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TRENDS

Meaningful Use:  
Is it really dead?
Turns out that Meaningful Use isn’t 

dead after all. Several weeks after Act-

ing CMS Administrator Andy Slavitt 

dropped the Meaningful Use bomb, he 

and National Coordinator for Health In-

formation Technology Karen DeSalvo, 

M.D., posted a blog to CMS’ website 

titled “EHR Incentive Programs: Where 

We Go Next” to clarify the earlier post. 

In the blog post, Slavitt and DeSal-

vo clarified that the Meaningful Use 

(MU) program is not ending. Rather, 

as a result of the Medicare Access and 

CHIP Reauthorization Act (MACRA)  

of 2015, the financial penalties tied  

to performance in the MU program 

are being rolled into the new Merit-

Based Incentive Payment System (MIPS). 

EHR: Status 
Update
Meaningful Use? Interoperability?  
Here are some things to know
By Michael Paquin, FHIMSS

Editor’s note: In January, Acting Centers for Medicare & Medic-
aid Services Administrator Andy Slavitt dropped a bomb when he 
tweeted that Meaningful Use – the criteria that physician prac-
tices must meet in order to be reimbursed for installing electronic 
medical records systems – will be “effectively over and replaced 
with something new.” 

At the same time, the Senate Health, Education, Labor and Pen-
sions (HELP) Committee was deliberating over a bill that would hold 
EHR vendors responsible for providing systems that are truly interop-
erable, that is, that would allow for the free flow of a patient’s medical 
information from one healthcare setting to another. 

JHC asked EHR consultant and expert Michael Paquin to 
spell out the bottom line of these developments.
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Meaningful Use will be one of four factors that will contribute 

to a performance score for providers, which will then be used to 

adjust payments to providers.

The blog specifically stated: “The current law requires 

that we continue to measure the meaningful use of ONC 

Certified Health Information Technology under the existing 

set of standards. While MACRA provides an opportunity to 

adjust payment incentives associated with EHR incentives 

in concert with the principles we outlined here, it does not 

eliminate it, nor will it instantly eliminate all the tensions of 

the current system....I encourage you to look for the MACRA 

regulations this year; in the meantime, our existing regula-

tions – including Meaningful Use Stage 3 – are still in effect.”

CMS is currently writing regulations to implement the new 

MIPS system, and those regulations are likely to include changes 

to the future reporting requirements for Meaningful Use. CMS is 

expected to release the regulations in late spring/early summer, 

and although the exact implementation dates have not been fi-

nalized, the MIPS program and any associated MU changes will 

probably impact providers starting Jan. 1, 2017. 

Bottom line: Meaningful Use isn’t end-

ing. The financial penalties associated 

with MU performance for Medicare phy-

sicians are being rolled into the MIPS 

program from the MACRA law. When 

the MACRA regulation comes out this 

spring, CMS may make some changes 

to the requirements for MU Stage 3 that 

were published last fall.

The interoperability issue
Recently, the Senate HELP (Health, Educa-

tion, Labor, & Pensions) Committee, which 

has jurisdiction over healthcare, “marked-

up” and then voted to approve its bipar-

tisan health information technology bill, 

“The Improving Health Information Tech-

nology Act” (S.2511). The 51-page bill tar-

gets improvements to the interoperability 

and usability of electronic health records.

Specifically, the bill:

•  Defines interoperability and 

information-blocking.

•  As a condition of certification, 

would require vendors to attest 

to being interoperable and not 

blocking information.

•  Authorizes the U.S. Department 

of Health and Human Services to 

investigate claims of information-

blocking and assess civil monetary 

penalties on violators.

•  Establishes a Health IT Rating Sys-

tem, to be published on the website 

of the Department of Health and Hu-
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man Services Office of the National Coordinator for Health 

Information Technology (ONC), which would allow provid-

ers to compare certified health IT products on the basis 

of transparency, interoperability and usability. The rating 

system would designate each certified EHR a star rating 

(likely one, two, or three stars) based on a biannual report 

on each vendor’s performance in the marketplace. EHRs 

deemed “one-star” (the lowest rating) would be forced to 

take action to improve their rating or face decertification.

Having cleared the committee with unanimous, biparti-

san support, the bill at press time was headed to the Senate 

floor, where its ultimate fate was unclear. The Senate would 

prefer to pass it as part of a broader package of legislation 

targeting “healthcare innovation” through U.S. Food and 

Drug Administration and National Institutes of Health re-

forms in order to produce a companion to the 21st Cen-

tury Cures Act, which the House passed last summer (which 

included sections on EHR interoperability and regulatory 

oversight of health information technology.) At press time, 

committee members lacked the consensus needed to move 

forward with the FDA and NIH bills (due to funding issues), 

but had plans to debate those issues this spring.

Bottom line: If passed into law, this bill 

would impose burdensome new certi-

fication requirements on vendors that 

produce EHR products, and would sub-

ject their certified EHR products to the 

proposed star rating system. It would 

also define “information-blocking” and 

give the Department of Health and Hu-

man Services the authority to prosecute 

offenders with fines. 

While different than 

the interoperabil-

ity legislation that 

passed the House 

last July as part of the 

21st Century Cures 

Act, this legislation 

does have similar el-

ements to that bill. It could act as a com-

panion bill to the House version that, if 

passed by the Senate, could be recon-

ciled with the House bill and signed into 

law. However, until partisan differences 

over FDA and NIH funding issues are re-

solved (unknown, at press time), it ap-

pears unlikely that this bill will move any 

further in the Senate. EHR vendors are 

working closely with Electronic Health 

Record Association (EHRA) colleagues 

to meet with committee staff and track 

this legislation.  JHC

Editor’s note: Michael Paquin is founder of MDP Group, Paso Robles, Calif., a healthcare consulting 

group with clients in the medical device, medical/surgical supply and EMR vendor market segments. 

Prior to founding MDP Group, he was president of Midmark Diagnostics Group. He may be reached at 

818-519-4779 or Michael@mdpgrp.com

CMS is currently writing regulations to 
implement the new MIPS system, and 
those regulations are likely to include 
changes to the future reporting 
requirements for Meaningful Use.
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TOMORROW’S PHYSICIAN

It’s a safe bet that the physicians you call on in the 
future will be proficient in using electronic medical records, 

not only to manage their own patients, but to better under-

stand broader “population health” trends.

