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John Pritchard

Publisher’s letter

Most people I’ve talked to will be happy to see 2013 end and 2014 begin. This 
was a transitional year where two eras collided. We’re in the throes of  a transition from a vol-
ume-based industry to a value-based industry. It’s easier said than done, when you’re talking 
about life and death.

The Medical Device Tax that hit manufactures at the beginning of  2013 has been a game 
changer for suppliers to our nation’s hospitals and health systems. The 2.3 percent excise tax 
eroded many suppliers’ profit margins by 10, 20 and 30 percent, and made them trim jobs and 
look for the lowest place to manufacture.  

The foreseeable future for these suppliers looks promising if  they align their value proposi-
tion with the way providers are now being reimbursed. Progressive suppliers are asking them-
selves how their products and offerings contribute to increasing quality, decreasing cost and 
enhancing patient experience. For those that aren’t, it may be too late for them.

Physicians, hospitals and health systems have seen their share of  change in 2013. Whether 
they joined or formed an ACO, their compensation models are transforming. Medicare and 
Commercial ACOs – as well as more and more large employers – are reimbursing on more  
factors than volume.

For years, supply chain stakeholders have called for transparency, and I think 2014 and be-
yond will bring more direct “line of  sight” between stakeholders. For instance, as huge consum-
ers of  healthcare services, we’re already seeing employers get more involved in care decisions, 
protocols, care settings (and yes) products that are available for their covered employees.

We all know change is hard, and even harder when forced or mandated. In 2013, we certainly 
had plenty of  change given to us. I don’t see 2014 being much easier by any means, but I hope 
all of  us affected by reform and the need for success through this transitional time continue to 
jump in and contribute the best we can. Our nation is counting on us.

Thanks for reading this issue of  The Journal of  Healthcare Contracting.

When eras Collide
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ExEcutivE intErviEw: Ed burlEson

It wouldn’t be a stretch to say that the relationship be-
tween group purchasing organizations and med/surg dis-
tributors – particularly non-acute-care distributors – has been 
complicated. At one time, distributors saw GPOs as competi-
tors, and a threat to margins. GPOs, meanwhile, saw the non-
acute-care market as untapped opportunity. 

Today, the two recognize that they can work together for 
their mutual benefit and that of  their physician (and other 
non-acute-care) customers. 

Probably very few understand that better than Ed Burleson, 
who in January 2013 was named vice president of  distribution sales for Provista 
LLC. Prior to joining Provista, he spent 20 years with PSS World Medical, the 
non-hospital distributor acquired earlier this year by McKesson in a transaction 
valued at more than $2 billion. His last position with PSS was senior director of  
GPO relations and director of  national accounts.

Provista is VHA’s wholly-owned supply chain company serving the non-
acute-care market, as well as education and corporate customers. The company 
also serves for-profit acute-care facilities and companies.

industry has evolved
“I spent 20 wonderful years with PSS,” says Burleson. “In my early years, we were 
educated on how to compete against GPOs. The industry has evolved since then. 
GPOs have become more knowledgeable about the non-acute market and have 
done a better job contracting for the specific needs of  this segment. 

“Over the last five years, I have seen a strong willingness both by distribu-
tion and Provista to partner and help each other grow. The economy is also a 
driving force, with a shrinking market and stronger focus on pricing transpar-
ency. Our goal is to continue to educate the distributor rep on the value of  our 
programs and how that translates as value for their customers.”

Some Provista distribution contracts are national in scope, while others are re-
gional. “The decision process is driven through that distributor’s ability to service 
and meet the need of  the Provista customer,” says Burleson. Certain sectors of  the 
market may require unique service models; that also drives distributor selection.

Burleson sees challenges and opportunities in the GPO/distributor relation-
ship in the years ahead. “Our challenges are to develop distribution programs that 

bring value to our distribu-
tors and membership while 
driving growth.” Distributor 
reps will drive the business, 
he says, adding, “We have 
to do a better job than our 
competitors to show why we 
are their preferred partner.”

Small, independent dis-
tributors will continue to 

be an important part of  the market, 
despite the consolidation that has oc-
curred in the industry, including the 
acquisition of  PSS World Medical by 
McKesson, says Burleson. 

