay each individual physician based on that 
physician’s individual contribution to the collective outcome achieved? 
There are different perspectives on this, but typically the OIG has taken 
a more conservative view under the Anti-Kickback Statute and the Civil 
Monetary Penalty Statute (prohibiting payments to reduce services to 
Medicare and Medicaid beneficiaries), embracing per capita payments 
as less likely to skew any individual physician’s medical judgment in 
achieving the outcomes being measured.37 Some of these compensation 
arrangements can be structured to fit within fraud and abuse waivers, 
but others cannot.

37 See, e.g., id. (noting favorably the equal payments per physician, explaining that “any 
incentive for an individual surgeon to generate disproportionate cost savings is  
mitigated.” Id.).
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Conclusion

MACRA is a key part of the sweeping changes to health care reim-
bursement that are reshaping the industry. The financial incentives 
embedded in MACRA are already accelerating the adoption of health 
care information technology and furthering its incorporation into all 
aspects of delivering, measuring, reporting, and improving health care 
services and outcomes. The increasing importance of technology invest-
ment in health care, in turn, is promoting greater consolidation and 
alignment among providers, and spurring the development of inno-
vative models, structures, and compensation methodologies. These 
acquisitions, alignments, and creative compensation methods are also 
taking regulatory compliance into unchartered waters. The pace and 
scope of change may frighten some, but for the intrepid, guided by  
wise health care counsel, the breadth and depth of change represents 
enormous potential opportunity.
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NOTES AND COMMENTS

Do Charitable Hospitals Have to Participate 
in Medicaid Post-ACA?

Douglas M. Mancino

What is the issue? The issue is whether, in the changing payment climate 
ushered in by the Patient Protection and Affordable Care Act, participation in 
Medicaid is a condition of charitable tax-exempt status, or whether it consti-
tutes, along with other factors, evidence of eligibility for tax-exempt status. 

What is at stake? Charitable hospitals facing levels of Medicaid payment 
rates in many cases below their actual costs and exclusion from contracted 
Medicaid managed care networks may nonetheless be reluctant to withdraw 
their participation from the Medicaid program for fear of jeopardizing their 
tax-exempt status. 

What should attorneys do? Attorneys should familiarize themselves with 
the historical relationship between Medicaid participation and charitable tax 
exemption and independently assess Medicaid’s importance to any particular 
facility’s tax-exempt status.

CITATION: Douglas M. Mancino, Do Charitable Hospitals Have to Participate in Medicaid 
Post-ACA?, J. Health & Life Sci. L., Oct. 2016 at 43. © 2016 American Health Lawyers 
Association, www.healthlawyers.org/journal. All rights reserved.
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Introduction

When the Patient Protection and Affordable Care Act (ACA) was 
enacted by Congress and signed by the President in 2010, the ACA 
required states to expand Medicaid eligibility to most adults with family 
incomes at or below 138% of the Federal Poverty Level.1 Congress incen-
tivized states to enact the state legislation required to expand Medicaid 
by agreeing to pay 100% of the costs of Medicaid expansion for three 
years beginning in 2014, with that subsidy decreasing to 90% in 2020.2  
In addition, if a state elected not to enact the state legislation required  
to expand Medicaid, the ACA provided that the state would lose all fed-
eral support for its existing Medicaid program.

In National Federation of Independent Business v. Sebelius,3 the U.S. 
Supreme Court held that the threat to states of eliminating all federal 
support for Medicaid funding was unconstitutionally coercive. As a 
result, it has been left to each individual state to make a decision concern-
ing whether it should expand its Medicaid program. As of July 1, 2016,  
31 states and the District of Columbia have enacted the necessary Med-
icaid expansion legislation.4

Medicaid historically has paid less for services and it continues to pay 
at a lower level, making the question of whether Medicaid participation 
is a condition for tax-exempt status—rather than evidence of eligibility 
for tax-exempt status—of greater concern today, especially in light of 
Medicaid expansion under the ACA and the growth of narrow Medic-
aid managed care networks. The relationship of a charitable hospital’s 
Medicaid participation to its continued satisfaction of the community 

1 42 U.S.C. § 1396d(y). Technically, the income limit is 133% of the FPL, but the ACA also 
provides for a 5% income disregard. 

2 Id. § 1396d(y)(1)(A)–(E).
3 Nat’l Fed’n of Indep. Bus. v. Sebelius, 132 S. Ct. 2566 (2012).
4 Harris Meyer, Medicaid Expansion Hits Deep South, moD. HealtHCare (June 18, 2016), 

www.modernhealthcare.com/article/20160618/MAGAZINE/306189989 (Louisiana be-
came the 31st state to expand Medicaid after a Democrat governor was elected who 
campaigned hard on the Medicaid expansion issue).

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=46&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=46&exitLink=http%3A%2F%2Fwww.modernhealthcare.com%2Farticle%2F20160618%2FMAGAZINE%2F306189989


47

Journal of Health & Life Sciences Law—Vol. 10, No. 1

Introduction

benefit standard of exemption under Revenue Ruling 69-5455 has been 
subject to debate for many years. Some advocates for low-income indi-
viduals have argued that Medicaid participation should be a condition 
for receiving federal income tax exemption while others, including this 
author, have argued that no single factor described in Revenue Ruling 
69-545 is a requirement for tax exemption under Section 501(a) of the 
Internal Revenue Code of 1986 (Code) as a charitable organization 
described in Section 501(c)(3) other than the absence of private inure-
ment or improper private benefit. This debate remained dormant for 
many years, but Medicaid expansion has resurrected it, due in part to 
the fact that Medicaid expansion may not be available to benefit all 
charitable hospitals.6

This Comment reviews the development of Revenue Ruling 69-545 
as well as modern Medicaid and concludes that a charitable hospital’s 
participation in the Medicaid program, whether or not the hospital is 
located in a state that has expanded Medicaid, should not be deter-
minant of its continued tax-exempt status under Section 501(c)(3). 
Rather, this Comment concludes that Medicaid participation continues 
to remain a factor or indicia, as it has since 1969, evidencing community 
benefit to be considered in the context of other factors. In addition, 
with the substantial revision of the reporting requirements for chari-
table hospitals on Schedule H of the Form 990 and the enactment of 
Section 501(r) in the ACA,7 the actual compliance of charitable hospi-
tals with the community benefit standard in Revenue Ruling 69-545 will 
be more easily assessed, eliminating the need for a bright line based on 
Medicaid participation.

5 Rev. Rul. 69-545, 1969-2 C.B. 117, available at www.irs.gov/pub/irs-tege/rr69-545.pdf 
(considered in I.R.S. Gen. Couns. Mem. 34208 (Oct. 9, 1969)).

6 See, e.g., Douglas M. Mancino, Income Tax Exemption of the Contemporary Nonprofit 
Hospital, 32 st. louis u. l.J. 1015, 1033 (1988).

7 Douglas M. Mancino, Section 501(r) Final Regulations and Their Implications for  
Nonprofit and Government Hospitals, 28 tax’N exempts 3 (Sept./Oct. 2016); Michael N. 
Fine & Robert C. Louthian III, ‘Creeping Normality’—The Final Regulations Under Section 
501(r), 26 tax’N exempts 26 (May/June 2015).
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The Medicare and Medicaid programs were enacted in 1965 and 
made part of the Social Security Act—Medicare in Subchapter XVIII 
and Medicaid in Subchapter XIX. The Medicare program is funded 
exclusively by the federal government. The Medicaid program is jointly 
funded by the federal and state governments. Understanding the 
Internal Revenue Service’s (IRS’s) position on various factors listed in 
Revenue Ruling 69-545, including subsequent revenue rulings, other 
guidance, and the implications of Section 501(r) is essential to under-
standing the role modern Medicaid and Medicaid expansion under the 
ACA should play with respect to a charitable hospital’s continued tax-
exempt status under Section 501(c)(3).

With the finalization of the Section 501(r) regulations at the end of 
2015, compliance with Section 501(r) and Revenue Ruling 69-545 are 
part of the IRS’s examination procedures for charitable hospitals. In 
addition, the Schedule H to Form 990 now reflects these ACA-added 
requirements.

Revenue Ruling 69-545

Revenue Ruling 69-545 was published on October 8, 1969, nearly 
five years after the enactment of Medicare and Medicaid. It set forth 
the community benefit test for determining whether a nonprofit hos-
pital is operated to serve a public rather than private interest and thus 
qualifies for tax-exempt status as a 501(c)(3) charitable organization. 
All reported decisions rendered prior to the issuance of Revenue Ruling 
69-545 involved hospitals that converted from for profit to nonprofit 
status or were formed to benefit their founders during a time and  
under circumstances that are much different from today.8 

8 E.g., Sonora Cmty. Hosp v. Comm’r, 46 T.C. 519 (1966), aff’d per curiam, 397 F.2d 814  
(9th Cir. 1968) and Lorain Avenue Clinic v. Comm’r, 31 T.C. 141 (1958). See, e.g.,  
Douglas M. Mancino, Income Tax Exemption of the Contemporary Nonprofit Hospital,  
32 st. louis u. l.J. 1015, 1039–40 (1988), where these cases are discussed. See, e.g.,  
I.R.S. Gen. Couns. Mem. 38669 (Mar. 30, 1981).

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=48&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL


49

Journal of Health & Life Sciences Law—Vol. 10, No. 1

The Impact of IRS Rulings and Medicaid Expansion

Thus, the primary consideration is that the hospital operates to serve 
the community at large and not for the private benefit of any individual, 
such as a former owner or private entity such as a medical group. State 
nonprofit corporate statutes have evolved greatly since 1969, such that 
the most important distinction between nonprofit and for profit cor-
porations, the so-called non-distribution constraint, is more robust and 
enforceable in 2016 than it was in and prior to 1969.

Revenue Ruling 69-545 identified several factors that would evidence 
that a nonprofit hospital served the public interest. The IRS has repeat-
edly stated that none of the factors described in the ruling is determinative 
of whether a nonprofit hospital is described in Section 501(c)(3).9 For 
example, the operation of a full-time emergency room in which no 
one requiring emergency care was denied treatment was one factor. Of 
course, this requirement was an important proxy for providing char-
ity care prior to the enactment of the Emergency Medical Treatment 
and Active Labor Act (EMTALA) because it was through the emergency 
room that individuals without an attending physician on the hospital’s 
staff were admitted. The ruling also identified other relevant factors, 
including an open medical staff, a community-representative govern-
ing board, and the fact that hospital admissions otherwise ordinarily  
limited “to those who can pay for the cost of their hospitalization, either 
themselves, or their private health insurance or with the aid of public pro-
grams such as Medicare.” (Emphasis added.)10

There does not appear to be any published explanation for why 
participation in the Medicaid program was not specifically listed as a  
positive factor evidencing that a nonprofit hospital serves a public inter-
est justifying tax-exempt status, which is somewhat puzzling. Medicare 
and Medicaid were certainly considerations when Revenue Ruling  
69-545 was being drafted. Adding to the puzzlement is the fact that 

9 See, e.g., id.
10 Rev. Rul. 69-545, 1969-2 C.B. 117.
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Robert S. Bromberg, who is generally credited with being the princi-
pal author of Revenue Ruling 69-545, completed a technical study in 
December 196811 in which he made several references to the Medicare 
and Medicaid programs and recommended that the IRS publish a new 
ruling that would supersede Revenue Ruling 56-185 and its “relief of 
poverty test.”12 Further, five years after Mr. Bromberg left the govern-
ment for private practice, he was much more categorical about the 
relationship between Medicaid participation and continued exemption 
under Section 501(c)(3) when he wrote:

The other factor that must be met to satisfy Revenue 
Ruling 69-545 is that a hospital must provide care for all 
persons in the community able to pay the cost thereof, 
either directly or through a third-party reimbursement. 
In particular, a hospital must accept Medicare and Medicaid 
patients. Thus, a hospital seeking to qualify for exemp-
tion under Revenue Ruling 69-545 must not follow 
a policy of refusing to provide services for Medicaid 
patients, although it is not precluded from attempting 
to negotiate a favorable contract with the state for Med-
icaid reimbursement.13 (Emphasis added.)

One possible explanation is that by the end of 1975, Medicaid stat-
utes had been enacted in all states and the District of Columbia. Mr. 
Bromberg emphasized this fact in an Amicus Brief he authored in 1975 
for the American Hospital Association in the Eastern Kentucky Welfare 
Rights Organization v. Simon case that was being considered by the U.S. 
Supreme Court.14

11 Robert S. Bromberg, A Treatise on the Voluntary Hospital as a Charitable Institution  
(TS 65-30, Dec. 20, 1968) (copy on file with the author).

12 Rev. Rul. 56-185, 1956-1 CB 202.
13 roBert s. BromBerg, tax plaNNiNg For Hospitals aND HealtH Care orgaNizatioNs ¶7.6[6], at 7-44 

(Warren Gorham & Lamont 1977) (emphasis supplied).
14 Brief for Am. Hosp. Ass’n as Amicus Curiae Supporting Respondents 86, Simon v.  

E. Ky. Welfare Rights Org., 426 U.S. 26 (1976). The author of this Comment appeared on 
the Brief.
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Another possible explanation for Mr. Bromberg’s dramatic change 
of heart between 1969 and 1977 were the reactions of the U.S. Senate 
in 1970 to legislation proposed in the U.S. House of Representatives 
prior to the publication of Revenue Ruling 69-545 and the litigation 
challenging the validity of the ruling following its publication. Greater 
emphasis on Medicaid participation generally served as a proxy for  
providing indigent care and served as a bridge between the relief of 
poverty test in Revenue Ruling 56-185 and the community benefit test 
in Revenue Ruling 69-545.

The House version of the Tax Reform Act of 1969,15 H.R. 13270, 
attempted to confer nonprofit hospitals with tax-exempt status without 
regard to providing indigent care by creating a categorical exemption 
for nonprofit hospitals.16 The explanation of the proposal was made 
public on August 4, 1969 by the Committee on Ways and Means, pre-
ceding the October 8, 1969 promulgation of Revenue Ruling 69-545. 
Shortly thereafter on November 21, 1969, the Senate Committee on 
Finance acknowledged the new ruling and explained that the Senate 
bill would not incorporate the proposed House revision:

The Internal Revenue Service has, however, issued a 
ruling on October 8, 1969, indicating that hospitals, 
if they meet the other requirements of § 501(c)(3), 
are exempt under that provision, whether or not they 
provide charitable services on a non-cost or low-cost 
basis. The Committee deleted from the bill those pro-
visions that would have conformed the Code to the 
result reached by the 1969 Ruling. The Committee 

15 H.R. 13270, 91st Cong., 1st Sess., at 4035 (1969) authorized that “Section 501(c)(3) 
(relating to the definition of exempt organizations) is amended by inserting after  
‘animals’, the phrase, ‘or for the providing of hospital care.’” See also Hearings on the  
Tax Reform Act of 1969, H.R. 13270, Before H. Comm. on Ways & Means, 91st Cong. 1st 
Sess. 1425.