The Indiana University School of Medicine is making 

sure its graduates are prepared for that future.

Over the course of about 40 years, the Regenstrief Insti-

tute, a research support organization of the Indiana University School of Medicine, has developed its 

Regenstrief Medical Record System, one of the nation’s first electronic medical record (EMR) systems. It 

captures data for over 10 million patients from Eskenazi Health, in Indianapolis, and its affiliated clinics.

EMR Teaching Moments
Med students at the Indiana 

University School of Medicine 
learn the benefits, and  

potential for improvement,  
of electronic medical records

By David Thill



Services and Solutions for the Endoscopy Suite. 
Managing inventory for the endoscopy suite is an important task, but when the burden falls on 
clinicians, is that really time well spent? While this problem is common, Boston Scientifi c offers 
a solution that is custom. It’s how we helped a major northeast academic medical center get 
their clinicians back to taking care of patients. As the challenge of optimizing patient care while 
managing effi ciencies and costs grows, our ADVANTICS™ Innovative Healthcare Solutions provides 
a new and collaborative way to meet your needs. Because as healthcare provider needs change, 
it’s our mission to fi nd new and better ways to support them.

©2015 Boston Scientifi c Corporation or its affi liates. All rights reserved.
ENDO-362501-AA January 2016

If reducing inventory management time 
by 67% sounds appealing, 

so will a collaboration with us.

To learn more,
Email: SupplyChainOptimization@bsci.com
Visit: www.bostonscientifi c.com/gastroservices/jhcc



May 2016 | The Journal of Healthcare Contracting10

Parallel EMR
This past August, the IU School of Medicine implemented 

what it is calling the teaching electronic medical record 

(tEMR). It did so in partnership with the Regenstrief Institute, 

with a grant from the American Medical Association’s “Accel-

erating Change in Medical Education” initiative. The objec-

tive is to use the EMR as the basis for an educational tool for 

medical students.

Project organizers wanted to “find a way to create a paral-

lel electronic medical record system that would allow teach-

ing opportunities to be developed” with the EMR, says Brad-

ley L. Allen, M.D., Ph.D., senior associate dean for medical 

student education in the School of Medicine.

TOMORROW’S PHYSICIAN

Using the AMA grant, the School of 

Medicine has worked with representatives 

from the Regenstrief Institute to “de-iden-

tify” the patient data in the EMR. They have 

substituted actual patients’ names with 

fictitious ones, so that students can track 

patients through the medical system.

By the end of the process, 10,000 

patients will have been de-identified to 

form the tEMR, so that groups and de-

mographics can be distinguished with-

in the patient base. This way, the tool 

can be used to study population health 

topics, Allen says.

By interacting with the tEMR, stu-

dents should be prepared to navigate 

these types of electronic database sys-

tems more effectively when they begin 

practicing professionally, says Allen. 

What’s more, they will be prepared to 

actually improve EMR systems in the 

future. “They will see various EMR con-

cepts in action once they start their clini-

cal rotations and oftentimes may have 

opportunities to become involved in 

quality improvement and patient safety 

efforts as students and residents.”

By training students in modern con-

cepts such as the EMR, says Allen, “I think 

we will be creating a future cadre of phy-

sicians that will be more accepting of 

these principles.” Given that experience, 

“they can take on leadership roles within 

their workplace to develop and refine 

aspects of EMR systems or utilization to 

improve patient care.” JHC

By training students 
in modern concepts 
such as the EMR, says 
Allen, “I think we will be 
creating a future cadre 
of physicians that will 
be more accepting of 
these principles.”
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Caring for the 
Chronically Ill

Change is coming in treatment and payment methods
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Even so, JHC readers should rest assured that 

change is coming on both counts.

In May 2015, U.S. Senate Committee Finance 

Chairman Orrin Hatch and Ranking Member Ron 

Wyden announced the formation of a bipartisan 

chronic care working group. Its mission was – and 

remains – to draw up policies for caring for the 

chronically ill that meet three goals:

•  Increase care coordination among individual pro-

viders across care settings.

•  Streamline Medicare’s 

current payment systems 

to incentivize the ap-

propriate level of care for 

beneficiaries living with 

chronic diseases.

•  Facilitate the delivery of 

high-quality care, improve 

care transitions, produce stronger patient 

outcomes, increase program efficiency, and 

reduce growth in Medicare spending.

From August through October 2015, the work-

ing group collected 530 comments from stake-

holders, and held 80 stakeholder meetings. Then, 

in December, it issued proposed six recommen-

dations in a 30-page document, for which the 

group is now accepting public comments. 

There are no easy answers to how providers should best care for the many 
Americans with chronic – and sometimes multiple chronic – diseases. Nor are 
there easy answers to how physicians and other caregivers, such as hospice or 
home care staff, should be compensated for these complex cases.

1.  Receiving high-quality care at home. Home-

based primary care teams allow providers to 

spend more time with their patients to better 

coordinate healthcare services, perform medi-

cal and functional assessments in a familiar 

and safe environment, and accept increased 

accountability for all aspects of the patient’s 

care plan, said the working group. This ap-

proach seeks to improve patient outcomes 

while reducing healthcare costs – often ac-

complished by preventing the need for more 

expensive care in institutional settings. 

2.  Advancing team-based care. Today many 

chronically ill beneficiaries, particularly those 

enrolled in traditional Medicare, lack access to 

a proven, team-based care structure, said the 

working group. Providing such people with an 

interdisciplinary healthcare team is a model 

that, in certain settings and under specialized 

Home-based primary care teams 
allow providers to spend more 
time with their patients to better 
coordinate healthcare services.
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arrangements, can lead to stronger patient 

outcomes and reduced overall expenditures.

3.  Expanding innovation and technology. 

Innovation in benefit design and technology, 

such as telemedicine, can increase beneficiary 

access to services that are critical to improve 

chronic disease management.

4.  Identifying the chronically ill population 

and ways to improve quality. Plans and 

providers that participate in the Medicare 

program should be appropriately paid for and 

evaluated on the care that they provide to 

chronically ill Medicare beneficiaries, wrote 

the working group.