Since 2007, Provista has had a con-
tract in place with National Distribution 
& Contracting Inc. (NDC), a Nashville, 
Tenn.-based member services organi-
zation of  more than 300 independent 
medical, physical therapy, rehabilitation 
& dental product distributors. 

Independents that gain access to GPO 
contracts through organizations such as 
NDC have an opportunity to be competi-
tive and grow their business, he says.

“It’s an exciting time to be at Pro-
vista,” says Burleson. “We have the 
leadership and vision to do some spe-
cial things in the market. At Provista, 
we understand our market, our com-
petitors, and most important, the power 
of  distribution. I’m thrilled to be a 
part of  this organization as we put our 
stamp on the industry.” JHC

Provista recognizes the  
power of distribution
Former distribution executive Ed burleson works to bring  
together the GPo, its members and distributors

Ed burleson
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Ambulatory surgery centers and cancer centers are con-
fident they can adapt to industry changes brought about 
by reform. Physician practices and home health agencies 
are less so. 

Earlier this year, Provista surveyed administrators, 
directors and office managers in a variety of non-hos-
pital settings, and found that nearly 70 percent are ac-
tively reducing costs in reaction to changes brought 
about by reform. Respondents cited declining reim-
bursement as their primary challenge, and said they 
are taking a variety of steps to adapt, including form-
ing partnerships and collaborative care models, and 
diversifying services. While many providers are hold-
ing off purchasing in some categories, investments in 
computers and software remain strong.

Ambulatory surgery centers
•  Seventy-two percent of respondents are confident 

in their ability to adapt to healthcare reform but cite 
declining reimbursement rates (72 percent), operat-
ing costs (66 percent) and increased regulations (38 
percent) when making business decisions.

•  To prepare for healthcare reform, a majority of respon-
dents are cutting costs (76 percent), expanding and 
diversifying services (39 percent) and considering a 
joint venture with a hospital (13 percent). 

•  Forty-five percent of respondents expect their capital 
equipment purchases to remain the same, and 73 per-
cent report physician-preference purchases will  
stay the same.

•  Major purchases over the next 12 months include 
operating room equipment (49 percent), computers 
and software (37 percent), and monitoring equipment 
(23 percent).

 
cancer centers
•  Sixty-six percent are confident in their ability to adapt 

to reform, but cite declining reimbursement rates  

(88 percent), drug costs (60 percent) and general  
operating costs (42 percent) as key challenges.

•  The majority of respondents are cutting costs  
(71 percent), expanding and diversifying services 
(42 percent), and considering a joint venture with a 
hospital (23 percent) as a means to meet the economic 
challenges of healthcare reform.

•  Major purchases over the next 12 months include 
computers and/or software (50 percent), furniture  
(35 percent) and exam tables (25 percent). 

 
Physician practices
•  Forty percent have a high level of confidence in their 

ability to adapt to a new healthcare landscape, while  
40 percent are somewhat confident.

•  To prepare for healthcare reform, the majority of 
physician practices are cutting costs (56 percent), 
expanding services/diversifying (41percent),  
or joining/already in an ACO (29 percent).

•  Key areas for purchasing over the next 12 months 
include computer and/or software (58 percent), 
malpractice insurance (30 percent) and furniture  
(28 percent).

 
Home health agencies
•  Forty-six percent have a high level of confidence in 

their ability to adapt to reform, while 42 percent are 
somewhat confident. The majority cited declining 
reimbursement rates (79 percent) and operating costs 
(60 percent) as key challenges.

•  Seventy-four percent of respondents said their 
organization will prepare for health reform by cutting 
costs, 58 percent said they will expand services/
diversify into other areas, and 16 percent said they will 
participate in ACOs.

•  Sixty-one percent said their future home health 
purchases include computer and/or software, and 25 
percent said telehealth monitoring systems.

Non-hospital providers prepare for healthcare reform
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model of the future

It came as no surprise. When the consulting firm Christopher Baskel 
used to review spending patterns at Spectrum Health (Grand Rapids, Mich.) 
identified nearly $300 million in annual non-salary expenses with the potential 
for cost savings, the system director of  supply chain management knew exactly 
where to begin: purchased-service contracts. “They told us we were doing well 
and in the lower third nationally for supply cost as a percent adjusted patient 
day,” Baskel recalls, noting that he already knew as much. “We have over $1 bil-
lion in non-salary expenses, including elevator maintenance, temporary labor, 
employee benefits, nursing, IT, human resources and more. I suggested we 
begin with that. As a result, they found that approximately a half  billion dollars 
was spent annually without a purchase order.