16 H.r. rep. No. 413, at 43 (1969).
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decided to reexamine this matter in connection with 
pending legislation on Medicare and Medicaid.17 

Litigation challenging the validity of Revenue Ruling 69-545

The principal litigation18 challenging the validity of Revenue Ruling 
69-545 was brought in the U.S. District for the District of Columbia in 
Eastern Kentucky Welfare Rights v. Shultz.19 In that case, the court observed 
that:

The government has attempted to justify the reversal 
of policy as to § 501(c)(3) with reference to Professor 
Scott’s treatise on Trusts as well as the Restatement 
of Trusts, for which Scott is the Reporter.  Rev. Ruling 
[sic] 69-545 itself includes such a reference. Urging 
that modern day ‘community benefit’ concepts of 
charity, viewed in conjunction with the importance 
of promoting general healthcare, serve as a sufficient 
and rationale basis for the IRS policy, the Ruling is 
defended as a perfectly permissible interpretative 
determination.20 

The judge rejected that argument and concluded that:

It is readily apparent that the Ruling was issued before 
any final Congressional determination had been ren-
dered. Although at the time of promulgation the 
House had adopted a measure which was supportive 
of the Ruling, the required Senate approval had not 
been given. The Senate Finance Committee, which 
reported on its version, not only clearly stated that 

17 s. rep. No. 91-552 (1969).
18 There were several class action lawsuits brought in other District Courts. See, e.g., Lugo 

v. Simon, 453 F. Supp. 677 (N.D. Ohio 1978). 
19 E. Ky. Welfare Rights v. Shultz, 370 F. Supp. 325 (D.D.C. 1973).
20 Id. at 336–37 (footnote omitted).
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the matter would once again be reviewed in conjunc-
tion with Medicare and Medicaid legislation, it also 
gave some indication that the Committee members 
thought the Ruling to be in conflict with the Code.21 

The court concluded that “Revenue Ruling 69-545 was improperly 
promulgated and is without effect inasmuch as it allows private non-
profit hospitals to qualify as charities under the Internal Revenue Code 
of 1954 without requiring the hospitals to offer special financial consid-
eration to persons unable to pay.”22 It also appears there was concern 
within the IRS that the omission of a reference to Medicaid in Revenue 
Ruling 69-545 could be problematic. In General Counsel Memorandum 
3527823 the Office of Chief Counsel made three important points:

•  The IRS had concerns when preparing for trial in the D.C. 
District Court in the Eastern Kentucky Welfare Rights Organization 
case “with certain ambiguities and deficiencies in the Service 
position announced in Revenue Ruling 69-545. He [the Asso-
ciate Chief Counsel (Litigation)] urges the need for prompt 
publication of a clarifying and amplifying ruling setting forth 
the position of the Service regarding the criteria it uses in 
determining whether a nonprofit hospital should be recog-
nized as exempt under Code § 501(c)(3).”

•  “You will recall a similar concern expressed in 1970 by Senate 
Finance Committee staff members about ambiguities in the 
revenue ruling as to Service position on the responsibility of 
exempt nonprofit hospitals to accept Medicare and Medic-
aid patients. The revenue ruling project titled Acceptance of 
Medicare-Medicaid Patients By Exempt Hospitals (Control No. 
70-10-22748) was then initiated. At the request of the Chief 
Counsel, plans for publication of the revenue ruling that had 

21 Id. at 337.
22 Id. at 338.
23 I.R.S. Gen. Couns. Mem. 35278 (Mar. 26, 1973).
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been prepared in the matter were suspended in October 1971 
pending resolution of possible ambiguities in that ruling.”

•  “There is continuing uncertainty, however, as to the scope of 
Revenue Ruling 69-545, and the current litigation has inten-
sified the need for further statement of Service position on 
Medicare-Medicaid responsibilities of exempt hospitals, as well 
as their responsibilities with respect to the provision of  
emergency care.”

In June 1976, the U.S. Supreme Court reversed the Court of Appeals 
decision (which had reversed the District Court’s decision) for lack 
of standing and did not address the substantive issues pertaining to  
Revenue Ruling 69-545.24 

General Counsel Memorandum 38669

Five years later in General Counsel Memorandum 38669,25 the Office 
of Chief Counsel reviewed a proposed revenue ruling that was later pub-
lished as Revenue Ruling 83-157.26 After stating it has not been the IRS’s 
position that maintenance of an emergency room or the rendering of 
emergency treatment is an absolute prerequisite to exemption of a hos-
pital, the Memorandum made no mention of Medicaid until the end:

Even though this hospital does not provide emer-
gency medical services, there are other significant 
factors which demonstrate that it operates exclusively 
to benefit the community. Among the important fac-
tors are the following: a board of directors drawn 
from the community, rather than from the staff; an 
open staff policy; treatment of persons paying their 
bills with the aid of public programs like Medicare or 

24 Simon v. E. Ky. Welfare Rights Org., 426 U.S. 26 (1976).
25 I.R.S. Gen. Couns. Mem. 38669 (Mar. 30, 1981).
26 Rev. Rul. 83-157, 1983-2 CB 94, available at www.irs.gov/pub/irs-tege/rr83-157.pdf.

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=54&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=54&exitLink=https%3A%2F%2Fwww.irs.gov%2Fpub%2Firs-tege%2Frr83-157.pdf


55

Journal of Health & Life Sciences Law—Vol. 10, No. 1

Modern Medicaid and Tax-Exempt Status

Medicaid; and application of any surplus to improv-
ing facilities, equipment, patient care, and medical 
training, education, and research. All of these factors 
are indicating operation for charitable purposes. 

Based on GCM 38669, Revenue Ruling 83-157 is the first time Med-
icaid was mentioned specifically in a revenue ruling, and no further 
formal guidance concerning the tax-exempt status of nonprofit hospi-
tals has been published since Revenue Ruling 83-157.

 Thus, years after the 1969 Congressional actions and final resolution 
of challenges to Revenue Ruling 69-545, General Counsel Memoran-
dum 38669 makes fairly clear that a charitable hospital’s participation 
in the Medicaid program is not a requirement but, rather, is an impor-
tant factor to take into consideration. Importantly, however, in no sense 
could a charitable hospital systematically exclude those who cannot pay 
for treatment and retain its exempt status.27

Modern Medicaid and Tax-Exempt Status

As mentioned earlier the question of whether Medicaid participation 
is a condition for tax-exempt status rather than evidence of eligibility 
for tax-exempt status is of greater concern today because Medicaid 
is expanding while continuing to pay for services at levels lower than 
Medicare and commercial payers. Medicaid expansion under the ACA, 
at least in theory, reduces the number of uninsured individuals that 
a hospital treats outside the emergency department (where EMTALA 
requires all patients to be screened and stabilized, regardless of abil-
ity to pay). Medicaid provided health care coverage for more than 70 
million individuals. In 2013, Medicaid spending by the states and the 
federal government totaled approximately $460 billion and repre-
sented approximately 2.8% of the gross domestic product (GDP). In 

27 Douglas M. Mancino, The Charity Care Conundrum for Tax-Exempt Hospitals,  
20 tax’N exempts 3, 6 (July/Aug. 2008).
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2014, spending increased to $494 billion (2.9% of GDP) due in large 
part to Medicaid expansion.28 Given this growth, a logical argument can 
be made that the IRS should treat Medicaid participation by nonprofit 
hospitals as a mandatory requirement for continued exemption (as Mr. 
Bromberg advocated in 1977); however, the statistics make that position 
untenable.

According to data analyzed by the Kaiser Family Foundation,  
“[s]pending per enrollee is lower for Medicaid compared to private insur-
ance after accounting for differences in socio-demographic and health 
characteristics between the two groups.”29 In other words, the data  
appear to support the usual complaints made by all providers, not just 
hospitals, that Medicaid payment rates are inadequate in many cases and 
in many states. Charitable hospitals—as all health care providers—need 
to operate in a fiscally responsible manner. Participating in a program 
that  systematically underfunds the cost of care is not a sustainable strat-
egy unless there are other sources of funding to cross-subsidize that 
strategy—as there were in the 1960s and 1970s when Revenue Ruling 
69-545 was published, such as the higher and more profitable rates paid 
by Blue Cross and Blue Shield plans and commercial insurers at that 
time. This is consistent with the notion that tax-exempt status is based 
on the expectation that charitable hospitals serve the entire community 
under the community benefit standard but are not required to serve 
every individual in the community without regard to his or her ability 
to pay.

In addition to the growing number of Medicaid-covered patients, 
charitable hospitals operating in a post-ACA payment environment 
must consider the rise of Medicaid managed care networks. Medicaid 
managed care has resulted in the establishment of narrow and tailored 

28 lisa ClemaNs-Cope et al., kaiser Comm’N oN meDiCaiD & tHe uNiNsureD, meDiCaiD speNDiNg groWtH 
CompareD to otHer payers: a look at tHe eviDeNCe 2 (Apr. 2016) , available at http://files.kff.
org/attachment/issue-brief-medicaid-spending-growth-compared-to-other-payers-a-
look-at-the-evidence.

29 Id. at 3.
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networks designed to treat the Medicaid population in a quality and cost-
effective manner. These networks have often excluded many expensive 
nonprofit hospitals, including academic medical centers. As of July 2015, 
39 states and the District of Columbia had contracts with comprehen-
sive risk-based managed care networks. Twenty-one states reported that 
more than 75% of their beneficiaries were enrolled with managed care 
organizations (MCOs), including four of the five states with the largest 
total Medicaid enrollment across the country (California, New York, 
Texas, and Florida).30 In addition, a Kaiser Family Foundation study 
observed that “the share of Medicaid beneficiaries enrolled in MCOs 
has steadily increased as states have expanded their managed care pro-
grams to new regions and new populations and made MCO enrollment 
mandatory for additional eligibility groups.”31 In 2016, an “estimated 46 
million low-income people enrolled in Medicaid managed-care plans.”32

The growth of Medicaid managed care has led to the growth of 
narrow, tailored networks of providers. Those tailored networks are 
often better equipped to deal with low-income populations given their 
locations, facilities, and highly-specialized skills necessary to offer high 
quality patient care, including preventive care, to low-income popula-
tions with special needs and Medicare-Medicaid dual eligibles. Many 
charitable hospitals may not be located in communities where low-
income populations reside, may not have independent medical staffs 
willing to accept substantial numbers of Medicaid-eligible individuals 
and families, or may not otherwise be in a position or be offered the 
opportunity to become part of a narrow network designed to treat MCO-
enrolled Medicaid beneficiaries. Where this is the case, hospitals may 

30 verNoN k. smitH et al., HeNry J. kaiser Family FouND. & NamD, meDiCaiD reForms to expaND Cov-
erage, CoNtrol Costs aND improve Care: results From a 50-state meDiCaiD BuDget survey For state 
FisCal years 2015 aND 2016 19 (Oct. 2015), available at http://files.kff.org/attachment/
report-medicaid-reforms-to-expand-coverage-control-costs-and-improve-care-results-
from-a-50-state-medicaid-budget-survey-for-state-fiscal-years-2015-and-2016.

31 Id. at 20.
32 Bob Herman & Shannon Muchmore, Major Medicaid Managed-Care Reforms Hand the 

Ball to States. Will They Run with It?, moD. HealtHCare, May 2, 2016, www.modernhealth-
care.com/article/20160430/MAGAZINE/304309964.
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need to re-evaluate the role of Medicaid participation with respect to 
demonstrating service to the community for the purpose of tax-exempt 
status. 

Conclusion

In the 21st century, Medicaid remains the largest funding source 
for medical and health-related services for America’s poorest individu-
als. Within the broad national guidelines established by federal statutes, 
regulations, and policies, each state continues to establish its own eli-
gibility standards; determine the type, amount, duration, and scope of 
services; and set the rate of payment for services. Thus, Medicaid pro-
grams continue to vary from state to state, and an individual or family 
eligible for Medicaid in one state may not be eligible in another.  For 
hospitals, levels of payment rates and eligibility to participate in Medic-
aid managed care networks varies. These state-by-state variances justify 
continuing to view Medicaid participation by a charitable hospital not 
as a requirement of exemption, but rather, as one of many indicia of 
whether a charitable hospital serves public rather than private interests 
and should therefore remain exempt under Section 501(c)(3).
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PRACTICE RESOURCE

Select Issues in Negotiating Drug Pricing 
and Reimbursement Contracts

Lee H. Rosebush and Lindsay P. Holmes

What is the issue? A drug product may have a “list price,” but multiple fac-
tors—discounts, rebates, type of buyer, volume, risk sharing—will impact how 
much a buyer actually pays. How a manufacturer establishes the price and 
any rebate is not clearly defined by law. Further complicating this issue is that 
most prices are set through contract negotiation by individual parties: payers, 
manufacturers, pharmacy benefit managers, and pharmacies.

What is at stake? The drug pricing formula chosen by a buyer can be of sig-
nificant advantage or detriment to a pharmacy, depending on that pharmacy’s 
buying power and/or the discount/rebate arrangements that the pharmacy is 
able to obtain. One change to a definition could shift millions of dollars for 
payers, pharmacy benefit managers, and pharmacies.

What should attorneys do? To effectively represent their clients’ interests 
during contract negotiations, attorneys must understand their clients’ objec-
tives and the fundamentals of drug pricing contracts. It is critical that both 
industry-standard and negotiated terms be clearly defined and understood 
because they will directly impact prices.
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Introduction

Negotiating drug pricing contracts and reimbursement arrange-
ments are complex. Currently, the price charged for a drug at a typical 
pharmacy prior to insurance (i.e., the sticker price) is not necessarily the 
price set by the drug manufacturer or even a markup of the price paid by 
the dispensing pharmacy. Instead, drug prices vary depending on who is 
along the supply chain, based on contractual negotiations between sell-
ers and purchasers. Because private parties are involved, it is not always 
clear to consumers and purchasing entities how much a drug costs or 
why. Additionally, there are few legal constraints on how much an entity 
can charge or by what means a price is established by the manufacturer, 
the supplier, or dispensing pharmacy.

Since the 1960s, there have been attempts to identify methods of 
reducing drug costs through the Medicare or Medicaid systems. In the 
Omnibus Budget Reconciliation Act of 1990 (OBRA 90), Congress cre-
ated the Medicaid Drug Rebate Program (Program) to help offset the 
costs of outpatient prescription drugs to the federal and state govern-
ments.1 In doing so, Congress required drug manufacturers to enter 
into rebate agreements with the United States Department of Health 
and Human Services (HHS) in order to qualify for reimbursement of 
most outpatient prescription drugs under the Medicaid Program. The 
Medicare Part D program was created more recently.2

Although there are a few legal constraints, mostly through manda-
tory rebates and use of formularies, much of drug pricing is determined 
through contract. In addition, the type of contract by which pricing is 
established—contracts with the manufacturer, contracts with the payer 

1 Omnibus Budget Reconciliation Act of 1990, Pub. L. No. 101-508, 104 Stat. 1388 (1990); 
Medicaid Drug Rebate Program, meDiCaiD.gov, www.medicaid.gov/Medicaid-CHIP-
Program-Information/By-Topics/Benefits/Prescription-Drugs/Medicaid-Drug-Rebate-
Program.html (last visited July 5, 2016).

2 Medicare Prescription Drug Improvement and Modernization Act of 2003, Pub. L. No. 
108-173, 117 Stat. 2066 (2003).
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or pharmacy benefit manager, or payer/PBM contracts with pharma-
cies—will impact pricing and reimbursement. Understanding the 
methods by which drugs are priced throughout the supply chain and 
how they are reimbursed will aid attorneys in advocating on behalf of 
clients engaged in these contractual negotiations.

Drug Pricing and Reimbursement

Drug pricing involves a number of players and a number of com-
peting interests, not to mention multiple contracting parties (e.g., 
pharmacy benefit managers (PBMs)/payers, manufacturers, wholesal-
ers and distributors, and pharmacies). Each party engages in contractual 
relationships with one or more of the other parties, and these contracts 
impact the ultimate price/reimbursement of a drug.