5.  Empowering individuals and caregivers 

in care delivery. Providing timely, accurate 

tools and information can empower Medicare  

beneficiaries to better manage their chronic 

diseases, concluded the group. These strat-

egies can improve healthcare quality and 

outcomes, and reduce costs to both benefi-

ciaries and the Medicare program.

6.  Other policies to improve care for the 

chronically ill. Certain gaps in knowl-

edge should be due to their potential 

high impact on chronic disease manage-

ment, the group recommended. Examples 

include studies of obesity drugs and 

medication synchronization.

Physicians respond
Among those responding to the working 

group’s recommendations was the American 

College of Physicians, which represents 143,000 

internal medicine physicians, subspecialists 

and students. 
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The College supported many of the working 

group’s recommendations, including:

•  Improving access to chronic care and ensur-

ing appropriate reimbursement for complex 

chronic care management.

•  Eliminating beneficiary cost-sharing for 

chronic care management services.

•  Integrating care for behavioral health condi-

tions in a primary care setting.

•  Improving the process for development of 

quality measures for chronic conditions, 

including filling critical measure gaps.

•  Allowing increased flex-

ibility for accountable care 

organizations (ACOs) to 

better design packages of 

services for patients with 

chronic conditions, sup-

port patient engagement, 

choose the best approach 

for patient attribution to 

meet their needs, and ex-

pand the use of telehealth 

to treat their patients with 

chronic conditions

The College also recommend-

ed that the Finance Committee 

consider:

•  Creating a new code bundle 

for diabetic care management.

•  Providing reimburse-

ment for e-consultations 

between hospitalists and 

primary care physicians, 

   and specialists and primary care physicians.

•  Expanding the implementation of the 

patient-centered medical home as a 

means of improving care for patients with 

chronic illness.

•  Delaying expansion of “Meaningful 

Use” to include activities involved in the 

coordination of the care of patients with 

chronic conditions until there is better 

evidence about the best ways to use  

health information technology to perform 

that coordination. JHC

Today many chronically ill 
beneficiaries lack access 
to a proven, team-based 

care structure.
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POST-ACUTE CARE

If sales reps had any doubts about 
the Centers for Medicare and Medicaid 

Services’ bundled payment program 

moving forward, they should rest as-

sured, it’s here to stay, according to 

Andrew E. Van Ostrand, vice presi-

dent, Care Continuum/Extended Care, 

Medtronic. Particularly as CMS’s focus 

Here to Stay
Shifts in payment plans are not a passing fad, 
note experts. Now is the time for sales reps to 
position their product portfolios.
By Laura Thill
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shifts to a home health environment, the emerging payment 

models will continue to impact the post-acute care market. 

“Now is the time to know 

and understand the new 

payment models – what 

the differentiators are and 

how these new models will 

impact customers,” he says.

“Up to this point, the fo-

cus has been on individual 

markets,” Van Ostrand con-

tinues. But, that’s quickly 

changing to a focus on 

a continuum of care. As 

such, “distributor sales reps 

should think about their 

portfolios: What govern-

ment protocols are being 

put into place, and how will 

they impact their portfolio? 

[Furthermore], what are 

the quality and financial incentives for 

hospitals and post-acute-care providers 

moving forward?”

As payment barriers are broken 

down, and providers share bundled 

payment, sales reps will need to con-

sider how this will impact the products 

they offer, as well as how they market 

these products to their customers. “As 

CMS continues to identify ways to bun-

dle money (e.g., around joint care, etc.), 

sales reps will need to ask themselves, 

‘What products can we offer to help our 

customers take advantage of new pay-

ment incentives?’” That’s not to say pro-

viders won’t need the same products 

they have in the past. But, sales reps 

must now bundle their products differ-

ently, he adds.

Van Ostrand predicts that market 

changes such as bundled payment will 

lead providers to look to a small group 

of focused suppliers who can meet 

their needs. The shift from volume-

based payment to value-based pay-

ment is making it more important than 

ever before for sales reps to focus on 

consultative – rather than transactional 

– selling, he points out. To do so, dis-

tributors will need to align themselves 

with their manufacturer partners, who 

can help them position their portfolios 

appropriately, he adds. 

“2016 will represent some big market 

shifts,” he says. “If you’ve been tuning out 

the noise, you can no longer do so.”  JHC

“ As CMS continues 
to identify ways 
to bundle money 
(e.g., around joint 
care, etc.), sales 
reps will need to 
ask themselves, 
‘What products 
can we offer to 
help our customers 
take advantage 
of new payment 
incentives?’” 

– Andrew E. Van Ostrand, vice 
president, Care Continuum/

Extended Care, Medtronic

POST-ACUTE CARE
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Hip and knee replacements are the most common 
inpatient surgery for Medicare beneficiaries and can require 

lengthy recovery and rehabilitation periods, according to 

the Centers for Medicare & Medicaid Services. In 2014, there 

were more than 400,000 procedures, costing more than $7 

billion for the hospitalizations alone. Despite the high vol-

ume of these surgeries, quality and costs of care for hip and 

knee replacement still vary greatly among providers. 

POST-ACUTE CARE

Bundled Payments and the 
Perioperative Surgical Home
Joint replacement 

procedures are 
initial focus
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That’s one reason why CMS is eager to begin a bundled-pay-

ment program for hip and knee replacements. And that also ex-

plains why the American Society of Anesthesiologists and Pre-

mier Inc. have focused on joint replacements in their Learning 

Collaborative on the Perioperative Surgical Home – a patient-

centered, team-based practice model of coordinated care that 

guides patients through the entire surgical experience, from 

the decision to undergo surgery to discharge and beyond.

On April 1, 2016, CMS was scheduled to launch the Com-

prehensive Care for Joint Replacement (CJR) model, in order 

to test bundled payment and quality measurement for an 

episode of care associated with hip and knee replacement. 

The purpose is to encourage hospitals, physicians, and post-

acute care providers to work together to improve the qual-

ity and coordination of care from the initial hospitalization 

through recovery.

CMS hopes the alternative payment model will contrib-

ute to the Medicare goals set by the Obama administration 

of having 30 percent of all Medicare 

fee-for-service payments made via al-

ternative payment models by 2016, 

and 50 percent by 2018. 