“As your organization grows, your opportunities grow as well,” he con-
tinues. So, when Spectrum Health added another hospital, the IDN also 
added more employees, benefits, nurses, elevator contracts and more. The 

Greater savings,  
better outcomes
Consolidating purchased-service contracts leads to substantial savings  
and the potential for higher quality outcomes for Spectrum health.         By Laura Thill

job was getting done, he adds, but 
in a decentralized – and ultimately 
more expensive – fashion.

No novice
With over 31 years of  experience 
in healthcare supply chain manage-
ment, Baskel is no rookie at recog-
nizing cost-savings opportunities. 
Prior to joining Spectrum Health, 
he worked with two large academic 
medical centers and a community-
based 10-hospital health system. He 
joined Spectrum Health in 2002,  



Trying to manage increased patient volumes while standardizing
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model of the future

where he is responsible for enterprisewide lo-
gistics and contract management. In addition, 
he and his contract team have implemented 
over $40 million in cost savings through 
1,100 distinct projects, ranging from devices 
to service agreements. In 2003, he helped cre-
ate Great Lakes Hospital Purchasing Network, 
a VHA supply network comprising 12 non-
owned health systems in western Michigan, and 
in 2005 started the Michigan Minority Business 

Development Council for Healthcare. As chair-
man, he has helped the council establish over 
$5.2 million in new business for 18 minority 
business establishments in Michigan. 

Most recently, Baskel and his contract 
team worked with Spectrum Health’s cath 
lab and operating room management teams, 
including the physicians, to reduce the sup-
ply cost for cath lab and cardiac rhythm 
management (pacemakers and defibrillators) 
products; drug-eluting stents (for a savings of  

$5.1 million); and hips and knee ($1.1 million in savings). “Our efforts 
earned Spectrum Health the VHA national award for physician prefer-
ence cost reduction, as measured by VHA’s PriceLYNX benchmark 
data against 1,600 hospitals,” he says.

So, nearly two years ago, when the opportunity presented itself  
to consolidate purchased-service contracts, Baskel and his team 
“launched a campaign to do just that,” beginning with elevator ser-
vice. “Even two years ago, I don’t think consolidating purchased-
service contracts were on many people’s radars,” he says. “Now it’s 
becoming a much talked about opportunity.

“We identified nine decentralized pur-
chased-service contract opportunities to 
standardize across our health system,” he 
continues. “The first, elevator service, is now 
complete. In this process, we identified 12 
individual elevator service contracts across 
our health system, six of  which were with the 
same company. Each of  the 12 contracts was 
implemented without a purchase order, in a 
decentralized format, each with separate indi-
vidual contract expiration dates.” 

After finishing this project, Spectrum Health now has one central-
ized elevator service contract and has saved 22 percent in the process, 
Baskel points out.  “This is a good example of  how we can mitigate 
risk and ensure the highest quality outcomes, as well as save cost,” he 
says. The healthcare industry is consolidating, he adds. As this happens, 
supply chain executives such as himself  must continue to find more 
efficient ways to manage multiple contracts.

Next on the agenda
Baskel continues to consolidate Spectrum Health’s non-PO expense 
contracts, currently focusing on temporary labor. This can be tricky, 

Spectrum identified 12 individual elevator service contracts across its health 
system, six of which were with the same company, says Baskel. Each of the 
12 contracts was implemented without a purchase order, in a decentralized 
format, each with separate individual contract expiration dates. After finish-
ing this project, Spectrum Health now has one centralized elevator service 
contract and has saved 22 percent in the process, Baskel points out.  

Going down

As many a pioneer can 
attest, with new ideas comes 
pushback. “It’s not what we 
know, but what we don’t 
know [that scares us].”
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model of the future

he points out, as every department – IT, human resources, nursing, 
etc. – has temporary labor. Still, “this is something we would like to 
see under one roof,” he says, joking that he told the human resources 
department, “You need to look at temporary labor once every 30 years 
whether you need to or not!” What human resources may not realize, 
he adds, is that temporary labor spans many departments. “health sys-
tems don’t always realize how decentralized they are.”