How drugs are priced vs. how they are reimbursed

Drugs are initially priced by manufacturers, but they can be re-priced 
by wholesalers and distributors. For example, many wholesalers or dis-
tributors have special arrangements with manufacturers that allow them 
to buy certain drugs at a discount or receive a rebate from the manufac-
turer. This results in a price that differs from what another entity would 
pay for the same product. For example, Manufacturer X may have an 
agreement with Wholesaler Y in which Y is an authorized distributor of 
Drug Z. For abiding by the terms of the agreement, Y can purchase Drug 
Z at a discounted price, or with a rebate attached, and then sell Drug Z 
at a mark-up to a pharmacy. The price at which the pharmacy sells Drug 
Product Z to a patient, or submits for reimbursement to a payer, is likely 
not the same price the pharmacy paid Wholesaler Y. Instead, a pharmacy 
typically sets a price based on an Average Wholesale Price (AWP) for-
mula that does not take into account some of these price concessions.

The price charged by the pharmacy may also vary based on the 
patient’s insurance coverage. An insured patient may pay a co-pay and 
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*Negotiated price, discount/rebate, and reimbursement will vary at each transaction.

the payer/PBM will reimburse the pharmacy for a previously negotiated 
rate (based on its own calculation of the drug’s cost which, in some cases, 
can be lower than what the pharmacy paid to acquire the drug) plus a 
negotiated dispensing fee. Any rebate passed through to the pharmacy 
and other revenue streams (e.g., Generic Effective Rate (GER) incen-
tives) may make up for the difference in cost versus reimbursement. 
In addition, the pharmacy may charge a self-pay (uninsured) person a 
higher price to help make up for what the pharmacy paid for the drug.

This convoluted scenario demonstrates that relationships between 
payers, PBMs, pharmacies, and manufacturers, and wholesalers/dis-
tributors have an impact on a drug’s price/cost. These prices not only 
fluctuate based on the contracting parties’ negotiations, but also on the 
type of pricing mechanism used by the contracting parties. The diagram  
below demonstrates that movement of the drug product and the flow of 
reimbursements and changes in drug price.

Drug Manufacturer

Wholesaler/Distributor
(Prime Vendor)

Pharmacy/Dispenser

Patient/Consumer

Payer/Sponsor

Pharmacy Benefit 
Manager

  Product

  Pay Negotiated Price*

  Negotiated Rebate/Discount*

  Pay Negotiated Reimbursement*

  Payment
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Drug pricing mechanics

A wide variety of drug pricing mechanisms are available to manufac-
turers, payers, and PBMs. Which mechanism an entity chooses is not 
determined by law, at least for commercial payers. For example, PBMs 
generally determine the amount they will reimburse based on the AWP 
even though they are not required to do so.

Average Wholesale Price (AWP)

Although not specifically defined by statute or regulation, Average 
Wholesale Price—often known as the sticker or list price—generally 
represents the average price a wholesaler charges for a drug.3 AWP is 
published and widely available,4 but it does not reflect the actual price 
a pharmacy pays for a specific drug. As described above, the price paid 
is the one negotiated by the pharmacy or a third-party representative, 
such as a pharmacy services administrative organization (PSAO). Thus, 
negotiations between pharmacies and payers yield varying AWPs. For 
example, a payer may offer a pharmacy AWP minus 10% on certain 
generic drugs, but another payer may offer the same pharmacy AWP 
minus 12%. Thus, reimbursement for the same drug using the same 
AWP pricing mechanism can differ based on the payer contract.

Wholesale Acquisition Cost (WAC)

Wholesale Acquisition Cost is defined by federal law5 as “the manu-
facturer’s list price for the drug or biological to wholesalers or direct 
purchasers in the United States, not including prompt pay or other 

3 DaWN m. geNCarelli, Nat’l HealtH poliCy Forum, oNe pill, maNy priCes: variatioN iN presCriptioN 
Drug priCes iN seleCteD goverNmeNt programs (2005), available at www.nhpf.org/library/
issue-briefs/IB807_DrugPricing_08-29-05.pdf [hereinafter oNe pill, maNy priCes: variatioN 
iN presCriptioN Drug priCes iN seleCteD goverNmeNt programs].

4 Red Book, A Comprehensive, Consistent Drug Price Resource, truveN HealtH aNalytiCs miCro-
meDex solutioNs, http://micromedex.com/products/product-suites/clinical-knowledge/
redbook (last visited July 5, 2016).

5 42 U.S.C. 1395w–3a(c)(6)(B).
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discounts, rebates or reductions in price, for the most recent month 
for which the information is available, as reported in wholesale price 
guides or other publications of drug or biological pricing data”6 WAC, 
like AWP, is not based on actual sales data, but rather is a published 
price. The accuracy of the WAC is subject to any unknown price reduc-
tions, rebates, or discounts that a manufacturer may have offered to a 
wholesaler or direct purchaser.

Average Manufacturer Price (AMP)

Average Manufacturer Price is prominent in OBRA 90 as the basis for 
manufacturer rebates. With respect to covered outpatient drugs, AMP is 
the “average price paid to the manufacturer for the drug in the United 
States by wholesalers for drugs distributed to retail community pharma-
cies and retail community pharmacies that purchase drugs directly from 
the manufacturer.”7

Estimated Acquisition Cost (EAC)

Estimated Acquisition Cost is defined in 42 C.F.R. § 447.502 as the 
“best estimate of the prices generally and currently paid by providers 
for a drug marketed or sold by manufacturers or labelers in the package 
size of the drug most frequently purchased by providers.”8 As discussed 
in more detail below, EAC is in the process of being replaced by Actual 
Acquisition Cost. The reasoning for this change, according to the Cen-
ters for Medicare and Medicaid Services (CMS), is that EAC “is often 

6 Id.
7 Medicaid Program; Covered Outpatient Drugs; Final Rule, 81 Fed. Reg. 5170, 5172  

(Feb. 1, 2016) (to be codified at 42 C.F.R. pt. 447), available at www.gpo.gov/fdsys/pkg/
FR-2016-02-01/pdf/2016-01274.pdf [hereinafter Final Rule].

8 CMS, Methodology for CalCulating the national average drug aCquiSition CoSt (nadaC) for 
MediCaid Covered outpatient drugS 3 (2013), available at www.medicaid.gov/medicaid-
chip-program-information/by-topics/benefits/prescription-drugs/ful-nadac-down-
loads/nadacmethodology.pdf [hereinafter Methodology for CalCulating the national 
average drug aCquiSition CoSt].
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based on published compendia pricing, which does not reflect actual 
prices that providers pay for acquiring drugs.”9

Actual Acquisition Cost (AAC)

Actual Acquisition Cost is the agency’s determination of the phar-
macy providers’ actual prices paid to acquire drugs marketed or sold 
by specific manufacturers.10 Even prior to the CMS final rule replacing 
EAC with AAC, many state Medicaid agencies had decided to transition 
from EAC to AAC in hopes of increasing the accuracy of drug pricing.

National Average Drug Acquisition Cost (NADAC)

Every month, CMS surveys approximately 2,000 chain/independent 
retail pharmacies, requesting invoices for drug purchases. CMS regu-
larly updates and publishes the survey data relating to drug acquisition 
costs.11 States may use this data in their calculation of AAC.12

Maximum Allowable Cost (MAC)

Maximum Allowable Cost is the maximum amount a program may 
reimburse for a specific drug, typically a multiple source drug. State 
Medicaid programs can gain savings by setting a lower MAC price for a 
Federal Upper Limit (FUL) drug, or by setting a MAC price for a drug 
not subject to FUL. As of 2013, 45 states utilized MAC programs.13 MACs 
are also used by commercial payers and Prescription Drug Plans/Medi-
care Advantage Prescription Drug plans (PDPs/MA-PDs). These payers 
typically set MAC prices for generics as a cost-saving strategy.

9 Final Rule, at 5290.
10 42 C.F.R. § 447.502.
11 Pharmacy Pricing, meDiCaiD.gov, www.medicaid.gov/Medicaid-CHIP-Program-Informa-

tion/By-Topics/Benefits/Prescription-Drugs/Pharmacy-Pricing.html (last visited  
July 6, 2016).

12 See metHoDology For CalCulatiNg tHe NatioNal average Drug aCquisitioN Cost.
13 HHs, oig, meDiCaiD Drug priCiNg iN state maximum alloWaBle Cost programs (2013), available 

at http://oig.hhs.gov/oei/reports/oei-03-11-00640.pdf.

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=67&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=67&exitLink=https%3A%2F%2Fwww.medicaid.gov%2FMedicaid-CHIP-Program-Information%2FBy-Topics%2FBenefits%2FPrescription-Drugs%2FPharmacy-Pricing.html
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=67&exitLink=https%3A%2F%2Fwww.medicaid.gov%2FMedicaid-CHIP-Program-Information%2FBy-Topics%2FBenefits%2FPrescription-Drugs%2FPharmacy-Pricing.html
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=67&exitLink=http%3A%2F%2Foig.hhs.gov%2Foei%2Freports%2Foei-03-11-00640.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=67&exitLink=http%3A%2F%2FMEDICAID.GOV


68 Rosebush and Holmes: Drug Pricing and Reimbursement

Journal of Health & Life Sciences Law—Vol. 10, No. 1

Usual & Customary Price (U&C)

Usual & Customary is the undiscounted “retail” or “cash” price that a 
pharmacy would charge for a specific drug. Often, the U&C price is the 
amount a patient without drug coverage would pay a retail pharmacy.14 
It is not, however, limited only to the cash price of a non-insured patient. 
For example, a pharmacy’s $4 generic drug program may set a U&C 
price for a specific drug. Contracts between payers and pharmacies will 
often state that the payer will reimburse the “lesser of” the AWP minus 
a percentage, such as 20%, or the U&C price.

Not only do drug pricing contracts define the type of pricing mecha-
nism that will be used for reimbursement purposes, they also define the 
specific source that must be used to obtain a drug price (e.g., Red Book) 
if the drug is not covered by a PBM’s specific MAC list. For published 
pricing mechanisms, contracting parties can choose from numerous 
sources, including, but not limited to, Medi-Span Electronic Drug File, 
which uses manufacturer reported pricing data; the Red Book, which 
reports AWP and WAC; the Average WAC Pricing File; and Predictive Acqui-
sition Cost.15 

Web of Contracts

This section provides several helpful examples of contractual lan-
guage and explains the different types of contracts that manufacturers 
and payers/PBMs can enter into with, for example, prime vendors, 
authorized distributors, and pharmacies.

Manufacturer contracting

Drug product manufacturers and authorized distributors such as 
pharmacies, hospitals, and physician practices may negotiate purchase 

14 See oNe pill, maNy priCes: variatioN iN presCriptioN Drug priCes iN seleCteD goverNmeNt programs.
15 Predictive Acquisition Cost, What is PAC, www.predictiveacquisitioncost.com/what-is-

pac/ (last visited July 6, 2016).
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price through a direct contract, but this is not always the case. A manu-
facturer can engage a third-party to resell certain drugs on its behalf. 
Accordingly, several types of manufacturer arrangements should be 
considered during the negotiations.

Contracts between manufacturers and prime vendors of drug products

Some manufacturers use third-party entities, such as wholesalers or 
distributors, to sell and distribute their drugs. Commonly referred to 
as the “prime vendor,” this third-party entity will contract directly with 
the manufacturer and purchase the drug for a specific price. This type 
of arrangement is beneficial to the manufacturer because the manufac-
turer is not tasked with the logistics of distribution. The manufacturer 
can ensure that the prime vendor is properly vetted and agrees to the 
manufacturer’s terms and conditions. The prime vendor then engages 
with entities, such as pharmacies or hospitals, that deliver the drugs to 
end users. It is important to note that the prime vendor’s purchase price 
will likely be different from the sale price it uses when selling the drug. 
Drug products may, and often are, marked up by the prime vendor, 
which leads to the next contractual arrangement between the manufac-
turer and the entity furnishing the drug to the end user.

Contracts between manufacturers and authorized distributors

A manufacturer’s pharmacy contracts often work in tandem with its 
prime vendor contracts, particularly with regard to discount arrange-
ments. As discussed previously, discount and rebate arrangements 
between buyers and sellers can be permissible if they comply with appli-
cable laws. Manufacturers often arrange drug discounts or rebates with 
pharmacies without actually agreeing to sell the drug directly to the 
pharmacy. For example, a manufacturer may enter into an arrangement 
with a pharmacy to provide a 20% discount on Drug X; however, the 
manufacturer does not actually sell Drug X to the pharmacy. Instead, 
the pharmacy agrees to obtain the drug from a certain prime vendor 
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at the manufacturer’s discounted price (which may not be the price set 
by the prime vendor otherwise). Thus, the manufacturer agrees to give 
a 20% discount on the drug that will actually be priced by the prime 
vendor. The prime vendor may add additional fees, such as distribution 
and shipping fees. Below is an example of prime vendor language in a 
contract between a manufacturer and a pharmacy.

Example 1:

Purchase of Products.

Manufacturer shall make Product available to Pharmacy through a 
Prime Vendor, at the Contract Price, pursuant to the terms and con-
ditions of this Agreement. Manufacturer shall report to the Prime 
Vendor(s) the Contract Price.

The actual price for the Products and any service fees paid by Phar-
macy to the Prime Vendor(s) shall be as agreed upon by Pharmacy 
and its Prime Vendor(s).

Definitions.

“Contract Price” shall mean the discounted price Pharmacy is eli-
gible to receive for Product purchased pursuant to this Agreement, 
which shall be calculated as WAC × (1 − Purchase Discount % off 
WAC).

Note that in this example, the manufacturer has chosen to set the 
contract price at WAC, which is a published price. From the WAC price, 
the purchaser—in this case, the Pharmacy—will get a purchasing dis-
count as established by the contract (e.g., 20%). However, the contract 
does not necessarily guarantee a price because it states that the actual 
price for the Products . . . shall be agreed upon by Pharmacy and Prime Vendor. 
Further, if the WAC fluctuates, so will the price.
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Example 2:

Definitions.

“Purchase Discount” means the percentage off WAC for each Prod-
uct that Pharmacy is eligible to receive at the time it places an order 
for such Product as such Purchase Discount is determined in accor-
dance with the applicable Exhibit(s).

In Example 2, the purchasing discount is a set percentage, but 
because the WAC is subject to fluctuation, the actual price the pharmacy 
pays can change. 

Contracts between manufacturers and payers

Medicare Part D Prescription Drug Plans (PDPs) negotiate rebates 
and discounts directly with manufacturers, often receiving less than 
those provided by statute to Medicaid. Commercial payers and PBMs also 
negotiate discounts and rebates directly with manufacturers. Although, 
not all of their products may be covered under Medicare and Medicaid 
laws for reimbursement purposes, payers and manufacturers must still 
be aware of federal and state anti-kickback considerations. For example, 
many states have all payer anti-kickback statutes. These statutes cover 
claims regardless if the ultimate payer is a federal program.

Payer contracting

Payers that administer PDPs (including sponsors contracted by 
Medicare to pay for outpatient drugs dispensed by pharmacies under 
Medicare Part D) negotiate with a number of parties, including phar-
macies and PBMs. Payers are ultimately responsible for providing or 
paying the reimbursement for the drug dispensed to the plan’s patient/
beneficiary. For this reason, the payers’ interests are focused on cost-
saving, while those submitting the claims are focused on maximizing 
reimbursements. Although payers reimburse for drug products, agree-
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ments between payers and pharmacies do not set the drug’s actual price. 
Rather, these arrangements set the price at which the payer will pay 
for the drug. Although payers and PBMs are not involved in the actual 
movement of a drug from the manufacturer to the ultimate user, they 
are involved in paying for that drug on the backend.