The CJR model will hold partici-

pant hospitals financially account-

able for the quality and cost of a CJR 

episode of care, and will incentiv-

ize increased coordination of care 

among hospitals, physicians, and 

post-acute care providers. 

The episode of care begins 

with an admission to a par-

ticipant hospital of a ben-

eficiary who is ultimately 

discharged under MS-DRG 

469 (Major joint replace-

ment or reattachment of 

lower extremity with major 

complications or comor-

bidities) or 470 (Major joint 

replacement or reattach-

ment of lower extremity 

without major complica-

tions or comorbidities), and 

ends 90 days post-discharge in order 

to cover the complete period of re-

covery for beneficiaries. 

The episode includes all related items 

and services paid under Medicare Part 

A and Part B for all Medicare fee-for-ser-

vice beneficiaries, with the exception of 

certain exclusions. JHC

POST-ACUTE CARE

Editor’s note: For more information on the American Society of Anesthesiologists Perioperative 

Surgical Home, go to https://www.asahq.org/psh

CMS hopes the alternative payment 
model will contribute to the 
Medicare goals set by the Obama 
administration of having 30 percent 
of all Medicare fee-for-service 
payments made via alternative 
payment models by 2016, and  
50 percent by 2018. 

AlereTM i 
Molecular  
Platform

Alere  
DetermineTM 
HIV-1/2  
Ag/Ab 
Combo

As the number one single-source provider 
of rapid, point-of-care diagnostic tests, we 
know the power of now. 

Having Alere products throughout your 
network means operational, clinical and 
economic efficiencies. Our comprehensive 
suite of diagnostics, many of them CLIA-
waived, enables quicker decision making in 
cardiovascular disease, diabetes, infectious 
disease, and toxicology, allowing your staff 
to spend time doing what they do best—
caring for patients.

It’s easier when 
everything  
works together.

© 2015 Alere. All rights reserved. The Alere Logo, Alere, Afinion, Cholestech LDX, Determine, epoc, INRatio, Knowing now matters, RALS and Triage are trademarks of the Alere group of companies. Hemopoint is a trademark of Stanbio Laboratory L.P. under license. 3000312-03 6/15

epoc® Blood  
Analysis System

Alere  
Triage®  
System

Lateral  
Flow Testing

RALS®  
Connectivity  
System

Alere  
Cholestech 
LDX®  
System

Alere INRatio® 2 
PT/INR Monitor

Alere  
HemoPoint®  
H2 Meter

Alere  
AfinionTM 
AS100  
Analyzer 

To learn about our products and 
how they can help your facility, 
contact your Alere Account  
Executive, call 1.877.441.7440 or 
email clientservices@alere.com

Pregnancy • Strep A • Mono 
H. pylori • Flu A&B • RSV • Toxicology

ALR15003 IDN Ads.R9.indd   1 5/14/15   2:57 PM



AlereTM i 
Molecular  
Platform

Alere  
DetermineTM 
HIV-1/2  
Ag/Ab 
Combo

As the number one single-source provider 
of rapid, point-of-care diagnostic tests, we 
know the power of now. 

Having Alere products throughout your 
network means operational, clinical and 
economic efficiencies. Our comprehensive 
suite of diagnostics, many of them CLIA-
waived, enables quicker decision making in 
cardiovascular disease, diabetes, infectious 
disease, and toxicology, allowing your staff 
to spend time doing what they do best—
caring for patients.

It’s easier when 
everything  
works together.

© 2015 Alere. All rights reserved. The Alere Logo, Alere, Afinion, Cholestech LDX, Determine, epoc, INRatio, Knowing now matters, RALS and Triage are trademarks of the Alere group of companies. Hemopoint is a trademark of Stanbio Laboratory L.P. under license. 3000312-03 6/15

epoc® Blood  
Analysis System

Alere  
Triage®  
System

Lateral  
Flow Testing

RALS®  
Connectivity  
System

Alere  
Cholestech 
LDX®  
System

Alere INRatio® 2 
PT/INR Monitor

Alere  
HemoPoint®  
H2 Meter

Alere  
AfinionTM 
AS100  
Analyzer 

To learn about our products and 
how they can help your facility, 
contact your Alere Account  
Executive, call 1.877.441.7440 or 
email clientservices@alere.com

Pregnancy • Strep A • Mono 
H. pylori • Flu A&B • RSV • Toxicology

ALR15003 IDN Ads.R9.indd   1 5/14/15   2:57 PM



The clinical benefi t of the decrease in opioid consumption has not been demonstrated.

EXPAREL is indicated for administration into the surgical site to produce postsurgical analgesia.

Important Safety Information
EXPAREL is contraindicated in obstetrical paracervical block anesthesia. EXPAREL has not been studied for use 
in patients younger than 18 years of age. Non-bupivacaine-based local anesthetics, including lidocaine, may 
cause an immediate release of bupivacaine from EXPAREL if administered together locally. The administration 
of EXPAREL may follow the administration of lidocaine after a delay of 20 minutes or more. Formulations of  
bupivacaine other than EXPAREL should not be administered within 96 hours following administration of EXPAREL. 
Monitoring of cardiovascular and neurological status as well as vital signs should be performed during and after 
injection of EXPAREL as with other local anesthetic products. Because amide-type local anesthetics, such as 
bupivacaine, are metabolized by the liver, EXPAREL should be used cautiously in patients with hepatic disease. 
Patients with severe hepatic disease, because of their inability to metabolize local anesthetics normally, are at 
a greater risk of developing toxic plasma concentrations. In clinical trials, the most common adverse reactions 
(incidence ≥10%) following EXPAREL administration were nausea, constipation, and vomiting. 

Please see brief summary of Prescribing Information on reverse side.
For more information, please visit www.EXPAREL.com or call 1-855-RX-EXPAREL (793-9727).

With EXPAREL, we are able 
to deliver pain relief without 
catheters or pumps, and 
our opioid use has greatly 
decreased.

Experience the impact:
Reduce the need for opioids while providing 
long-lasting postsurgical pain control–all from a single dose.