As many a pioneer can attest, with new ideas comes pushback. “It’s not 
what we know, but what we don’t know [that scares us],” he says. Yet more 
and more administrators and staff  at Spectrum Health have bought into the 
need for consolidation of  purchased-service contracts over the past 10 years.

In time, Baskel anticipates tackling purchased-service contracts 
across nine different areas at Spectrum Health. Benefits, such as long- 
and short-term disability insurance and consultant fees are on his ra-
dar and may be his next project. “It’s a matter of  priorities,” he says. 
“Where is it important to save money and improve quality? Do we 
want the best printer paper or the best surgical products?

“Getting people on board is always the first challenge,” he contin-
ues. “So two years ago, I used the consulting card. Once the consulting 
firm said it was necessary to consolidate purchased-service contracts, 
it got the attention of  our top executives. Today, it’s part of  our value 
analysis stream,” he says. 

In fact, he envisions the consolidation of  purchased-service and all 
non-salary spend to eventually be on everyone’s radar at hospital sys-
tems across the country. At least, he sure hopes so. “It has to be,” he 
says. “Where are we going to get the revenue for healthcare reform?” 
When it comes to consolidating non-salary expenses, the savings may 
not be visible to everyone at first, he notes. “Every dollar we save is 
probably better than revenue. But, you can’t see, feel or touch it. So, out 
of  sight, out of  mind.”

As supply chain executives know all too well, there are many con-
siderations that impact healthcare spending. “Years ago, a CFO said, 
‘I thought we had an outstanding new contract on X-ray film,’” says 
Baskel. “I told him we did. There are so many factors involved, such as 

utilization and waste, which drive up the total 
cost. The lower price paid at the pump did not 
ring true. All he saw at the year end was a high-
er film spend than the previous year.” Which 
is why it’s so important to increase awareness 
within the IDN, he adds.

Looking forward, Baskel anticipates some 
changes on the healthcare horizon, par-
ticularly with regard to physician preference 
items. “Supply chain contracting, in conjunc-
tion with our physician partners, will begin to 
use evidence-based medicine and quality out-
comes in defining specific product attributes 
(not brand preference), which will establish 
the clinical standards required for contract 
awards,” he says. The stage will then be set 
for the emergence of  generic equivalents to 
physician-preference products.

And, why not, he says. Particularly with re-
gard to such standard items as, say, shoulder 
anchors used by sports medicine surgeons, 
now that the patent has expired on brand 
names, the generic products are essentially 
the same quality at a third of  the price, he 
points out. “It is not difficult to figure out 
what the savings would be for a large IDN 
spending [over] a million dollars on an annual 
basis for this product. When a process using 
evidence-based medicine is used to make de-
cisions, it will all come out in the wash. In 
the early 1980s, doctors would have balked if  
someone suggested they offer their patients 
generic pharmaceuticals. And, look where 
that market is today!”  JHC

Priorities
“ Where is it important to save money and improve 
quality?” asks Baskel. “do we want the best 
printer paper or the best surgical products?”
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SPoG is in a growth mode, but 
wants to ensure that all members 
are on the same page, moving in 

the same direction as it grows

Being part of a purchasing coalition can lead to lower costs – and 
more. The folks at Southern Premier Owners Group (SPOG) can vouch that 
it is also an opportunity for its members to network and share best practices. 
Since its inception in 2003, the group has gotten better and smarter at doing so. 
Not only that, throughout the process, SPOG has continued to add members 
and reduce costs, largely explaining its current success.

The Journal of  Healthcare Contracting recently interviewed SPOG co-chairs 
Todd Daniel, director materials management, Baton Rouge General Health, 
and David Mimms, system director materials management, Rush Health Sys-
tems, as well as Premier region director Kary LeBlanc, Premier senior region 
director David Turner and Premier region vice president Mark Slone. 

The Journal of Healthcare Contracting: What was SPOG’s original mission?
SPOG: Our original mission in 2003 was to form a coalition to aggregate vol-
ume and drive down costs; to share best practices among our hospitals; and to 
enable members to network.