Payer contracting with PBMs

Many payers engage PBMs to administer their drug benefit programs. 
PBMs are therefore responsible for engaging pharmacies, handling 
reimbursements, and overseeing pharmacy compliance. Payer agree-
ments with PBMs will likely address drug pricing/reimbursement, the 
relationship with manufacturer contracts, and the related rebates. The 
PBM contractor will usually be paid an administrative fee established in 
the agreement. This fee will be in addition to reimbursement for claims 
involving the drug products. For example, a payer may pay a PBM an 
annual administrative fee of $10,000 plus a specific reimbursement for 
each drug based on the type of drug or how it was dispensed. Drugs that 
are sold in the retail setting may be subject to a different reimbursement 
standard than drugs sold through a mail-order pharmacy.

Example 3:

Definitions.

“Average Wholesale Price” (AWP) means the price of a Covered 
Drug, as set forth in the price list in the Medi-Span Electronic Drug File.

Pricing.

Retail—Brand Name Drugs

Following are the aggregate semi-annual retail Brand Name Drug 
Average Wholesale Price (AWP) discount guarantees and the 
aggregate semi-annual retail Brand Name Drug Dispensing Fee 
guarantees:

January 1, 2017 through December 31, 2017 an aggregate semi-
annual discount of AWP − 16% + $1.50 Dispensing Fee.
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Mail Order—Brand Name Drugs

Following are the aggregate semi-annual Mail Order Brand Name 
Drug AWP discount guarantees and the aggregate semi-annual 
Mail Order Brand Name Drug Dispensing Fee Guarantees:

January 1, 2017 through December 31, 2017, a rate billed to Payer 
of AWP − 20% + $0.75 Dispensing Fee, with an aggregate semi-
annual discount. 

In Example 3, the Payer has chosen the same pricing mechanism 
(AWP) by which to reimburse claims. However, the AWP in this instance 
is limited to prices published in Medi-Span  and reimbursement will vary 
(potentially significantly) based on the type of pharmacy dispensing the 
drug.

Payers also frequently negotiate drug pricing/reimbursement based 
on “lesser of” or “lower of” language to obtain the most favorable reim-
bursement terms, allowing a number of pricing mechanisms to be used 
(e.g., U&C, MAC, or AWP). In order to reimburse at the most favorable 
rate to the payer, a contract may require that the payer reimburse at the 
lower of those rates. 

Example 4:

For Ingredient Cost.

PBM shall invoice Payer the lower of:

(a)  The calculated negotiated amount payable to the Pharmacy 
based on the 11 digit National Drug Code (NDC) number of 
the drug dispensed; or

(b)  If included on the then current PBM MAC List, the MAC Price 
for the drug dispensed; or

(c)  The Pharmacy’s U&C Price (except for drugs dispensed by the 
Mail Order Pharmacy or Specialty Pharmacy); less any applica-
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ble manufacturer discounts or rebates and/or any applicable 
member cost share.

Example 5:

Pricing.

Generic Drugs

Following are the aggregate semi-annual Mail Order Generic Drug 
AWP discount guarantees and the aggregate semi-annual Mail Order 
Generic Drug Dispensing Fee Guarantees:

January 1, 2017 through December 31, 2017, a rate billed to 
Payers equal to the lower of AWP − 60% or MAC + $1.00 Dispens-
ing Fee, with an aggregate semi-annual discount. 

Product discounts and rebates negotiated by the payer and the PBM 
can also have an impact on drug pricing. To realize the benefits of these 
discounts, the payer often requires that all discounts obtained by the 
PBM be passed-through to the payer, thereby lowering the actual price 
paid by the payer for the drug.

Example 6:

Pass-Through of Discounts and Dispensing Fees.

The PBM shall pass-through to Payer one hundred percent (100%) 
of the negotiated discount for the drug dispensed. The amount 
invoiced to Payer shall be the exact drug ingredient cost and appli-
cable dispensing fee which is paid to the dispensing pharmacy. 

Payers often require that PBMs utilize MAC lists in a way that maxi-
mizes savings to the payer.
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Example 7:

Definitions.

The term “MAC” means Maximum Allowable Costs and refers to, 
for Generic Pharmaceuticals (and brand pharmaceuticals that are 
dispensed as generic formulations), the MAC price reimbursed to 
the Pharmacy, as established by the PBM. The PBM must establish 
MAC prices in order to: (i) enable the PBM to generate cost-effective 
and marketing competitive prices, and (ii) decrease such prices as 
generic prices decrease in the market place. Accordingly, the PBM 
is obligated to establish such prices, and thereafter adjust such 
prices, to provide the Payer with prices accurately reflecting PBM’s 
acquisition and/or reimbursement costs. The PBM represents that 
it currently has only one proprietary MAC list used to reimburse 
all Retail, Mail Order, and Specialty Pharmacies and to invoice all 
clients (other than those few clients who may have created certain 
customized changes to the PBM’s MAC list). Should the PBM in the 
future establish multiple MAC lists as alternative proprietary MAC 
lists for Pharmacies, the PBM must provide to the Payer the lowest 
MAC price for each Generic Pharmaceutical (and each brand phar-
maceutical that is dispensed as a generic) on any of its MAC lists. 
The PBM also represents that it currently reviews adjustments to 
its proprietary MAC list at least monthly, and that it will continue to 
do so, using pass-through pricing as defined herein as a basis for its 
adjustments. The PBM must pass-through to the Payer all financial 
benefits obtained from all pharmaceutical manufacturers, whole-
salers, and any other sources, and all amounts paid to Pharmacies, 
without any markup. 

Payer/PBM contracting with pharmacies

Payers that engage PBMs to negotiate with pharmacies may benefit 
from additional variation in drug pricing and reimbursement mecha-
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nisms because there is no one-size-fits-all template for PBM contracting, 
particularly when it comes to drug pricing. One pharmacy in several 
PBM networks could be reimbursed using three different pricing mech-
anisms (e.g., AWP, MAC, and WAC) for the same drug because the 
mechanism chosen can greatly impact the amount the PBM saves and/
or the amount the pharmacy is reimbursed. Even if the pricing mech-
anism is the same for each PBM, pharmacy participation agreements 
may artfully define how a PBM will pay the pharmacy for dispensing 
services and reimburse for certain drugs, leading to different price/
reimbursement for each claim submitted. PBMs may also define the 
selected pricing mechanism in a way that limits variability over the term 
of a contract, however. The alternate examples provided below are con-
tractual definitions, not statutory or regulatory definitions.

Example 8:

Definitions. 

“Average Wholesale Price” or “AWP” means the average wholesale 
price of a prescription pharmaceutical published in a nationally recog-
nized reporting service purchased or licensed by PBM.

Definitions.

“Average Wholesale Price” or “AWP” shall mean the current wholesale 
price of a “Drug Product” as established by its manufacturer and as 
reported in a nationally recognized drug database. 

Example 9:

Definitions.

“Usual and Customary Price” or “U&C” means the retail price 
charged by a Pharmacy for the particular drug in a cash transac-
tion on the date the drug is dispensed as reported to PBM by the 
Pharmacy.
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Definitions.

“Usual and Customary Charge” or “U&C” shall mean the Pharmacy 
Services price Pharmacy  would charge a patron who is not an Eligible 
Member, if that patron were to pay cash for a Covered Medication. 
Such price shall reflect any incentive or other discounts that would 
be offered by Pharmacy to such an individual.

Definitions.

“Usual and Customary Price (U&C)” means the retail price, includ-
ing any minimum price, charged by a Non-Participating Pharmacy 
or a Participating Pharmacy for a Covered Product in a cash or unin-
sured transaction on the date the pharmaceutical is dispensed. It 
also includes non-funded prescription discount programs managed 
or promoted by the pharmacy.

As demonstrated in Examples 8 and 9, a few simple words can com-
pletely change the meaning of a commonly used pricing term. One 
definition defines AWP as the average price published in a database 
purchased by the PBM (this could be Red Book or Medi-Span). The other 
definition defines AWP as the current price reported in a nationally 
recognized database, but does not include language stating that the 
PBM will choose the database. One definition of U&C requires current 
status while the other could use data from the beginning of the year or 
any other time period. Finally, the definitions differ as to the covered 
product. For example, the pharmacy would need to review this defini-
tion to determine whether Over the Counter (OTC) or Drug Efficiency 
Study Implementation (DESI) product would be covered.

To maximize savings, PBMs commonly use MAC lists, which are lists 
of drugs and the applicable prices at which they will be reimbursed. 
For commercial plans, MAC prices are typically set by the PBM and are 
usually not subject to any federal maximum. In addition, the MAC is often 
set much lower than other reimbursement rates or pricing mechanisms. In 
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these contracts, PBMs often require that certain types of drugs are subject 
to MAC lists (e.g., multi-source generic products) or that certain drugs are 
subject to the lower of another pricing mechanism or a MAC list.

Example 10:

Definitions.

“Maximum Allowable Cost” or “MAC” means the list or lists of drugs 
developed or selected by PBM, which may include Generic Drugs 
and multi-source Brand Drugs, setting forth the maximum unit 
ingredient cost payable by insurer. The MAC list and associated pric-
ing are frequently updated. 

This definition allows a PBM to use multiple MAC lists for drug 
pricing in relation to a pharmacy. It also allows the PBM to frequently 
update the MAC list, but does not limit when the list can be updated 
or how much variation in change is allowed. Thus, a PBM can update a 
MAC list to reflect prices that are lower than previously stated and make 
those prices retroactive, which can lead to a significant amount of price 
variation and uncertainty for pharmacies.

Special Considerations and Limitations

Due to the complex nature by which pricing is established for drugs 
and drug products, potential litigation between contracting parties, 
fraud and abuse implications, and federal statutory limitations must be 
taken into consideration when advising clients.

Drug pricing litigation

Litigation has been one of the ways that interested parties have aired 
their grievances about drug pricing, sought to infuse transparency into 
the industry, and place constraints on the price of drugs. This has not 
only impacted the drug industry’s image, but has also helped change the 
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way manufacturers, payers/PBMs, and distributors contract with one 
another.

For example, in the wake of new Hepatitis C treatments becoming 
available, one entity sued a drug manufacturer, claiming that the manu-
facturer attempted “to exploit the patent laws by selectively charging 
exorbitant prices for its life-saving Hepatitis-C drug.”16 The litigation 
hinged on evidence that the manufacturer charged a high price for the 
product in the United States, while offering the product in a number of 
other countries at a deep discount. The plaintiffs argued that the price 
set by the manufacturer was not reflective of the drug’s actual worth but 
rather, the price in the United States was established to off-set sales in 
other countries. Although this case was dismissed, it demonstrates the 
current state—and mindset—of drug pricing and is not the first time 
stakeholders have attempted to use litigation to curb drug prices.

One of the longest lasting litigations involving drug pricing is In re 
Pharmaceutical Industry Average Wholesale Price Litigation. This suit, involv-
ing numerous pharmaceutical manufacturers, spanned almost 15 years, 
from December 19, 2001 to June 9, 2015.17 This consolidated case was 
originally filed as a False Claims Act violation, alleging the pharmaceuti-
cal industry was involved in fraudulent inflation of drug prices between 
1991 and 2005. Specifically, the plaintiffs alleged that the published 
AWPs for the manufacturers’ drugs were fictitious because they did not 
reflect the average sales price to providers. Plaintiffs further alleged that 
the pharmaceutical industry provided fraudulent information to third-

16 Class Action Complaint at 1, SEPTA v. Gilead Scis., Inc., 102 F. Supp. 3d 688  
(E. Dist. Pa. 2014) (No. 2:14-cv-06978), available at http://keionline.org/sites/default/
files/sovaldi-lawsuit.pdf.

17 See Settlement Agreement and Release of AstraZeneca, In re Pharmaceutical Industry 
Average Wholesale Price Litigation, MDL. No. 1456, No. 01-CV-12257-PBS,  
May 21, 2007, available at www.communitycatalyst.org/pal-docs/AstraZeneca-AWP-
settlement-5-07.pdf.
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party publishers regarding drug prices, and that the industry conspired 
with physicians, hospitals, and others to inflate prices.18 According to 
plaintiffs, the inflated prices caused vast overpayments by Medicaid and 
Medicare. Consequently, damages were sought on behalf of Medicare, 
third-party payers, and patients making percentage co-payments.

This long-running litigation ultimately culminated in a number of 
settlement agreements between manufacturers and plaintiffs. For exam-
ple, the United States District Court for the District of Massachusetts 
approved settlements resolving class action claims that a drug pricing 
publisher and leading distributor McKesson Corporation “engaged in 
a racketeering enterprise to fraudulently increase the published [AWP] 
of over four hundred branded drugs . . . .”19 Afterwards, many of the 
drug pricing publishers agreed to change the AWP on affected brand 
drugs back to 20%, or pre-collusion prices.20 The publishers also agreed 
to discontinue publishing AWP information within two years of the roll-
back date (September 29, 2009).21 In another settlement, the United 
States District Court for the District of Massachusetts “entered judg-
ment against Bristol-Myers Squibb and AstraZeneca on behalf of two 
classes of Massachusetts consumers and third party payors.”22 In that 
settlement, plaintiffs gained preliminary approval for a $19M settlement 

18 See, e.g., Complaint for Violation of the Consumer Fraud Act and Racketeering, 
Arizona v. Abbot Labs. et al., No. CV-2005-0818711m Dec. 5, 2005, available at https://
awp.doj.wi.gov/sites/default/files/states-documents/Arizona/Complaints/AZ_Com-
plaint-12-06-2005.pdf. Other complaints are available at https://awp.doj.wi.gov/com-
plaints. See also Liz McKenzie, Ariz., Bristol-Myers Squibb Settle AWP Drug Case, laW360 
(Sept. 17, 2009, 1:37 PM ET), www.law360.com/articles/122825/ariz-bristol-myers-
squibb-settle-awp-drug-case (registration required).

19 Memorandum and Order Approving Class Settlement, New England Carpenters Health 
Benefits Fund v. First Databank, Inc. and McKesson Corp., Civ. No. 05-11148-PBS (filed 
Aug. 3, 2009), available at www.wexlerwallace.com/wp-content/uploads/2010/12/
McKesson-350-Settlement.pdf. 

20 Anne Urda, Bristol-Myers Settles Wholesale Drug Price Suit, laW360 (Sep. 23, 2009,  
7:23 PM ET), www.law360.com/articles/124172/bristol-myers-settles-wholesale-drug-
price-suit (registration required).

21 Id.
22 AWP Litigation—In Re Pharmaceutical Industry Average Wholesale Price Litigation, Wexler 

WallaCe llp, www.wexlerwallace.com/cases/awp-litigation-in-re-pharmaceutical-
industry-average-wholesale-price-litigation/ (last visited July 6, 2016).
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with Bristol-Myers Squibb.23 Additionally, plaintiffs gained approval for 
a $24M settlement with AstraZeneca for “Medicare Part B beneficiaries 
who paid a percentage co-payment for Zoladex.”24

Fraud and abuse

Although the topic of fraud and abuse is beyond the scope of this arti-
cle, it should be noted that contractual negotiations for drug pricing, 
drug reimbursements, and drug rebates have fraud and abuse implica-
tions, specifically related to the federal Anti-Kickback Statute (AKS).25

Statutory limitations

CMS’s Final Rule relating to reimbursement for outpatient drugs, 
the agency’s proposed change to Medicare Part B reimbursement, and 
the unique issues presented by Medicare Part D’s similarity to commer-
cial plans are additional factors to consider in the negotiation of pricing 
and reimbursement contracts.