Used in more than 
       1.5 MILLION PATIENTS since 2012

©2016 Pacira Pharmaceuticals, Inc., Parsippany, NJ 07054        
PP-EX-US-0973        04/16  

Reference. Data on fi le. Parsippany, NJ: Pacira Pharmaceuticals, Inc.; September 2015.
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Brief Summary  
(For full prescribing information refer to package insert)
INDICATIONS AND USAGE
EXPAREL is indicated for administration into the surgical site to 
produce postsurgical analgesia. 
EXPAREL has not been studied for use in patients younger than 18 years 
of age.
CONTRAINDICATIONS
EXPAREL is contraindicated in obstetrical paracervical block anesthesia. 
While EXPAREL has not been tested with this technique, the use of 
bupivacaine HCl with this technique has resulted in fetal bradycardia 
and death.
WARNINGS AND PRECAUTIONS
Warnings and Precautions Specific for EXPAREL
As there is a potential risk of severe life-threatening adverse effects 
associated with the administration of bupivacaine, EXPAREL should be 
administered in a setting where trained personnel and equipment are 
available to promptly treat patients who show evidence of neurological 
or cardiac toxicity.
Caution should be taken to avoid accidental intravascular injection of 
EXPAREL. Convulsions and cardiac arrest have occurred following 
accidental intravascular injection of bupivacaine and other amide-
containing products.
Using EXPAREL followed by other bupivacaine formulations has 
not been studied in clinical trials. Formulations of bupivacaine other 
than EXPAREL should not be administered within 96 hours following 
administration of EXPAREL.
EXPAREL has not been evaluated for the following uses and, therefore, 
is not recommended for these types of analgesia or routes of 
administration.

•   epidural
•   intrathecal
•   regional nerve blocks
•   intravascular or intra-articular use

EXPAREL has not been evaluated for use in the following patient 
population and, therefore, it is not recommended for administration to 
these groups.

•   patients younger than 18 years old
•   pregnant patients

The ability of EXPAREL to achieve effective anesthesia has not been 
studied. Therefore, EXPAREL is not indicated for pre-incisional or pre-
procedural loco-regional anesthetic techniques that require deep and 
complete sensory block in the area of administration.
ADVERSE REACTIONS
Clinical Trial Experience
The safety of EXPAREL was evaluated in 10 randomized, double-blind, 
local administration into the surgical site clinical studies involving 
823 patients undergoing various surgical procedures. Patients were 
administered a dose ranging from 66 to 532 mg of EXPAREL. In these 
studies, the most common adverse reactions (incidence greater than 
or equal to 10%) following EXPAREL administration were nausea, 
constipation, and vomiting.  
The common adverse reactions (incidence greater than or equal 
to 2% to less than 10%) following EXPAREL administration were 
pyrexia, dizziness, edema peripheral, anemia, hypotension, pruritus, 
tachycardia, headache, insomnia, anemia postoperative, muscle spasms, 
hemorrhagic anemia, back pain, somnolence, and procedural pain.
DRUG INTERACTIONS
EXPAREL can be administered in the ready to use suspension or diluted 
to a concentration of up to 0.89 mg/mL (i.e., 1:14 dilution by volume) 
with normal (0.9%) saline or lactated Ringer’s solution. EXPAREL must 
not be diluted with water or other hypotonic agents as it will result in 
disruption of the liposomal particles.
EXPAREL should not be admixed with local anesthetics other than 
bupivacaine. Non-bupivacaine based local anesthetics, including 
lidocaine, may cause an immediate release of bupivacaine from 
EXPAREL if administered together locally. The administration of 
EXPAREL may follow the administration of lidocaine after a delay of  
20 minutes or more.
Bupivacaine HCl administered together with EXPAREL may impact the 
pharmacokinetic and/or physicochemical properties of EXPAREL, and 
this effect is concentration dependent. Therefore, bupivacaine HCl and 
EXPAREL may be administered simultaneously in the same syringe, 
and bupivacaine HCl may be injected immediately before EXPAREL as 
long as the ratio of the milligram dose of bupivacaine HCl solution to 
EXPAREL does not exceed 1:2.
The toxic effects of these drugs are additive and their administration 
should be used with caution including monitoring for neurologic and 
cardiovascular effects related to toxicity.
Other than bupivacaine as noted above, EXPAREL should not be 
admixed with other drugs prior to administration.
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
There are no studies conducted with EXPAREL in pregnant women. 
In animal reproduction studies, embryo-fetal deaths were observed 
with subcutaneous administration of bupivacaine to rabbits during 
organogenesis at a dose equivalent to 1.6 times the maximum 
recommended human dose (MRHD) of 266 mg. Subcutaneous 
administration of bupivacaine to rats from implantation through weaning 
produced decreased pup survival at a dose equivalent to 1.5 times the 
MRHD [see Data]. Based on animal data, advise pregnant women of the 
potential risks to a fetus.
The background risk of major birth defects and miscarriage for the 
indicated population is unknown. However, the background risk in the 