JHC: Has the coalition grown in size since it began?
SPOG: SPOG started out with 14 owner members. Today, it has grown to include 
18 owner members and 66 affiliates (most of  which are acute care facilities). We 
are definitely open to new members joining. We had approximately 10 hospitals 

Team Players
SPoG members have reaped benefits beyond aggregated volume and cost savings.

join us last year alone, five of  which 
were out of  Kentucky. There’s more 
opportunity in Kentucky, as well.

JHC: How has being part of a pur-
chasing coalition enabled members 
to leverage their buying power?
SPOG: We have been particularly 
successful recently at driving down 
costs in three areas: med/surg dis-
tribution, radiopharmacy and endo-
mechanical. With regard to a recent 
endomechanical contract, the sup-
plier requested buy-in from 100 per-
cent of  the coalition in order to get 
the price we wanted. Three hospitals 
initially were not on board, but we 
were able to accomplish that. The 
three hospitals, which had to convert 
their contracts to become compliant, 
saw $200,000 in savings. The group 
as a whole saw $800,000 in savings. 
It’s difficult – but not impossible – 
to achieve 100 percent compliance. 
When the supplier’s offer is compel-
ling, the group will be motivated.

JHC: How much total savings has 
the coalition achieved since its 
start in 2003?
SPOG: We have saved over $20 mil-
lion on contracts over the past 10 
years. This is above and beyond the 
savings members can achieve on 
their own, working through Premier.

December 2013 | The Journal of Healthcare Contracting12



regional purchasing coalition profile

JHC: Please describe your relationship 
with Premier.
SPOG: We have an outstanding relationship 
with Premier. We typically work off  of  Pre-
mier contracts (although it’s not unheard of  
to consider off-contracts). In fact, today, we 
have over 200 Premier SPOG contracts for 
members to work from.

JHC: Have you found that the coalition 
is providing members with more ad-
vantages than originally expected?
SPOG: There are many things we do as a 
coalition. Aggregating spend and leverag-
ing buying power has been a driving force 
of  SPOG membership. But, beyond that, 
this has been an opportunity to get out and 
network, and share best practices. We con-
tinually work together to improve on what 
SPOG does.

JHC: Please explain the process whereby 
your supply chain executives meet and 
make decisions.
SPOG: We schedule four face-to-face meet-
ings throughout the year (the last of  which 
is SPOG’s annual cost and supply summit), 
which rotate at different SPOG facilities. 
We also hold monthly meetings to follow up 
on the face-to-face meetings. At the end of  
the year, we invite our suppliers to join our 
annual cost and supply summit. Generally, 
between 75 and 100 suppliers attend. In ad-
dition to enabling vendors and members to 

interact, we hold educational tracks, a vendor expo and a reverse trade 
show. We encourage our members to interact with the vendors at this 
meeting, and get a very good response from them. And, some suppli-
ers reach out very early to inquire about participating.

JHC: How do you ensure that the interests of each of your 
member facilities are met?
SPOG: We all have the same general obstacles standing in our way. The 
key is to work as a cohesive team. All of  our members are invited to 
attend our four face-to-face meetings, as well as the monthly meetings. 
We share information and try to be as transparent as possible. All 66 
members receive minutes to the monthly meetings and are invited to 
provide feedback.

JHC: If you could change one thing about the way your purchas-
ing coalition works, what would that be?
SPOG: We are going through some re-organization whereby we are 
looking to get member buy-in upfront – not at the end – of  the con-
tracting process. We have worked through an exercise in which we have 
reviewed our current process for bringing in suppliers and contracts 
and getting member buy-in. We are looking at how we can make deci-
sions up front regarding the direction in which we would like to move, 
and then work with the supplier to make that happen. This has been 
a coordinated effort on the front end, and we have seen great success 
with regard to how we can drive market share.

JHC: How do you envision your purchasing coalition in the 
next five years?
SPOG: We definitely are in a growth mode, but we want to ensure 
that all of  our members are on the same page, moving in the same 
direction as we grow. Much of  our growth depends on healthcare 
reform. It will call for communication and an understanding of  one 
another’s challenges in order to work together and move forward as 
a cohesive team. JHC

$20 million
SPoG has saved over $20 million  
on contracts over the past 10 years. 

The Journal of Healthcare Contracting | December 2013 13



diversity in the workplaceassociation of national account executives

Buyers, sellers 
iDn executives and national account executives  
compare notes at anae conference

•  How can IDN executives and 
suppliers balance the demands of  
demonstrated savings and enhanced 
patient outcomes?