Transition to Actual Acquisition Cost and Federal Upper Limits

Reimbursement for many outpatient drugs reimbursed through 
the Medicaid program is defined by federal statute or regulation. The 
Medicaid program has established Federal Upper Limits beyond which 
certain drugs may not be reimbursed, as well as pricing mechanisms that 
must be followed when calculating appropriate reimbursement.

On February 1, 2016, CMS published a long awaited final rule (Final 
Rule),26 with comment period, implementing aspects of the Patient Pro-

23 Id.
24 Id.
25 Alan M. Kirschenbaum et al., Application of Health Care Fraud and Abuse Laws to the 

Marketing of Pharmaceuticals and Medical Devices (January 2014), available at www.
hpm.com/pdf/Fraud%20&%20abuse%20outline%20-%201-3-2014.pdf.

26 Medicaid Program; Covered Outpatient Drugs; Final Rule, 81 Fed. Reg. 5170  
(Feb. 1, 2016) (to be codified at 42 C.F.R. pt. 447), available at www.gpo.gov/fdsys/pkg/
FR-2016-02-01/pdf/2016-01274.pdf [hereinafter Final Rule].
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tection and Affordable Care Act of 201027 and a 2012 proposed rule 
relating to drug pricing and reimbursement.28 One of the areas that the 
Final Rule focuses on is reimbursement for covered outpatient drugs. 
For example, it has long been standard practice under the Medicaid 
program for manufacturers to enter into a rebate agreement pursu-
ant to Section 1927 of the Social Security Act (SSA).29 The Final Rule 
alters Section 1927 of the SSA by changing the calculation of Average 
Manufacturer Price30 and adopting other changes proposed in 2012, 
including a transition from Estimated Acquisition Cost to Actual Acqui-
sition Cost.31

The Final Rule defined AAC as “as the agency’s determination of 
the pharmacy providers’ actual prices paid to acquire drug products 
marketed or sold by specific manufacturers” because CMS believes “that 
this definition provides a more accurate estimate of the prices available 
in the marketplace, while assuring sufficient beneficiary access . . . .”32 
Interestingly, this changes the method by which states are required to 
reimburse for certain drugs. Instead of reimbursing at the EAC plus 
a dispensing fee, states will now reimburse at the AAC plus a dispens-
ing fee (or the provider’s usual and customary charge to the general 
public).33 Pharmacies will want to ensure that they are more accurate 
when reporting and determining the AAC so that the actual price is 
reflected in the reimbursement calculation.

The Final Rule requires states to “provide data to support proposed 
changes in reimbursement using AAC and specifie[s] that this support-

27 Patient Protection and Affordable Care Act, Pub. L. No. 111-148, 124 Stat. 119 (2010), 
as amended by the Health Care and Education Reconciliation Act of 2010, Pub. L. No. 
111-152, 124 Stat. 1029 (2010).

28 Medicaid Program; Covered Outpatient Drugs; Proposed Rule, 77 Fed. Reg. 5318  
(proposed Feb. 2, 2012), available at www.gpo.gov/fdsys/pkg/FR-2012-02-02/pdf/2012-
2014.pdf.

29 Id.
30 Defined above, and at 42 C.F.R. § 447.504.
31 Final Rule, at 5172.
32 Id. at 5174.
33 Id.

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=82&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=82&exitLink=https%3A%2F%2Fwww.gpo.gov%2Ffdsys%2Fpkg%2FFR-2012-02-02%2Fpdf%2F2012-2014.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=82&exitLink=https%3A%2F%2Fwww.gpo.gov%2Ffdsys%2Fpkg%2FFR-2012-02-02%2Fpdf%2F2012-2014.pdf


83

Journal of Health & Life Sciences Law—Vol. 10, No. 1

Special Considerations and Limitations

ing data could include, but is not limited to, a state or national survey 
of retail community pharmacy providers, or other reliable data which 
reflects the pharmacy’s price to acquire a drug. . . .”34 Because these fees 
are added to the AAC drug prices, it is important for attorneys to under-
stand the differences between dispensing fees and ingredient costs.

As more payers adopt AAC drug pricing, pharmacists and hospitals 
must analyze how their drug reimbursement will be impacted. Drug 
costs typically decrease as service reimbursement increases. This dis-
tinction is also important for compliance and regulatory purposes. For 
example, in overpayment, civil monetary penalty, and fraud and abuse 
determinations, attorneys need to understand AAC and its impact on 
drug reimbursement (as the costs of drug and service fees change) to 
better advocate for their clients. Past arguments that only the pharma-
cy’s services (drug or ingredient costs) were impacted as compared to 
the pharmacists’  services (the dispensing fee) may not be as financially 
sound as AAC reimbursement methodology is adopted. Specifically, 
attorneys must determine whether situations involving a pharmacist’s 
actions (as opposed to the pharmacy’s actions) now involve recoupment 
of the dispensing fee.

The Final Rule also updates the established FUL for multiple source 
drugs. Some outpatient drugs are subject to FUL, including those in 
the Medicaid program. For example, there are FUL for multiple source 
drugs pursuant to 42 C.F.R. § 447.514.35 The Affordable Care Act revised 
the FUL to require that it be “equal to 175 percent of the weighted 
average of the most recently reported monthly AMPs for such mul-

34 Final Rule, at 5309.
35 “Multiple source drug means, for a rebate period, a covered outpatient drug for which 

there is at least one other drug product which meets the following criteria: (1) Is rated 
as therapeutically equivalent as reported in the FDA’s ‘Approved Drug Products with 
Therapeutic Equivalence Evaluations’ which is available at www.accessdata.fda.gov/
scripts/cder/ob/. (2) Is pharmaceutically equivalent and bioequivalent, as determined 
by the FDA. (3) Is sold or marketed in the United States during the rebate period.”  
42 C.F.R. § 447.502.
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tiple source drugs, using manufacturer submitted utilization data for 
each multiple source drug for which a Federal upper limit (FUL) is 
established.”36 The Final Rule also established an exception, however:

[i]f the amount established by CMS in paragraph  
(b)(1) of this section for a pharmaceutically and ther-
apeutically equivalent multiple source drug product is 
lower than the average retail community pharmacies’ 
acquisition cost for such drug product, as determined 
by the most current national survey of such costs, CMS 
will use a percent of the weighted average of the most 
recently reported monthly AMPs that equals the most 
current average acquisition costs paid by retail com-
munity pharmacies as determined by such survey.37

This change could greatly affect the generic medication reimburse-
ment methodology. For example, a pharmacy or hospital’s business 
may be dramatically impacted if it dispenses primarily generic drugs. 
Attorneys should therefore understand client’s dispensing habits and 
their impact on FUL and MACs prior to advising on reimbursement 
strategies.

Medicare Part B proposed pilot program

CMS has made other recent changes to address drug pricing and its 
costs to the federal health care program, specifically in the Medicare 
Part B Program. Traditionally, Medicare Part B has paid for drugs based 
on the average sales price (ASP) plus a 6% add-on.38 For example, if 
the ASP was $10, the reimbursement would be $10.60. CMS recently 
proposed a new mechanism, which will be used to test reimbursement 

36 42 C.F.R. § 447.514(b).
37 Id. § 447.514 (b)(2).
38 Press Release, CMS, CMS Proposes to Test New Medicare Part B Prescription Drug 

Models To Improve Quality of Care and Deliver Better Value for Medicare Beneficiaries 
(Mar. 8, 2016), available at www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-
sheets/2016-Fact-sheets-items/2016-03-08.html [hereinafter CMS Press Release].
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impacts on prescribing habits. Under the proposed pilot program set 
forth in the Final Rule, the add-on fee would be reduced from 6% to 
2.5% plus a flat fee of $16.80 per drug per day.39 According to CMS, the 
current methodology utilizing the 6% fee has created an incentive to 
use more expensive products.40

CMS believes that the pilot program, which covers drugs admin-
istered in a physician’s office or hospital outpatient department, will 
change that incentive. CMS anticipates that the larger return on invest-
ment (ROI) from daily fees, as compared to the 2.5% ROI on more 
expensive drugs, will incentivize doctors to use cheaper drugs that are 
as good or better for their patients.41

CMS has proposed to test other value-based pricing strategies based 
on tools employed by the commercial market and PBMs in the hope 
that they will encourage prescribing habits that will eventually improve 
the value of drug payments.42 Because of programs like this, clients 
may begin seeing a shift in manufacturer practices—such as a push for 
rebate and discount programs—to keep traditionally higher-cost drugs 
more competitive. Attorneys should closely watch the outcome of the 
Medicare Part B proposed pilot program and anticipate how it will 
impact their provider clients. For example, could the reimbursement 
formula have an impact on formulary decisions or the utilization of 
older generic-based products? If this occurs, is there past literature and 
substantiation to demonstrate why older products are being used over 
newer products?

Medicare Part D and drug pricing/costs and the commercial market

As noted briefly above, the Medicare program, via contracts with 
sponsors, pays for outpatient drugs dispensed by pharmacies in the 

39 The flat fee would be updated each year based on the consumer price index.
40 See CMS Press Release.
41 Id.
42 Id.
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Medicare Part D Program. Although many federal programs, such as 
Medicaid and programs for Veterans, have instituted methods of curb-
ing drug costs and limiting the pricing that manufacturers may charge 
for drug products, Medicare Part D operates more like the commer-
cial market. Private insurers  and PBMs manage the drug benefits in the  
Part D program through contracts. For example, a large insurer like 
Cigna may act as a prescription drug plan sponsor or a Medicare Advan-
tage Prescription Drug Plan and manage/administer the drug benefit 
plan for numerous patients. Because these plans are managed by indi-
vidual sponsors and PBMs, drug pricing and reimbursements will be 
specific to the plan and negotiated by the parties involved. This is not 
to say that PDPs and MA-PDs are not governed or limited by federal 
regulations or Medicare manuals, but because of negotiated rebates, 
discounts, and other price concessions, there is more flexibility in drug 
costs/reimbursements and more variability across plans and patients.43

Contracting Best Practices

As the contracting examples provided throughout this Practice 
Resource demonstrate, there is a wide variety in drug pricing when 
contracts are negotiated between payers, PBMs, manufacturers, and 
pharmacies. This leads to some uncertainty for contract participants 
and can be a need for counsel to advise parties on the best ways to infuse 
more certainty into contracts. Although the positions of each party will 
diverge based on their specific interests, a number of contracting prin-
ciples can be of assistance when reviewing and negotiating drug pricing 
arrangements:

1.   Know the parties involved and understand each of their inter-
ests in the drug pricing arrangement. This will help counsel 
find mutually agreeable terms concerning how drug products 
will be priced and/or reimbursed. For example, when nego-

43  42 C.F.R. pts. 422–423.
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tiating an arrangement between a PBM and a plan sponsor, 
the parties should consider the rebates and lucrative discounts 
provided by the manufacturer: Who is entitled to the discounts 
and rebates? Will they be passed through to the plan sponsor? 
Does the plan sponsor have a fiduciary duty to its members or 
customers to ensure they receive these rebates and discounts? 
If so, does the Affordable Care Act or any other contract or law 
require the sponsor to pass on rebates to beneficiaries through 
either medical spend or reductions in charges?

2.   Definitions are important. As demonstrated in a number of 
examples, the pricing mechanism defined in the agreement 
can completely change how a drug product is priced and/or 
reimbursed. Items to consider include whether one published 
database is specified in a definition over another, timing and 
frequency of updates, and whether the mechanism includes 
discounts or rebates. Parties often do not fully comprehend 
how the pricing mechanism will impact the amount of money 
being paid out until after reimbursements are being issued. 
Taking clients through each option prior to signing an agree-
ment is a beneficial exercise. For example, attorneys should 
discuss with their clients how the definitions for generic and 
brand drugs impact a pharmacy or hospital’s generic dispens-
ing rate and how any related reconciliation or bonus payment 
is tied to the generic dispensing rate.

3.   Carve-outs can completely change how a contract is admin-
istered. For example, a PBM contract with a pharmacy may 
reimburse for generics at the lower of AWP − 88% or MAC; 
however, the contract may also include a clause stating that 
single-source generics will not be subject to the MAC. If “sin-
gle-source generic” is not a defined term, the pharmacy could 
be expected to be reimbursed at the AWP − 88% rate for all 
generic drug products that currently have only one source on 

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=87&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL


88 Rosebush and Holmes: Drug Pricing and Reimbursement

Journal of Health & Life Sciences Law—Vol. 10, No. 1

the market. While a pharmacy may consider a generic that at 
one point had two sources, but then had one removed from 
the market to be a single-source generic, a PBM may consider 
that product to be multi-source and thus subject to a MAC, 
which could reimburse at a much lower rate than AWP. This is 
also true for products that are subject to authorized generic or 
Hatch-Waxman litigation.

4.   Transparency and clarity are critical in drug pricing contracts. 
Provisions that infuse transparency into drug pricing arrange-
ments, whether it be auditing rights, MAC lists published in 
advance, or clearly defined terms, can be beneficial for all par-
ties involved. One major issue that pharmacies and hospitals 
face is the PBM’s auditing rights and a very broad “compliance 
of laws” provision. Attorneys should therefore fully discuss the 
implications of a compliance of laws section that includes all 
laws, policies, manuals, etc. These types of provisions, along 
with the ability to modify the pharmacy manual at any time, 
give PBMs or Part D Sponsors the ability to modify the contract 
and auditing rights of the pharmacy. One way to combat such 
one-sided requirements is to negotiate for written notice and 
required approval of changes.

Conclusion

As drug pricing negotiations and contracting continue to involve 
many layers of complexity, understanding the fundamentals of drug 
pricing and the pitfalls of contracting/negotiating will help prepare cli-
ents for such relationships in the future. 
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PRACTICE RESOURCE

Meaningful Use Audits: Preparation is the 
Best Representation

Steven J. Fox and Cynthia A. Haines 

What is the issue? Eligible Professionals have received large incentive pay-
ments for use of electronic health record systems and will continue receiving 
relatively smaller payments if they qualify under the Centers for Medicare and 
Medicaid (CMS) Electronic Health Records Incentive Program. These awards, 
coupled with the complexity of the meaningful use requirements, increase the 
likelihood of CMS meaningful use audits.

What is at stake? Failing a meaningful use audit means recoupment or 
repayment of the full meaningful use incentive payment. For Eligible Profes-
sionals who have relied on the incentive payments to enhance their electronic 
health record systems, having to return these payments could be devastating. 
An adverse audit determination could also result in greater government scru-
tiny and increased liability for false claims.

What should attorneys do? Attorneys should assist Eligible Professional 
clients in assessing and documenting compliance of the meaningful use stan-
dards prior to an attestation of meaningful use submission to CMS. In the 
event of a meaningful use audit request, attorneys can assist in responding and 
appealing any adverse audit determination.

CITATION: Steven J. Fox and Cynthia A. Haines, Meaningful Use Audits: Preparation is the 
Best Representation, J. Health & Life Sci. L., Oct. 2016, at 89. © 2016 American Health 
Lawyers Association, www.healthlawyers.org/journal. All rights reserved.
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Introduction

This Practice Resource provides practical advice for attorneys to 
share with Eligible Professionals (EPs) and offers detailed recom-
mended practices for gathering, creating, and reproducing supporting 
documentation that will be invaluable in the event of an audit and/or 
an appeal. The advice included in this Practice Resource also applies to 
many other types of audits.