U.S. general population of major birth defects is 2-4% and of miscarriage 
is 15-20% of clinically recognized pregnancies. 
Clinical Considerations
Labor or Delivery
Bupivacaine is contraindicated for obstetrical paracervical block 
anesthesia. While EXPAREL has not been studied with this technique, 
the use of bupivacaine for obstetrical paracervical block anesthesia has 
resulted in fetal bradycardia and death.
Bupivacaine can rapidly cross the placenta, and when used for epidural, 
caudal, or pudendal block anesthesia, can cause varying degrees of 
maternal, fetal, and neonatal toxicity. The incidence and degree of toxicity 
depend upon the procedure performed, the type, and amount of drug 
used, and the technique of drug administration. Adverse reactions in the 
parturient, fetus, and neonate involve alterations of the central nervous 
system, peripheral vascular tone, and cardiac function.
Data
Animal Data
Bupivacaine hydrochloride was administered subcutaneously to rats and 
rabbits during the period of organogenesis (implantation to closure of 
the hard plate). Rat doses were 4.4, 13.3, and 40 mg/kg/day (equivalent 
to 0.2, 0.5 and 1.5 times the MRHD, respectively, based on the BSA 
comparisons and a 60 kg human weight) and rabbit doses were 1.3, 
5.8, and 22.2 mg/kg/day (equivalent to 0.1, 0.4 and 1.6 times the MRHD, 
respectively, based on the BSA comparisons and a 60 kg human weight). 
No embryo-fetal effects were observed in rats at the doses tested with the 
high dose causing increased maternal lethality. An increase in embryo-
fetal deaths was observed in rabbits at the high dose in the absence of 
maternal toxicity.
Decreased pup survival was noted at 1.5 times the MRHD in a rat pre- and 
post-natal development study when pregnant animals were administered 
subcutaneous doses of 4.4, 13.3, and 40 mg/kg/day buprenorphine 
hydrochloride (equivalent to 0.2, 0.5 and 1.5 times the MRHD, 
respectively, based on the BSA comparisons and a 60 kg human weight) 
from implantation through weaning (during pregnancy and lactation).
Lactation
Risk Summary 
Limited published literature reports that bupivacaine and its’ metabolite, 
pipecolylxylidide, are present in human milk at low levels. There is no 
available information on effects of the drug in the breastfed infant 
or effects of the drug on milk production. The developmental and 
health benefits of breastfeeding should be considered along with the 
mother’s clinical need for EXPAREL and any potential adverse effects 
on the breastfed infant from EXPAREL or from the underlying maternal 
condition.
Pediatric Use
Safety and effectiveness in pediatric patients have not been established.
Geriatric Use
Of the total number of patients in the EXPAREL surgical site infiltration 
clinical studies (N=823), 171 patients were greater than or equal to 
65 years of age and 47 patients were greater than or equal to 75 years 
of age. No overall differences in safety or effectiveness were observed 
between these patients and younger patients. Clinical experience with 
EXPAREL has not identified differences in efficacy or safety between 
elderly and younger patients, but greater sensitivity of some older 
individuals cannot be ruled out.
Hepatic Impairment
Because amide-type local anesthetics, such as bupivacaine, are 
metabolized by the liver, these drugs should be used cautiously in 
patients with hepatic disease. Patients with severe hepatic disease, 
because of their inability to metabolize local anesthetics normally, are at 
a greater risk of developing toxic plasma concentrations.
Renal Impairment
Bupivacaine is known to be substantially excreted by the kidney, and 
the risk of toxic reactions to this drug may be greater in patients with 
impaired renal function. Care should be taken in dose selection of 
EXPAREL.
OVERDOSAGE
In the clinical study program, maximum plasma concentration (Cmax) 
values of approximately 34,000 ng/mL were reported and likely reflected 
inadvertent intravascular administration of EXPAREL or systemic 
absorption of EXPAREL at the surgical site. The plasma bupivacaine 
measurements did not discern between free and liposomal-bound 
bupivacaine making the clinical relevance of the reported values 
uncertain; however, no discernible adverse events or clinical sequelae 
were observed in these patients.
DOSAGE AND ADMINISTRATION
EXPAREL is intended for single-dose administration only.  
The recommended dose of EXPAREL is based on the following factors:

•  Size of the surgical site
•  Volume required to cover the area
•  Individual patient factors that may impact the safety of an amide 

local anesthetic
•  Maximum dose of 266 mg (20 mL)

As general guidance in selecting the proper dosing for the planned 
surgical site, two examples of dosing are provided. One example of 
the recommended dose comes from a study in patients undergoing 
bunionectomy. A total of 8 mL (106 mg) was administered as 7 mL of 
EXPAREL infiltrated into the tissues surrounding the osteotomy, and  
1 mL infiltrated into the subcutaneous tissue.
Another example comes from a study of patients undergoing 
hemorrhoidectomy. A total of 20 mL (266 mg) of EXPAREL was diluted 
with 10 mL of saline, for a total of 30 mL, divided into six 5 mL aliquots, 
injected by visualizing the anal sphincter as a clock face and slowly 
infiltrating one aliquot to each of the even numbers to produce a field block.
Compatibility Considerations
Admixing EXPAREL with drugs other than bupivacaine HCl prior to 
administration is not recommended.

•  Non-bupivacaine based local anesthetics, including lidocaine,  
may cause an immediate release of bupivacaine from EXPAREL 
if administered together locally. The administration of EXPAREL 

may follow the administration of lidocaine after a delay of 20 
minutes or more.

•  Bupivacaine HCl administered together with EXPAREL may impact 
the pharmacokinetic and/or physicochemical properties of EXPAREL, 
and this effect is concentration dependent. Therefore, bupivacaine 
HCl and EXPAREL may be administered simultaneously in the same 
syringe, and bupivacaine HCl may be injected immediately before 
EXPAREL as long as the ratio of the milligram dose of bupivacaine 
HCl solution to EXPAREL does not exceed 1:2.

 The toxic effects of these drugs are additive and their administration 
should be used with caution including monitoring for neurologic 
and cardiovascular effects related to toxicity.

•  When a topical antiseptic such as povidone iodine (e.g., 
Betadine®) is applied, the site should be allowed to dry before 
EXPAREL is administered into the surgical site. EXPAREL should 
not be allowed to come into contact with antiseptics such as 
povidone iodine in solution.