•  How will accountable care 
organizations affect manufacturers, 
distributors, providers and patients?

•  How should vendors approach 
IDNs with hospital-owned or 
-affiliated physician practices?

•  What’s the latest thinking on  
regional purchasing coalitions and 
direct contracting?

National account executives came 
with questions; and supply chain ex-
ecutives, payers and GPOs came with 
answers, to the 2013 Annual Confer-
ence of  the Association of  National 
Account Executives.

ANAE is focused on professional 
development for corporate and national 
account executives calling on GPOs, 
RPCs, ACOs, IDNs, individual hospi-
tals, distribution companies and man-
aged care organizations. Founded in 
2006, ANAE was acquired in March 
2013 by MDSI, publisher of  the Journal 
of  Healthcare Contracting. 

Johnson & Johnson Health Care Systems Inc., providing services for Janssen 
Pharmaceutical Companies of  Johnson & Johnson.  We have products in the 
following therapeutic areas: Cardiovascular/Metabolic, Immunology/Oncol-
ogy, Nephrology, Virology, Infectious Disease, Mental Health and Pain.

 

For over 50 years, Mercury Medical has partnered with clinicians to provide 
cutting-edge technologies and solutions for optimal patient care.   

Throughout these years Mercury has adhered to 5 core values focused on customer 
commitment; Be Responsive, Be Courteous, Be Honest, Be Resourceful, Be Efficient.   

Having the expertise in medical device development, manufacture, sales and 
marketing to meet today’s increasingly technical demands and keeping the pa-
tient’s well-being in the forefront of  everything we do is and always will be the 
ultimate goal of  Mercury Medical.

anae sponsors

anae is focused on professional 
development for corporate and 

national account executives calling 
on GPos, RPcs, acos, iDns, individual 
hospitals, distribution companies and 

managed care organizations.

December 2013 | The Journal of Healthcare Contracting14
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the clinically integrated 
supply chain
Matt Pehrson, vice president, supply chain, 
Presbyterian Healthcare services, albuquerque, n.M.

Presbyterian is an IDN comprising eight hospitals in six com-
munities and a multispecialty, employed physician group with 600 pro-
viders. Its 9,000 employees provide services to one in three New Mexi-
cans. Presbyterian’s goal is to radically improve the customer experience 
by transforming itself  to produce best clinical quality, One Presbyte-
rian, and affordability and sustainability. Non-labor expenses in 2012 
were $178 million on supplies, $280 million on purchased services. 

The focus of  supply chain is shifting, with ramifications for providers 
and suppliers. Price negotiation is still important, but healthcare reform 
calls for emphasis to be placed on utilization, quality outcomes, strate-
gic sourcing, logistics management, and supply chain strategic planning. 
What’s more, the supply chain must be strategically and operationally 
aligned with the clinical and business goals of  the organization. 

At the center of  the clinically integrated supply chain is sourcing, 
specifically, of  physician preference items. Supporting that are utilization 
management strategies (i.e., tools, data sets and behavioral changes to 
reduce resource consumption), clinical supply chain education (of  the 
clinical staff) and value analysis (a process involving clinical stakeholders 
to ensure participation and adoption of  selecting the highest-valued sup-
plies and services). The last – value analysis – depends on the support of  
executive leadership, and is service-line-driven, not supply-chain-driven. 

Presbyterian participates in Premier’s ASCEND program, designed 
for members who commit, in advance, to a limited number of  suppliers 
across the Premier portfolio. The program also involves benchmark-
ing and knowledge-sharing. Approximately 430 acute-care facilities and 
145 supplier partners participate. Presbyterian aligns with Premier/AS-
CEND contracts with the greatest value, but self-contracts in some 
physician-preference and complex purchased-services categories.

Suppliers wishing to work with Presbyterian should understand the 
IDN’s product selection considerations, including: quality/safety impact 
on patients, clinicians and physicians; utilization reduction opportunities; 
pre-existing contractual agreements; conversion costs; ability to source 
through distribution channels; and business/corporate growth potential. 
Suppliers should be able to answer this question: “What is your value 
proposition, and what does that mean for your customer?” JHC 

the elusive 
‘system-ness’ 
of healthcare
James eppel, Jr., senior vice 
president, optum insight, 
eden Prairie, Minn.