On February 17, 2009, the American Recovery and Reinvestment Act 
(ARRA)1 was enacted. Title XIII of ARRA, the Health Information Tech-
nology for Economic and Clinical Health Act (HITECH),2 allocated 
$19.2 billion toward the development of health care information tech-
nology. The primary goal of HITECH was to encourage the health care 
industry to take critical steps toward a nationwide, interoperable, pri-
vate, and secure electronic health record system. The Act was intended 
to define “meaningful use” of electronic health records, encourage and 
support the attainment of meaningful use through incentives and grant 
programs, foster continued health information technology (HIT) inno-
vation, and increase public trust in health care provider information 
systems by ensuring privacy and security.

Congress specifically authorized submission of information as to 
meaningful use through attestation that health care professionals meet 
certain standards.3 The Centers for Medicare and Medicaid (CMS) 
Electronic Health Records (EHR) Incentive Program requires eligible 
professionals, eligible hospitals, and critical access hospitals to own and 
implement a Certified EHR; register with Medicare, Medicaid, or both; 
demonstrate meaningful use; and attest to certain information.4 To 

1 American Recovery and Reinvestment Act, Pub. L. No. 111-5, 123 Stat. 115, 516  
(Feb. 19, 2009).

2 Codified at 42 U.S.C. § 300jj et seq.
3 42 U.S.C. §§ 300jj-31 to 300jj-38.
4 EHR/HITECH, Cms.gov, www.cms.gov/Outreach-and-Education/Look-Up-Topics/EHR-

and-HITECH/EHR-HITECH-page.html (last visited July 15, 2016).
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monitor the program, CMS has developed an audit strategy to amelio-
rate and address the risk of fraud, abuse, and misspending.5 As plainly 
stated on the CMS Registration and Attestation website, any provider 
that receives an EHR incentive payment for either the Medicare or Med-
icaid EHR Incentive Program may be subject to an audit.

This Practice Resource focuses on the CMS EHR Incentive Program 
but is limited to the challenges faced by EPs,6 who are defined as physi-
cians (primarily doctors of medicine and doctors of osteopathy), nurse 
practitioners, certified nurse-midwives, dentists, and physician assis-
tants who furnish services in a Federally Qualified Health Center or 
Rural Health Clinic led by a physician assistant.7 According to CMS, 
credentialed medical assistants are also considered EPs for purposes of 
entering orders through an Electronic Medical Record (EMR), thereby 
expanding the scope of the program for many physicians’ offices.8

Update on the EHR Incentive Program for EPs

Since its inception, meaningful use has received industry, vendor, 
patient, and government criticism for what are sometimes characterized 
as onerous criteria.9 In October 2015, CMS released a final rule that 

5 Medicare & Medicaid Programs; Electronic Health Record Incentive Program,  
47 C.F.R. pts. 412, 413, 422 et al., available at www.gpo.gov/fdsys/pkg/FR-2010-07-28/
pdf/2010-17207.pdf. 

6 Although the focus of this Practice Resource is on the experience of EPs, much of the 
advice and practical tips are equally applicable to Eligible Hospitals and Critical Access 
Hospitals.

7 Who is Eligible to Receive EHR Incentive Program Payments?, HRSA, www.hrsa.gov/
healthit/toolbox/oralhealthittoolbox/meaningfuluse/eligible.html (last visited July 15, 
2016). 

8 CMS, Stage 2 eligible ProfeSSional Meaningful uSe Core MeaSureS, MeaSure 1 of 17 (Oct. 2012), 
available at https://www.cms.gov/Regulations-and-Guidance/Legislation/EHRIncen-
tivePrograms/downloads/Stage2_EPCore_1_CPOE_MedicationOrders.pdf.

9 Mark Hagland, Breaking News: CMS and ONC Finalize Regulation on Stage 2 MU Report-
ing – Without Flexibility, HealtHCare inforMatiCS (Aug. 29, 2014), www.healthcare-informat-
ics.com/article/breaking-news-cms-and-onc-finalize-regulation-stage-2-mu-reporting-
without-flexibility. 
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specifies the criteria that must be met to participate in the CMS EHR 
Incentive Programs, and with the final rule, the criticism continued.10

Comments and complaints about the reporting period prompted  
CMS to reduce the reporting  period  from 365 to 90 days.11 CMS ulti-
mately determined that the EHR reporting period for a payment 
adjustment year for EPs who had not successfully demonstrated mean-
ingful use in a prior year (new participants) was  any continuous 90-day 
period during calendar year 2015. This reduced reporting period 
reduced the scope of the CMS meaningful use audits, which are ongo-
ing and conducted in rolling waves throughout the year.12

10 Medicare and Medicaid Programs; Electronic Health Record Incentive Program – 
Stage 3 and Modifications to Meaningful Use in 2015 Through 2017; Final Rules with 
Comment Period, 80 Fed. Reg. 62761 (Oct. 16, 2015), available at www.federalregister.
gov/articles/2015/10/16/2015-25595/medicare-and-medicaid-programs-electronic-
health-record-incentive-program-stage-3-and-modifications; Letter from Thomas P. 
Nickels, Executive Vice President, Am. Hosp. Ass’n to Andrew M. Slavitt, Acting Adm’r, 
Ctrs. for Medicare & Medicaid Servs., Re: CMS-3310 & 3311-FC, Medicare and Medicaid 
Programs; Electronic Health Record Incentive Program – Stage 3 and Modifications 
to Meaningful Use in 2015 through 2017, Final Rule with Comment Period, Oct. 15, 
2015 (Dec.11, 2015), available at www.aha.org/advocacy-issues/letter/2015/151211-
cl-stage3.pdf; Letter from Peter Basch, Chair, Medical Informatics Committee, Am. Coll. 
of Physicians to Andrew M. Slavitt, Acting Adm’r, Ctrs. for Medicare & Medicaid Servs., 
Re: Medicare and Medicaid Programs; Electronic Health Record Incentive Program 
– Stage 3 and Modifications to Meaningful Use in 2015 through 2017 [CMS-3310-FC 
and CMS-3311-FC] (Dec. 15, 2015), available at www.acponline.org/acp_policy/letters/
acp_mu_stage_3_comments_2015.pdf. 

11 Medicare Program: Hospital Outpatient Prospective Payment and Ambulatory Surgical 
Center Payment Systems and Quality Reporting Programs; Organ Procurement Orga-
nization Reporting and Communication; Transplant Outcome Measures and Docu-
mentation Requirements; Electronic Health Record (EHR) Incentive Programs; Payment 
to Certain Off-Campus Outpatient Departments of a Provider; Hospital Value-Based 
Purchasing (VBP) Program; Proposed Rule, 81 Fed. Reg. 45603 (Jul. 14, 2016), available 
at www.federalregister.gov/articles/2016/07/14/2016-16098/medicare-program-hos-
pital-outpatient-prospective-payment-and-ambulatory-surgical-center-payment.

12 Updates on the EHR Program generally are outlined in a tipsheet provided by CMS 
at Cms, eHr iNCeNtive programs For eligiBle proFessioNals: WHat you NeeD to kNoW For 2015 
tipsHeet, available at www.cms.gov/Regulations-and-Guidance/Legislation/EHRIn-
centivePrograms/Downloads/Stage3_EP.pdf; Cms, eHr iNCeNtive programs For eligiBle 
proFessioNals: WHat you NeeD to kNoW For 2016 tipsHeet, available at www.cms.gov/Regu-
lations-and-Guidance/Legislation/EHRIncentivePrograms/Downloads/2016_EPWhatY-
ouNeedtoKnowfor2016.pdf.
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New and returning participants who successfully demonstrate mean-
ingful use during this period and satisfy all other program requirements 
will avoid negative payment adjustments in 2016 and 2017 if they suc-
cessfully attested by February 29, 2016.13 In 2016, all EPs interested in 
the EHR Incentive Program attested to objectives and measures using 
EHR technology certified to the 2014 Edition, the 2015 Edition, if 
available, or a combination of the two.14 Generally, an EP must attest 
to providing all of the information necessary to render complete and 
accurate information for ten objectives and nine clinical quality mea-
sures (CQMs).15 Specifically, the EPs must agree that the information 
submitted (i) is accurate to the knowledge and belief of the EP or the 
person submitting on the EP’s behalf; (ii) is accurate and complete 
for numerators, denominators, exclusions, and measures applicable to 
the EP; (iii) includes information on all patients to whom the measure 
applies; and (iv) for CQMs, was generated as output from an identified 
“certified EHR technology.”

For 2015–2017, the EHR Incentive Programs include a consolidated 
public health objective, measures, and alternate exclusions for EPs.16 The 
objective’s three measures included Immunization Registry Reporting, 
Syndromic Surveillance Reporting, and Specialized Registry Reporting. 
Importantly, there are public health exclusions and a requirement to 
demonstrate “active engagement”17 for reporting.

CMS audits began in January 2011 and are conducted by Figliozzi and 
Company18 or other in-house or contracted CMS auditors, but Figliozzi 

13 Id.
14 Id.
15 2016 Program Requirements, Cms.gov, www.cms.gov/Regulations-and-Guidance/Leg-

islation/EHRIncentivePrograms/2016ProgramRequirements.html (last visited July 15, 
2016). 

16 Cms, eHr iNCeNtive programs iN 2015 tHrougH 2017 puBliC HealtH reportiNg For eligiBle proFes-
sioNals iN 2016, available at www.cms.gov/Regulations-and-Guidance/Legislation/EH-
RIncentivePrograms/Downloads/2016_EPPublicHealthReporting.pdf. 

17 Id.
18 Figliozzi & Company: Certified Public Accountants, www.figliozzi.com/ (last visited  

July 15, 2016).
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and Company conducts the majority of the audits as a result of a three-
year “time and materials” contract with CMS. The value of this contract 
is not to exceed $3.13 million.19 

Pursuant to a federal Freedom of Information Act (FOIA) request, 
CMS released informative data that reveals the volume of CMS Mean-
ingful Use Audits conducted as of September 16, 2014.20 The audit data 
only indicates who failed an audit, not who had that failure reversed by 
appeal or ultimately recouped incentives. The data reflects both Medi-
care and Medicare/Medicaid audits and is based on unique audits, not 
the number of providers. The FOIA request uncovered that as of Sep-
tember 16, 2014:

•  10,000 unique audits on EPs were conducted on 265,075 
attestations,

•  4,601 audits have been completed,

•  24% of EPs selected for audit failed to meet meaningful use  
standards, and 

•  98.9% of failing EPs did not meet appropriate measures and  
objectives.21 

CMS did not release information on the reasons for audit failures. 
The 2014 FOIA response specified that overall incentives returned to 
CMS following post-payment audits totaled nearly $33,000,000 as of Sep-
tember 16, 2014. CMS data indicates that the average returned incentive 
payment by an EP was $16,862.81.22 This is significant, especially if the 
EP relied on the award to invest in its EHR system.

19 Recovery HITECH – EHR Meaningful Use Incentive Payment Program Audits and 
Compliance for Medicare, and Medicare Advantage Eligible Professionals (EPs) and all 
Eligible Hospitals (EHs), FeDBizopps.gov, www.fbo.gov/index?s=opportunity&mode=for
m&tab=core&id=ad626006530c34ae815dbc9828578422&_cview=0 (last visited  
July 15, 2016). 

20 Steve Spearman, Meaningful Use Audit Outcomes: Data Released by CMS, HealtHit 
aNsWers (Feb. 16, 2015), www.rcmanswers.net/meaningful-use-audit-outcomes-data-
released-cms/.

21 Id.
22 Id.
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EPs need to be mindful that the meaningful use program is in flux. In 
April 2016, CMS released a proposed rule implementing the Medicare 
Access and CHIP Reauthorization Act (MACRA) as it pertains to the use 
of electronic health records and indicated that the new program will 
vary considerably from the requirements set forth for EPs in the mean-
ingful use program. The proposed rule was published in the May 9, 2016 
Federal Register and creates a “Quality Payment Program” to replace 
old reporting programs, including meaningful use.23 The new program 
includes both the Merit Based Incentive Payment System (MIPS) and 
advanced alternative payment models.

Under MIPS, CMS has indicated that EPs will be measured on quality, 
resource use, clinical practice improvements, and meaningful use of cer-
tified EHR technology. CMS claims that in the new approach, EPs will be 
allowed to select the measures that reflect how they use EHR technology 
and what suits their practices.24 As currently drafted, MACRA requires 
the rule implementing MIPS be published by November 1, 2016 with 
an effective date of January 1, 2017.25 Although the program is in flux, 
much of the practical advice in this Practice Resource may be applicable 
to audits under this new Quality Payment Program.

Practical Advice for EPs Facing Meaningful Use 
Audits

Medicare and Medicaid EHR Incentive Program audits may focus on 
any number of issues or concerns. Every EP’s practice is different. Every 

23 Medicare Program; Merit-Based Incentive Payment System (MIPS) and Alternative 
Payment Model (APM) Incentive Under the Physician Fee Schedule, and Criteria for 
Physician-Focused Payment Models, 81 Fed. Reg. 28161 (proposed May 9, 2016) 
(to be codified at 42 C.F.R. pts. 414, 495), available at www.federalregister.gov/ar-
ticles/2016/05/09/2016-10032/medicare-program-merit-based-incentive-payment-
system-mips-and-alternative-payment-model-apm. 

24 Id., Marla Durben Hirsch, CMS Unveils MACRA Proposal; ‘Advancing Care Information’ to 
Replace MU for Medicare EPs, FierCeHealtHCare (Apr. 27, 2016, 6:07 PM), www.fierceemr.
com/story/cms-unveils-macra-proposal-advancing-care-information-replace-mu-
medicare-e/2016-04-27. 

25 Id.
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auditor may have individualized requests and expectations. Following 
are practical tips for attorneys to apply when assisting EPs documenting 
meaningful use. The advice will prepare EPs to be in the best possi-
ble position should it be necessary to defend a submission or appeal a 
determination.

Communication with the auditors

An audit can take place in many ways: a pre-payment or a post-payment 
audit, or a desk audit or on-site audit. During an on-site audit, auditors 
may require a demonstration of the Certified EHR. An audit can also 
occur anytime in the six-year period following the attestation; there-
fore, a provider that has attested under the Medicare or Medicaid EHR 
Incentive Program should keep all audit documentation—including  
the actual attestation submitted—for at least six years.

Most meaningful use audits begin as “desk audits,” which is a limited 
scope examination of documentation and records conducted off-site 
from the EP’s place of business (usually via written correspondence, 
phone calls, and emails). These audits can be triggered either pre-pay-
ment or post-payment and include random audits, as well as audits that 
target suspicious or anomalous data or involve issues that have been 
brought to CMS’s attention via complaint. Given all of the variables, 
EPs should prepare as though an audit could occur at any time. Three 
types of audits related to the CMS EHR Incentive Program are possible:

1.  Medicare audit focusing on documentation of meeting the 
meaningful use measures.

2.  Medicaid audit focusing on documentation of eligibility and 
volume requirement for Medicaid payments, as well as the 
meaningful use measures.

3.  Office of Inspector General’s (OIG) audit of a state’s Medicaid 
EHR program where the focus is to ensure that states are cor-
rectly validating the EP’s requirements. Although they are not 
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the target of this type of audit, EPs are expected to cooperate 
fully with the OIG.26 

As with any interaction with the government, communication is key. 
EPs must be responsive to the auditors. If an EP cannot meet a deadline, 
it is important to let the auditors know as soon as possible. If the EP has 
questions about the information being requested, the EP (or counsel) 
should ask the auditors for clarification.

EPs need to implement system requirements to track time/date of 
evidence creation, sign-off, and identity of the person recording the evi-
dence; use a storage tool to support complex conditional processes and 
workflows; protect the evidence from alteration; store all evidence docu-
ments for six years post attestation; and allow for fast and easy retrieval 
of documentation, if audited.