Studies conducted with EXPAREL demonstrated that the most common 
implantable materials (polypropylene, PTFE, silicone, stainless steel, 
and titanium) are not affected by the presence of EXPAREL any more 
than they are by saline. None of the materials studied had an adverse 
effect on EXPAREL.
Non-Interchangeability with Other Formulations of Bupivacaine
Different formulations of bupivacaine are not bioequivalent even if the 
milligram dosage is the same. Therefore, it is not possible to convert 
dosing from any other formulations of bupivacaine to EXPAREL and 
vice versa.
CLINICAL PHARMACOLOGY
Pharmacokinetics
Local infiltration of EXPAREL results in significant systemic plasma 
levels of bupivacaine which can persist for 96 hours. Systemic plasma 
levels of bupivacaine following administration of EXPAREL are not 
correlated with local efficacy.    
CLINICAL STUDIES
The efficacy of EXPAREL was compared to placebo in two multicenter, 
randomized, double-blinded clinical trials. One trial evaluated the 
treatments in patients undergoing bunionectomy; the other trial evaluated 
the treatments in patients undergoing hemorrhoidectomy. 
Study 1
A multicenter, randomized, double-blind, placebo-controlled, parallel-
group clinical trial evaluated the safety and efficacy of 106 mg (8 mL) 
EXPAREL in 193 patients undergoing bunionectomy. The mean age was 
43 years (range 18 to 72).
Study medication was administered directly into the site at the conclusion 
of the surgery, prior to closure. There was an infiltration of 7 mL of 
EXPAREL into the tissues surrounding the osteotomy and 1 mL into the 
subcutaneous tissue.
Pain intensity was rated by the patients on a 0 to 10 numeric rating scale 
(NRS) out to 72 hours. Postoperatively, patients were allowed rescue 
medication (5 mg oxycodone/325 mg acetaminophen orally every 4 to 
6 hours as needed) or, if that was insufficient within the first 24 hours, 
ketorolac (15 to 30 mg IV). The primary outcome measure was the area 
under the curve (AUC) of the NRS pain intensity scores (cumulative 
pain scores) collected over the first 24 hour period. There was a 
significant treatment effect for EXPAREL compared to placebo. EXPAREL 
demonstrated a significant reduction in pain intensity compared to 
placebo for up to 24 hours (p<0.001).
Study 2
A multicenter, randomized, double-blind, placebo-controlled, parallel-
group clinical trial evaluated the safety and efficacy of 266 mg  
(20 mL) EXPAREL in 189 patients undergoing hemorrhoidectomy. The 
mean age was 48 years (range 18 to 86).
Study medication was administered directly into the site (greater than 
or equal to 3 cm) at the conclusion of the surgery. Dilution of 20 mL of 
EXPAREL with 10 mL of saline, for a total of 30 mL, was divided into 
six 5 mL aliquots. A field block was performed by visualizing the anal 
sphincter as a clock face and slowly infiltrating one aliquot to each of 
the even numbers.
Pain intensity was rated by the patients on a 0 to 10 NRS at multiple 
time points up to 72 hours. Postoperatively, patients were allowed 
rescue medication (morphine sulfate 10 mg intramuscular every 4 
hours as needed).
The primary outcome measure was the AUC of the NRS pain intensity 
scores (cumulative pain scores) collected over the first 72 hour period.
There was a significant treatment effect for EXPAREL compared to 
placebo.
This resulted in a decrease in opioid consumption, the clinical benefit of 
which was not demonstrated.
Twenty-eight percent of patients treated with EXPAREL required no 
rescue medication at 72 hours compared to 10% treated with placebo. 
For those patients who did require rescue medication, the mean amount 
of morphine sulfate intramuscular injections used over 72 hours was  
22 mg for patients treated with EXPAREL and 29 mg for patients treated 
with placebo.
The median time to rescue analgesic use was for 15 hours for patients 
treated with EXPAREL and one hour for patients treated with placebo.
Pacira Pharmaceuticals, Inc.
San Diego, CA 92121   USA
Patent Numbers:
6,132,766 5,891,467
5,766,627 8,182,835
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More than 1,500 healthcare providers are in-

volved in Phase 2 of CMS’s Bundled Payments for 
Care Improvement (BPCI) Initiative, in which provid-
ers assume financial risk for episodes of care. CMS 
defines an episode of care as the set of services pro-
vided to treat a clinical condition or procedure, such 
as a heart bypass surgery or a hip replacement.

The breakdown of participants by pro-

vider type is as follows: 

• Acute care hospitals: 409

• Skilled nursing facilities: 700

• Physician group practices: 288

• Home health agencies: 100

• Inpatient rehabilitation facilities: Nine

• Long-term-care hospitals: One

POST-ACUTE CARE
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Bundling payment for 

services that patients re-

ceive across a single epi-

sode of care is one way to 

encourage doctors, hospi-

tals and other healthcare 

providers to work together 

to better coordinate care 

for patients, both when 

they are in the hospital and 

after they are discharged, 

according to CMS. 

BPCI includes four models 

of bundled payments tied 

to inpatient hospital ad-

mission. The models vary 

by the types of providers 

involved and the length of 

the bundle after the hospitalization. They are:

•  Model 1: The episode of care is defined as the inpa-

tient stay in the acute care hospital. Medicare pays 

the hospital a discounted amount based on the pay-

ment rates established under the Inpatient Prospec-

tive Payment System used in the original Medicare 

program. Medicare continues to pay physicians sepa-

rately for their services under the Medicare Physician 

Fee Schedule.

Models 2 and 3 involve a retrospective bundled payment ar-

rangement where actual expenditures are reconciled against 

a target price for an episode of care. Medicare continues to 

make fee-for-service (FFS) payments; the total expenditures 

for the episode are later reconciled against a bundled payment 

amount (the target price) determined by CMS. A payment or 

recoupment amount is then made by 

Medicare reflecting the aggregate ex-

penditures compared to the target price.

•  Model 2: The episode includes 

the inpatient stay in an acute care 

hospital plus the post-acute care 

and all related services up to 90 

days after hospital discharge. 

•  Model 3: The episode of care is 

triggered by an acute care hos-

pital stay but begins at initiation 

of post-acute care services with a 

skilled nursing facility, inpatient re-

habilitation facility, long-term care 

hospital or home health agency.

•  Model 4: CMS makes a single, 

prospectively determined bun-

dled payment to the hospital that 

encompasses all services fur-

nished by the hospital, physicians, 

and other practitioners during the 

episode of care, which lasts the 

entire inpatient stay. Physicians 

and other practitioners submit 

“no-pay” claims to Medicare and 

are paid by the hospital out of the 

bundled payment. 

For more information about CMS’s Bundled 

Payments for Care Improvement Initiative, 

including identification of participating pro-

viders, go to https://innovation.cms.gov/

initiatives/bundled-payments. JHC

POST-ACUTE CARE

Medicare 
continues to 
make fee-for-
service (FFS) 

payments; the 
total expenditures 
for the episode are 

later reconciled 
against a bundled 
payment amount 
(the target price) 

determined  
by CMS. 
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LEADERSHIP

Are you a manager or a leader? One way to quickly 
identify where someone sits on the manager-leader spec-

trum is to look at their language.

The language of a manager is task-oriented. It’s about 

what needs to be done today, and how to do it. A leader’s 

language is more purposeful. It’s about where you’re going 

in the future and why you need to get there.

Manager types can be successful in traditional command 

and control environments where assigning and measuring 

tasks is of high value. But these organizations rarely produce 

innovation, nor do they inspire emotional commitment from 

customers and employees.

Said another way, managers can replicate the status quo. 

But if you want to create competitive differentiation and build 

a team that cares, you need leaders.

There are a few key ‘tells’ that reveal 

whether someone leans toward man-

ager or leader:

How they  
communicate results
Managers tend to focus on lagging 

indicators like sales and productivity 

metrics. These backward-looking mea-

sures keep a manager’s team mired in 

the past, with little vision for the fu-

ture. When managers say things like, 

“Quarterly sales are down, we need 

to close deals faster,” the fire drill be-

gins. Leaders, on the other hand, look 

Manager 
or Leader
By Lisa Earle McLeod
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at leading indicators like 

customer impact. They ana-

lyze emerging trends. They 

say things like, “Our new-

est customers are buying 

for different reasons, let’s 

unpack this and figure 

out how to leverage it.” As 

Warren Bennis wrote in 

his classic 1989 book On 

Becoming a Leader, “The 

manager has his or her 

eye always on the bottom 

line; the leader’s eye is on 

the horizon.”

How they  
assign work
Managers assign tasks. 

Leaders communicate de-

sired results. A manager 

will tell an employee, “Get 

x and y done in exactly 

this manner by Friday at 

10:30 a.m.” A leader is more likely to say, “Our client needs 

this, what’s the best way to accomplish it?” Managers focus 

on what to do and how to do it. Leaders explain the big pic-

ture; they tell people why things need to be accomplished 

and allow their team creativity about how to get there. Man-

agers are maniacal about adherence process; leaders are re-

lentless about achieving results.

What they reward
Managers reward obedience. Lead-

ers reward innovation. Managers say 

things like, “Susan is our best employee; 

her order entry is flawless.” A leader is 

more likely to say, “Bill is the bomb, he 

looked at our order entry and realized 

the screen prompts were taking up too 

much of our customers’ time.” A man-

ager rewards people for implementing 

decisions made from above. Leaders 

encourage independent decision-mak-

ing, knowing that some will fail.

Managers applaud compliance. Lead-

ers inspire commitment.

Words matter. Inspiring words alone 

will not make a company great. Tasks 

must get done. But it’s the words of the 

boss that tell the employees why the 

tasks matter. Language is how the boss 

lets people know what’s important and 

what’s not. The words of the boss are 

repeated across the team every single 

day, and those same words are shared 

around dinner tables at night.

You can be a manager or you can 

be a leader. It takes work to adjust your 

language. In case you’re wondering 

whether it’s worth the effort, look back 

at the above list and ask yourself, which 

person would you rather work for? JHC
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Clark and Pfier hire her to help them create passionate, purpose-driven sales forces. She has appeared on The To-

day Show, and has been featured in Forbes, Fortune and The Wall Street Journal. She provides executive coaching 

sessions, strategy workshops, and keynote speeches. Visit www.LisaEarleMcLeod.com

Words matter. 
Inspiring 

words alone 
will not make 
a company 
great. Tasks 
must get 

done. But it’s 
the words 
of the boss 
that tell the 
employees 

why the  
tasks matter.
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Memorial Healthcare System (FL)  

names new president and CEO

Memorial Healthcare System (Hollywood, FL) 

named  Aurelio Fernandez, III as president and 

CEO effective March 1, 2016. Fernandez has 

been with Memorial Healthcare System for the 

past nine years, serving first as CEO of Memorial 

Hospital Miramar (Miramar, FL) before being pro-

moted to EVP and COO of Memorial Healthcare 

System in 2012. Fernandez had been serving as 

interim president and CEO since the retirement 

of longtime leader Frank Sacco in February 2015.

Atlantic Health System acquires 

Hackettstown Regional Medical Center 

from Adventist HealthCare 

Atlantic Health System (Morristown, NJ) com-

pleted its acquisition of Hackettstown Regional 

Medical Center (Hackettstown, NJ) from Adven-

tist HealthCare (Gaithersburg, MD) effective April 

1, 2016. The hospital was renamed Hackettstown 

Medical Center and will remain a licensed, acute-

care general hospital. Details of the transaction 

were not disclosed.

Pfizer, Allergan call off $160B merger

Pfizer Inc (New York, NY) and Allergan Plc (Dub-

lin, Ireland) walked away from their pending $160 

billion merger. Pfizer said the decision was driven 

by new U.S. Treasury rules aimed at curbing inver-

sion deals. The merger would have allowed Pfizer 

to get out of paying an estimated $1 billion in U.S. 

taxes annually by domiciling in Ireland where tax 

rates are lower. While the new Treasury rules did 

not name the Pfizer and Allergan deal specifically, 

one of the provisions targeted Allergan’s history 

as a major acquirer of other companies. Pfizer will 

pay Allergan $150 million to reimburse expenses 

from its deal. Allergan said it would move ahead 

with plans for its $40.5 billion sale of its generic 

drug business to Teva Pharmaceutical Industries 

(Petah Tikva, Israel). It expects that transaction to 

close by June 2016.

CMS’ changes to ACO cost targets  

well received by providers

According to an article on ModernHealthcare.

com, major healthcare systems are praising CMS’ 

attempts to make Medicare’s biggest account-

able care program more attractive. In January, 

CMS proposed overhauling the way it evaluates 

if and how much money ACOs are saving in the 

Medicare Shared Savings Program (MSSP). The 

changes seek to address complaints that the 

benchmarks don’t allow efficient providers to 

earn substantial bonuses.

Vizient names new vice president of  

public policy and government relations

Vizient Inc (Irving, TX) named Shoshana Krilow 

as VP of public policy and government rela-

tions. In this role, Krilow will serve as a resource 

for members on the status of federal legislative 

and regulatory developments. Additionally, she 

will collaborate with other hospital-related asso-

ciations and healthcare groups in the DC area to 

help shape and advance mutual policy priorities. 

Prior to joining Vizient, Krilow served as director 

of health and clinical affairs for the University of 

California (Oakland, CA), focusing on issues relat-

ed to health policy and biomedical research for 

the UC Health System.
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