For verification purposes, EPs should be prepared to share captured 
dated screenshots that document a software function that the auditor 
wants to verify (e.g., a test exchange of patient data with another cli-
nician). It may be helpful to reach out to the auditor to describe the 
transaction memorialized in the screen shot.  After an initial review of the 
submitted documents, the auditor may request additional information 
and even visit an EP’s office to see a demonstration of the EHR system.27 
Having already developed a rapport can only facilitate a smoother and 
more productive visit. 

During the entire meaningful use audit process, EPs also must 
remember to protect patient confidentiality and de-identify patient 
information per the requirements set forth in the Health Insurance 
Portability and Accountability Act (HIPAA), so as to avoid careless com-
munication that could trigger an audit by the Office of Civil Rights.

26 OIG’s audits of a state’s Medicaid EHR Program are beyond the scope of this Practice 
Resource.

27 Marisa Torrieri, Five Meaningful Use Audit Preparation Tips, pHysiCiaNs praCtiCe (Apr. 12, 
2013), www.physicianspractice.com/blog/five-meaningful-use-audit-preparation-tips.
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EPs should be advised that the initial list of requested documentation 
provided by the audit letter may not be all-inclusive and that auditors 
may request additional information to complete the audit. Initially, how-
ever, an EP should provide only the information requested in the audit 
letter and ask questions about the audit if unsure how to respond.

EHR Incentive Program publications

Given the widespread use of EHRs, CMS wants to see a return on its 
investment and will therefore pursue audits vigorously to confirm that 
meaningful use dollars were paid to Certified EHR users. Nonetheless, 
CMS guidance allows some flexibility in demonstrating meaningful use. 
The guidance is extensive (and free) and EPs  and their attorneys should 
review it carefully.28

CMS has many helpful publications that describe the EHR Incentive 
Program, the audit process, and the type of information that must be 
provided.29 These publications also cite where there is a difference of 
opinion about what the standard requires or the nature of any assump-
tions. To advise EPs regarding documentation that should be saved 
prior to attesting, it is imperative that attorneys become familiar with 
CMS’s resources concerning the 2016 requirements, which are available 
on the CMS website at the following links:

•  Eligible Professionals: What You Need to Know for 2016

•  Health Information Exchange Fact Sheet

•  Broadband Access Exclusions Tipsheet

•  Security Risk Analysis Tipsheet

•  Patient Electronic Access Tipsheet

28 Id.
29 Electronic Health Records (EHR) Incentive Programs, Cms.gov, www.cms.gov/regulations-

and-guidance/legislation/ehrincentiveprograms/index.html (last visited July 15, 2016) 
[hereinafter EHR Incentive Programs].

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2F2016ProgramRequirements.html
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FDownloads%2F2016_EPWhatYouNeedtoKnowfor2016.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FDownloads%2F2016_HealthInformationExchange.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FDownloads%2F2016_BroadbandAccessExclusionsTipsheet.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FDownloads%2F2016_SecurityRiskAnalysis.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FDownloads%2F2016_PatientElectronicAccess.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=https%3A%2F%2Fwww.cms.gov%2Fregulations-and-guidance%2Flegislation%2Fehrincentiveprograms%2Findex.html
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=100&exitLink=https%3A%2F%2Fwww.cms.gov%2Fregulations-and-guidance%2Flegislation%2Fehrincentiveprograms%2Findex.html


101

Journal of Health & Life Sciences Law—Vol. 10, No. 1

Practical Advice for EPs Facing Meaningful Use Audits

•  Eligible Professionals: Public Health Reporting in 2016

•  Guide for Eligible Professionals Practicing in Multiple 
Locations

Generally, information may be submitted electronically or by mail 
and must be supplied by the deadline stated in the audit letter. Initial 
reviews of submitted information are treated as desk reviews, but addi-
tional information may be requested. Site reviews may be conducted as 
well. After an audit is completed, the EP will receive a determination 
letter from the auditor stating whether the EP was successful in meeting 
meaningful use requirements for the reporting year. Unlike other types 
of audits, failure to meet any requirement means the entire incentive 
payment must be returned.

Procedures for meaningful use audits

In order to attest, successfully demonstrate meaningful use, and 
receive an incentive payment under the Medicare EHR Incentive 
Program, EPs must indicate that they agree with several attestation state-
ments. The attestation is submitted using the CMS online attestation 
portal. CMS’s Attestation Worksheet for Modified Stage 2 of the Medi-
care EHR Incentive Program in 2016 specifically guides EPs through the 
attestation process. Once the EP has successfully completed the attesta-
tion, the EP qualifies for payment.

As mentioned above, Figliozzi and Company is the contractor per-
forming audits under the Medicare EHR Incentive Program while 
individual states arrange for audits under the Medicaid EHR Incentive 
Program. On behalf of CMS, Figliozzi and Company will audit EPs eligi-
ble under both the Medicare and Medicaid EHR Incentive Programs.30

30 A sample audit letter for eligible professionals can be found at the following link: Letter 
from Peter Figliozzi, Figliozzi & Co., to Dr. John Smith, FAAFP (Feb. 25, 2013), available at 
www.cms.gov/Regulations-and-Guidance/Legislation/EHRIncentivePrograms/Down-
loads/SampleAuditLetter.pdf.
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An EP may have as little as two weeks to respond to an audit request. 
Although responses can be uploaded, responses and requests for 
extensions are directed to Figliozzi and Company. Documentation and 
information used for attestation (and any other helpful documents) 
should be maintained in an audit file that is secure and readily acces-
sible to avoid confusion and unnecessary delay should an EP receive an 
audit request. Information for Medicare EHR Incentive Program audits 
can be provided by mail or by uploading to a secure portal provided by 
auditors.31 The quicker and more succinctly an EP is able to respond, 
the quicker the government can close out the audit.

Supporting Documentation

Documentation is critical in meaningful use audits. The information 
provided in the EP’s source document, real-time attestation documen-
tation, and documentation of a full-scale risk assessment of an EP’s 
Certified EHR can be components of an effective audit response.

Supporting documentation of certification and source document

When it comes to many types of government audits, if it isn’t docu-
mented, it didn’t happen. Meaningful use audits are not any different. 
The initial documentation that will be requested in all audits is the 
source document(s) that the EP used when completing the attestation. 
The source document should provide a summary of the data that sup-
ports the information entered during attestation—ideally, a report that 
is readily available from the certified EHR system.

EPs should ensure that the version of the EHR being used is a certified 
product by comparing it against the Office of the National Coordinator 

31 EHR Incentive Programs.
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(ONC) Certified Health IT product list.32 The source document, which 
is usually a report from the Certified EHR, should include the following 
information: (i) numerators and denominators for all percentage-based 
measures; (ii) time period covered by the report; and (iii) evidence to 
support that the report was generated for a specific EP. Each page of the 
source document should specifically identify the provider and include 
the Certified EHR logo, version number, and date on each page. EPs 
should carefully review the reports generated by the Certified EHR and 
contact the Certified EHR vendor if anything is unclear or confusing.

EPs should work in consultation with the Certified EHR vendor to 
determine what documentation is appropriate to collect and maintain 
for auditors, but should not rely solely on the vendor. When negotiat-
ing the terms of a license agreement or purchase order, confidentiality 
provisions that prohibit sharing that document with government audi-
tors should always be avoided. In the alternative, the EP must request 
another document from the vendor that evidences the relationship. 
EPs can request that vendors provide license summaries or similar doc-
umentation, for example. In any event, it is imperative to review any 
documentation from the Certified EHR vendor prior to sharing with 
auditors to maintain confidentiality and ensure relevance and accuracy.

Prior to implementing an upgrade of a Certified EHR, EPs should 
consider the Medicare and Medicaid EHR Incentive Program require-
ments (e.g., HIPAA) and determine if implementation of the upgrade 
may inadvertently cause a usage gap during a reporting period. CMS has 
stated that an EHR certified for other CMS programs may not necessar-
ily be certified for the Medicare and Medicaid EHR Incentive Programs, 

32 Comprehensive List of Certified Health Information Technology, CertiFieD HealtH it proDuCt 
list: tHe oFFiCe oF tHe Nat’l CoorDiNator For HealtH iNFo. teCH., https://chpl.healthit.gov/#/
search (last visited July 15, 2016); Certified EHR Technology, Cms.gov, www.cms.gov/
Regulations-and-Guidance/Legislation/EHRIncentivePrograms/Certification.html (last 
visited July 15, 2016).
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which can be confusing.33 Only EHRs certified for the Medicare and 
Medicaid EHR Incentive Program through ONC satisfy the require-
ment that an EP is using a “Certified EHR.”34

Documentation of reporting on meaningful use measures

Being able to produce real-time attestation documentation (screen 
shots) is a distinct advantage in defending meaningful use representa-
tions to CMS. If the Certified EHR cannot generate reports for prior 
time periods, reports must be generated and maintained in a reproduc-
ible format. Screen shots must originate from the Certified EHR and 
must be from the reporting period. With some foresight, EPs can take 
screen shots before the end of the reporting period and maintain them 
in case of an audit. Screen shots should show date, provider, name of 
the Certified EHR vendor, and the version number.

If screen shots were not obtained during the reporting period, the 
EP will need to work with the Certified EHR vendor to determine how 
to obtain documentation showing that the applicable measures were 
met during the reporting period. EPs could include internal logs and 
any information demonstrating when a particular functionality was 
turned on or off, for example. Some Certified EHR vendors implement 
contractual restrictions on providing screen shots to auditors. Review 
the relevant license agreements, purchase orders, etc. to determine 
whether this is the case. Attorneys who negotiate EHR contracts should 
try to avoid contractual restrictions of this nature.

Attorneys should encourage EP clients to maintain a report to val-
idate the clinical quality measures reported from the Certified EHR. 
CMS considers CQM information accurate and complete to the extent 
that it is identical to the output generated from certified EHR tech-

33 aN iNtroDuCtioN to tHe meDiCare eHr iNCeNtive program For eligiBle proFessioNals, CMS, avail-
able at www.cms.gov/Regulations-and-Guidance/Legislation/EHRIncentivePrograms/
downloads/beginners_guide.pdf.

34 Id.
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nology. In other words, the EP is only attesting that the information 
entered in the attestation model is identical to the output generated by 
its certified EHR technology. Therefore, the numerator, denominator, 
and exclusion information for CQMs must be reported directly from 
information generated by certified EHR technology.

CMS does not require any data validation for the Meaningful Use 
Program. In other words, EPs are not required to provide additional 
information beyond what is generated from the certified EHR technol-
ogy itself to satisfy the requirement for submitting CQM information, 
even if the reported values include zeros. If an EP has concerns about 
the accuracy of its output, the EP can still attest, but should work with its 
vendor and/or the Office of the National Coordinator for Health Infor-
mation Technology to improve the accuracy of the individual product 
and/or the level of accuracy guaranteed by certification.35 

CMS may, however, request that providers selected for post-payment 
audits submit documentation, such as patient rosters, EHR screenshots, 
and reports generated by the EHR system to support data the providers 
reported to CMS during attestation. To protect patient confidentiality 
and privacy, EPs must redact patient-specific information before pro-
viding such information to auditors. Certain auditors (especially those 
auditing under the Medicaid EHR Incentive Program) may request 
patient-specific information. These requests should be analyzed care-
fully, and only the minimum data necessary for the auditors’ purposes 
should be disclosed.

Data elements will be scrutinized. For example, not all percentage-
based measures use the same denominator, so attesting with the same 
denominator in all percentage-based measures may raise questions that 
lead to an audit. Remind EPs that attesting to identical percentages for 
each percentage-based measure can also be problematic. If all EPs in a 

35 Registration & Attestation, Cms.gov, www.cms.gov/Regulations-and-Guidance/ 
Legislation/EHRIncentivePrograms/RegistrationandAttestation.html (last visited  
July 15, 2016).
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practice attest with the same percentages, this may result in an audit. 
EPs should scrutinize the numbers and, if possible, attain review from 
an objective party before attesting.

Some examples of audit red flags that EPs should avoid in attesting 
are: patient denominator inconsistencies, such as unique patients on 
specific measures and comparison of total discharges on cost reports 
with the number of encounters reported for meaningful use; exemp-
tions inconsistent with patient population, such as exemptions for 
smoking status from non-pediatric hospitals; and interoperability for 
EPs with multiple EHR vendors.36 All of these examples have one thing 
in common: the data would show the error prior to submission. Before 
submitting, the EP should carefully review the data for red flags.

As with all documentation related to meaningful use, EP clients must 
retain attestation evidence for six years and save any electronic or paper 
documentation that supports the attestation. Documentation would 
include reports from the certified EHR system that validate all CQM 
data entered during attestation, and that supports the values the EP 
entered into the Attestation Module of the CMS portal.37

Security risk analysis

Simply installing a Certified EHR does not fulfill the security risk 
analysis that meaningful use requires. Attorneys must advise EP clients 
that even with a Certified EHR, EPs must perform a full security risk 
analysis, also called the risk assessment, addressing all electronic pro-
tected health information, not just the information that is included in 
the EHR. Specifically, the security risk analysis must take into consid-
eration the idiosyncrasies of the specific version of the Certified EHR 
being used for meaningful use purposes and also address HIPAA security 

36 Medicare & Medicaid EHR Incentive Programs: Audit Information, eHealtH: Cms (June 13, 
2013), available at www.cms.gov/regulations-and-guidance/legislation/ehrincentive-
programs/downloads/vendorworkgroupcall_june13.pdf. 

37 Id.
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issues related to electronic health records generally.38 The risk analysis 
helps ensure that the EP is compliant with HIPAA’s administrative, phys-
ical, and technical safeguards by revealing areas where protected health 
information could be at risk. A helpful security assessment tool can be 
found on the federal government’s HealthIT website.

It is possible for EPs to conduct a risk analysis using internal resources 
and online tools. EPs should consider, however, whether a thorough and 
technical risk analysis that will withstand an audit or other compliance 
review requires objectivity and expertise that may be better obtained 
from an outside professional. Both CMS and OCR have provided guid-
ance on the security risk analysis requirement through the Security Risk 
Analysis Tip Sheet and the OCR Guidance on Risk Analysis. 

Documentation of exclusions, transmissions, and attestations

CMS provides further guidance on the need for regularly updating 
contact information provided in an EP’s attestation, as well as the docu-
mentation necessary if an exclusion applies to an EP or if an EP uses an 
intermediary to transmit public health data. 

Exclusions

During attestation, EPs can claim exclusions from completing cer-
tain meaningful use criteria. If an EP qualifies for an exclusion, the EP 
does not have to meet that measure to receive a full incentive or avoid 
penalties. There are no blanket exclusions and each EP must analyze 
whether they meet the exclusion criteria for each applicable measure. 
EPs should carefully read and understand the list of Stage 2 measures 
and their associated exclusions to determine if any of the exclusions 
apply to their practice.

38 The Security Rule, HHs.gov, www.hhs.gov/ocr/privacy/hipaa/administrative/securityrule 
(last visited July 15, 2016).
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CMS provides extensive guidance and will field questions related 
to the exclusion process.39 For purposes of anticipating an audit, it is 
imperative to document communications and directions provided 
by CMS regarding exclusions.40 The final rule for the EHR Incentive 
Program includes alternate exclusions for certain objectives and mea-
sures in 2015 and 2016 where there is no Stage 1 equivalent. Alternate 
exclusions exist for the computerized provider order entry, electronic 
prescribing, patient transitions, and for certain public health reporting 
measures.41

Transmissions

CMS has provided examples of documentation related to transmis-
sions that should be maintained for audit purposes. If an EP who plans 
to submit an attestation also plans to use an intermediary (e.g., a health 
information exchange) to submit public health data, it is prudent to 
confirm with counsel or CMS that use of the intermediary will allow the 
EP to meet the meaningful use objectives.42 CMS has provided examples 
of documentation related to transmissions that should be maintained 
for audit purposes:

•  Dated screenshots from the Certified EHR documenting a 
test submission to an immunization registry or public health 
agency and showing the result (i.e., successful or unsuccessful). 

39 Frequently Asked Questions (FAQs), Cms.gov, www.cms.gov/Regulations-and-Guidance/
Legislation/EHRIncentivePrograms/FAQ.html (last visited July 15, 2016).

40 Cms, eHr iNCeNtive programs iN 2016: alterNate exClusioNs, available at https://www.cms.
gov/Regulations-and-Guidance/Legislation/EHRIncentivePrograms/Downloads/2016_
AlternateExclusionsfor2016.pdf.

41 Id.
42 ONC Regulation FAQs, HealtHit.gov, www.healthit.gov/policy-researchers-

implementers/18-question-09-10-018 (last visited July 15, 2016) [hereinafter ONC 
Regulation FAQs]. 

http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=http%3A%2F%2Fwww.healthlawyers.org%2FJHLSL
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=http%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FFAQ.html
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=http%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FFAQ.html
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FDownloads%2F2016_AlternateExclusionsfor2016.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FDownloads%2F2016_AlternateExclusionsfor2016.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=https%3A%2F%2Fwww.cms.gov%2FRegulations-and-Guidance%2FLegislation%2FEHRIncentivePrograms%2FDownloads%2F2016_AlternateExclusionsfor2016.pdf
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=http%3A%2F%2Fwww.healthit.gov%2Fpolicy-researchers-implementers%2F18-question-09-10-018
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=http%3A%2F%2Fwww.healthit.gov%2Fpolicy-researchers-implementers%2F18-question-09-10-018
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=http%3A%2F%2FCMS.GOV
http://www.healthlawyersjournal.com/healthlawyers/october_2016/TrackLink.action?pageName=108&exitLink=http%3A%2F%2FHEALTHIT.GOV


109

Journal of Health & Life Sciences Law—Vol. 10, No. 1

Supporting Documentation

The documentation should include evidence to support that it 
was generated for that specific provider’s system.43

•  A dated record of successful or unsuccessful electronic trans-
mission (e.g., screenshot from another system, etc.). This 
record should include evidence to support that it was gener-
ated for that specific provider.

•  A letter or email from an immunization registry or public 
health agency confirming receipt or failure of receipt of the 
data submitted electronically. The letter or email should 
include the date of the submission, the names of the provider 
and the registry or agency, and the result of the test (i.e., suc-
cessful or unsuccessful).44 

CMS has indicated that thus far, auditors have not focused closely on 
the transmission requirements, as many immunization registries and 
public health agencies were not prepared to receive the information. As 
EPs become more sophisticated, however, the focus on the transmission 
requirements will likely increase.45

Attestations

Along with all the other types of documentation discussed here, EPs 
should maintain a copy of the actual attestation submitted and update 
all contact information provided during attestation. EPs also should 
make sure that all contact information provided during attestation (e.g., 
an email address) is in working order and is being monitored. If an 
email address is not monitored and auditor communications are not 
read promptly, this could be very problematic, for obvious reasons.

43 Nat'l learNiNg CoNsort., CHeCklist For CapaBility to exCHaNge key CliNiCal iNFormatioN (June 30, 
2012), available at https://www.healthit.gov/sites/default/files/cm14-nlc-checklist-for-
capability-to-exchange.docx.

44 ONC Regulation FAQs. 
45 Id.
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For EPs practicing in multiple locations, the EHR Incentive Program 
presents additional challenges with regard to exclusions, transmission, 
and attestation. CMS has issued guidance to address these challenges.46 
The guidance assists EPs in understanding the definition of patient 
encounters, determining if a location has certified EHR technology, and 
calculating meaningful use across multiple locations.

Medicaid considerations

Audits and documentation requirements under the Medicaid EHR 
Incentive Program vary by state.47 The state-centric audits typically focus 
on the number of Medicaid patients served by the attesting EP. Those 
providers with no history of providing services to Medicaid beneficiaries 
prior to the EHR Incentive Program may be more likely to be audited

State Medicaid audits focus on much of the same data as Medicare 
audits, such as National Provider Identification Number, Tax ID, and 
ONC Certification Number. In addition, Medicaid auditors review fac-
tors such as percentage of services provided to Medicaid members, 
average length of patient stay, procedures performed, and processes 
followed. 

OIG audits

As described previously, an EP may also face an OIG audit. The pur-
pose of an OIG audit is to audit the state’s program for payments of 
Medicaid incentives. Therefore, the OIG will ask the EP to provide the 
same types of information the EP may have already provided directly 
to the state. If an OIG audit finds that the state failed to appropriately 
establish an EP as a meaningful user, that report would be returned to 

46 Cms, guiDe For eligiBle proFessioNals praCtiCiNg iN multiple loCatioNs (eHr iNCeNtive programs 
iN 2015 tHrougH 2017) (2016), available at www.cms.gov/Regulations-and-Guidance/
Legislation/EHRIncentivePrograms/Downloads/2016_EPMultipleLocations.pdf. 

47  [Untitled table of  “estimated dates each State intends to begin accepting registrations 
for its Medicaid EHR Incentive Program”], www.cms.gov/apps/files/statecontacts.pdf 
(last updated Aug. 29, 2013, last visited Jul. 24, 2016).
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the state, and the state may take action to recover the incentive payment 
from the EP.

Incentives and Penalties 

To secure the maximum incentive, EPs must have commenced mean-
ingful use of a Certified EHR in the first years (i.e., 2011 or 2012) of the 
meaningful use program. For EPs who received their first payment in 
2011 or 2012, that incentive payment was $18,000. If they continued to 
qualify, they received smaller amounts in 2012 through 2015 for a total 
of $44,000. If an EP did not qualify until 2015, the EP did not receive 
any incentive payment.48

Incentive payments for Medicaid providers are designed differently, 
with payments spread out over a longer period of time. Medicaid pay-
ments are set at $21,250 the first year and $8,500 every year after that 
until the total payout is reached. These providers may have waited to 
attest until 2016 and still receive incentive payments through 2021, total-
ing about $64,000.49

In 2015, penalties for Medicare providers who had not met meaning-
ful use or filed for a hardship waiver started taking effect. This penalty 
was 1% in 2015, 2% in 2016, and will be 3% in 2017, which can add up 
to a significant  amount for EPs who decide not to comply with meaning-
ful use.50

Payments received under the Medicare and Medicaid EHR Incentive 
Programs are subject to federal laws governing fraud and abuse, so pro-
viders who submit a fraudulent attestation may be subject to sanctions, 

48 EHR Incentive Payment Timeline, HealtHit.gov, www.healthit.gov/providers-profession-
als/ehr-incentive-payment-timeline (last visited Aug. 16, 2016); Incentives and Penal-
ties, sa igNite, www.saignite.com/resources/meaningful-use-incentives-penalties (last 
visited July 15, 2016).

49 Id.
50 Medicare and Medicaid EHR Incentive Program Basics, Cms.gov, www.cms.gov/regula-

tions-and-guidance/legislation/ehrincentiveprograms/basics.html (last visited  
Aug. 16, 2016).
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including fines and program exclusion, as well as criminal sanctions. If 
CMS determines that audit failure is due to an EP’s knowingly false attes-
tation statements, CMS may refer the issue to the Department of Justice 
(DOJ), which can seek an indictment. The following case involved a hos-
pital, but illustrates the DOJ’s scrutiny of attestations and commitment 
to using criminal, civil, and administrative enforcement against entities 
and individuals receiving incentive payments.

A former chief financial officer (CFO) pleaded guilty to falsely attest-
ing to CMS that Shelby Regional—a 54 bed hospital in Texas—met 
meaningful use requirements for the 2012 fiscal year.51 Shelby Regional 
allegedly relied on paper records during that time, and to give the false 
appearance that the hospital was actually using an EHR, the hospital 
directed its software vendor and hospital employees to manually input 
data from paper records into the EHR software, often months after a 
patient was discharged and after the end of the fiscal year. Based on 
the false attestation, CMS paid Shelby Regional nearly $800,000. The 
former CFO was sentenced to 23 months in federal prison, and Shelby 
Regional is shutting its doors due in part to the recoupment of meaning-
ful use incentive payments and related penalties.52 This case highlights 
the importance of making certain that all meaningful use objectives are 
met before attesting to the same.

Appeals of Regulatory Standards and Methods for 
Meaningful Use

CMS had proposed a limited appeal process for providers challenging 
a determination that the EP did not meet the regulatory standards and 

51 Sarah Beth Smith & Laurence J. Freedman, Hospital Executive Pleads Guilty to False 
Meaningful Use Attestation for EHR Incentive Payments, HealtH laW & poliCy matters  
(Nov. 21, 2014), www.healthlawpolicymatters.com/2014/11/21/hospital-executive-
pleads-guilty-to-false-meaningful-use-attestation-for-electronic-health-record-incen-
tive-payments/. 

52 Id.
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methods for meaningful use.53 In the Stage 2 Final Rule, CMS argued 
that the administrative review process is primarily procedural and need 
not be specified in regulation. CMS instead indicated it intends to issue 
guidance regarding types or categories of appeals and accompanying 
requirements. The proposed administrative appeals process would apply 
to both Stage 1 and Stage 2 of meaningful use. CMS also proposed three 
types of permissible appeals: eligibility, meaningful use, and incentive 
payment. Per the Final Rule, there will not be appeal reconsiderations 
of incentive payment amounts or recoupments, selection or demon-
stration of measures, hardship exception, hardship reconsiderations, or 
payment adjustment determinations.54

CMS has explicit instructions related to filing appeals.55 For each type 
of appeal listed below, the appeal must be submitted electronically or 
postmarked as instructed:

1.  Failed Audit Meaningful Use. Allows a provider to demon-
strate meaningful use by addressing each of the measures 
failed on audit. Appeals must be filed within 30 days after 
the adverse audit determination letter. When submitting 
this type of appeal, EPs may choose to delay repayment 
of the Medicare EHR incentive payment. If, however, the 
appeal is denied, failing to return the incentive payment 
as instructed could result in additional interest payments 
owed.

2.  Failed Reporting Meaningful Use. Allows a provider to 
show that certified electronic health record technology 

53 Appeals, Cms.gov, www.cms.gov/Regulations-and-Guidance/Legislation/EHRIncentive-
Programs/Appeals.html (last visited July 15, 2016). 

54 Medicare and Medicaid Programs; Electronic Health Record Incentive Program – Stage 
3 and Modifications to Meaningful Use in 2015 Through 2017; Final Rules with Com-
ment Period, 80 Fed. Reg. 62761 (Oct. 16, 2015), available at www.federalregister.gov/
articles/2015/10/16/2015-25595/medicare-and-medicaid-programs-electronic-health-
record-incentive-program-stage-3-and-modifications.

55 Cms, eligiBle proFessioNal (ep) appeal iNstruCtioNs, available at www.cms.gov/Regulations-
and-Guidance/Legislation/EHRIncentivePrograms/Downloads/Appeal_EP_FilingRe-
quest_Instructions.pdf. 
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(CEHRT) was used to successfully demonstrate meaning-
ful use but failed due to a reporting issue. Appeals must be 
filed within 30 days after the attestation deadline. 

3.  CQM e-Reporting Meaningful Use. Allows a provider to 
show that CQM e-reporting was successful in meeting 
meaningful use. Appeals must be filed within 30 days after 
the attestation deadline. 

4.  Eligibility. Allows an EP to show that all EHR Incentive Pro-
gram requirements were met and that the provider should 
have been able to register and attest for the Program but 
could not due to circumstances outside the provider’s 
control. An example includes being unable to register by 
deadline. Appeals must be filed within 30 days after the 
attestation deadline.56

The date that the appeal and supporting documentation are received 
will be the submission date. All supporting documentation must be 
included at the time of submission or it will not be accepted. It is very 
important to comply with CMS specification submission requirements 
because documentation not submitted in the required formats may 
result in either a delayed or denied  appeal determination. CMS strongly 
recommends that submission be accomplished electronically by com-
pleting the appeal form, attaching all supporting documentation to an 
email, and sending it to a designated email account.57 

Most states have implemented an appeals process for their Medic-
aid EHR Incentive Programs. Medicaid program participants should 
contact their state Medicaid agencies for more information about these 
appeals.

56 Cms, eHr iNCeNtive programs appeals overvieW (2016), available at www.cms.gov/Regula-
tions-and-Guidance/Legislation/EHRIncentivePrograms/Downloads/AppealsAudits_
EHRAppealsOverview-.pdf.

57 Id.
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Conclusion

Attorneys can help EPs minimize the impact of an audit through 
advance preparation. Counsel can assist the EP client in developing 
a robust compliance folder of documentation and screen shots and a 
clear vision of how to prepare for and respond to a CMS audit.

Attorneys have a vital role in navigating and researching the 
applicable statutory regulatory  and sub-regulatory  requirements for 
meaningful use. Attorneys can provide proactive compliance assistance 
through training, education, and development of a governance struc-
ture that outlines clear roles and responsibilities for each key component 
of meaningful use that may be subject to an audit: system monitoring, 
clinician engagement, training, attestation, and documentation. Attor-
neys can assist in communications with vendors, registries, CMS, and 
state Medicaid programs.

A best practice to ensure compliance with the meaningful use pro-
gram is for the EP to have an objective third party conduct an internal 
audit of its meaningful use practices and the resulting attestation. This 
audit should be conducted each year that the attestation is submitted to 
CMS. For self-auditing EPs, attorneys can assist by drafting or reviewing  
a self-audit work plan, conducting or assisting with the audit, review-
ing all documentation required to support the attestation, assessing 
the information security controls, and identifying how the EPs can 
strengthen the current process so that it may hold up under the scru-
tiny of a CMS audit.

Attorneys can review, organize, and train on the key components 
of meaningful documentation. These components include proof of 
ownership of the certified electronic health record technology for all 
systems, core and menu set percentage measures, core and menu set 
yes/no measures, and clinical quality measures.

Attorneys can draft and assist with training related to the EP’s audit 
response plan. EPs should have a defined procedure in place to manage 
the audit process, describing how it will: 
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1.  determine the roles and responsibilities for each phase of the 
audit outlined; 

2.  recognize and process CMS audit letters in a timely manner; 

3.  produce documentation quickly; 

4.  verify what EHR system was used and the timeframe it was 
used; and

5.  conduct audit response fire drills where team members walk 
through all the steps that take place beginning with receipt of 
the audit letter. 

In the event of an audit, counsel for EPs should take the lead in 
evaluating meaningful use audit request letters; reviewing supporting 
documents for submission in response to an audit request letter; commu-
nicating with CMS, its audit contractor, or the applicable State Medicaid 
Agency to obtain clarification in the audit review process; evaluating 
audit result letters; identifying the applicable appeals process and key 
deadlines on appeal; and developing substantive written analysis and 
arguments for submission on appeal.

Meaningful use standards are complex and dynamic, leading many 
EPs to sagely seek legal counsel. The earlier counsel are consulted, the 
better prepared the EP will be for each stage of meaningful use com-
pliance, which will help the EP achieve and maintain meaningful use 
attestation in the event of an audit.
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