It’s a challenging time for healthcare 
providers and payers, as they face increased 
regulation and pressure to cut costs while 
improving quality. One key thing is missing, 
though – alignment of  incentives. The health-
care system has not acted as a “system.” Ac-
countable care organizations could help.

An ACO is an organization willing and able 
to assume accountability for managing the 
care – and ultimately, the health status – of  a 
defined population. Early ACOs are centered 
on large, integrated delivery systems, and are 
characterized by sophisticated data systems 
and capabilities; an unrelenting focus on cost, 
quality, efficiency and effectiveness; the ability 
to assume appropriate level of  risk; and an ac-
ceptable patient attribution model. 

Assuming accountability – becoming an 
“ACO” – will require significant huge changes  
on the part of  providers. The traditional 
“production” mentality of  healthcare shifts 
to an “efficiency” mentality, profit centers 
become cost centers, and the focus shifts to 
reducing the cost of  care. Suppliers will likely 
be asked to participate in risk assumption 
and cost reduction, and should be prepared 
to participate in the alignment of  incentives 
that will result in the healthcare system truly 
behaving like a system. JHC
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The IDN supply chain envisions its 
mission as a stack of building blocks. 
On the bottom are non-negotiable 
tenets, such as accountability, trans-
parency, collaboration and innova-
tion. Above that are industry-best pro-
fessionals, that is, people who have 
been hired to exceptional standards, 
are team-oriented, and who benefit 
from professional development and 
growth. Above that: High-perfor-
mance governance. Above that: Or-
ganizational recognition. And on top: 
Recognition throughout the 
industry, including vendors,  
for industry-best 
performance.

a future beyond pricing
sandy Wise, Rn, MBa, director contracting and resource utilization, cHRistus 
Health, irving, texas

CHRISTUS Health is a Catholic, faith-
based, not-for-profit health system comprised 
of  almost 350 services and facilities including 
more than 60 hospitals and long-term care fa-
cilities, 175 clinics and outpatient centers, and 
dozens of  other health ministries and ventures.

The IDN supply chain envisions its mis-
sion as a stack of  building blocks. On the 
bottom are non-negotiable tenets, such as 
accountability, transparency, collaboration 
and innovation. Above that are industry-best 
professionals, that is, people who have been 
hired to exceptional standards, are team-
oriented, and who benefit from professional  

development and growth. Above that: High-performance gover-
nance. Above that: Organizational recognition, that is, recognition 
by those within CHRISTUS of  supply chain’s status as the go-to 
owners of  non-labor spend and contributors to clinical outcomes. 
And on top: Recognition throughout the industry, including ven-
dors, for industry-best performance.

Supply chain management at CHRISTUS rests on a collaborative 
model. Leadership is flanked by a strategic advisory council (compris-
ing senior clinical, operational and financial leadership), resource utili-
zation groups (facility-based leaders from key spend areas, with support 
from MedAssets), and a partner advisory council (comprised of  24 key 
vendors and suppliers). 

Collaboration among suppli-
ers and providers will be neces-
sary as supply chain executives 
at CHRISTUS and other provid-
ers work toward a future beyond 
pricing – that is, one focused on 
utilization. The challenge is to 
drive out waste and extra costs 
while focusing on clinical qual-
ity and evidence-based practices. 
Providers need to decrease costs 
and improve practices. Suppli-
ers, meanwhile, need to provide 
expertise in the best use of  their 
products, and form true partner-

ships with providers. Together, they must address not just “perceived 
cost,” that is, price, but “actual total cost,” including quality, reliability, 

service, support, training, warranty, billing errors, shipping errors, 
manual procedures, obsolete inventory and transition costs.

A future beyond pricing also addresses clinical integration. 
Supply chain and vendors must lead with a focus on evidence-
based medicine. Clinical stakeholders – chief  medical officers, 
chief  nursing officers, value analysis committees, etc. – must 
also get involved. JHC

a future beyond 
pricing also 
addresses clinical 
integration. 
supply chain and 
vendors must 
lead with a focus 
on evidence-
based medicine.
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future-focused
Dave Hunter, vice president 
supply chain, Providence Health 
and services, Renton, Wash.
Providence Health and Services employs about 
57,000 people, including almost 3,000 physi-
cians. They work in 32 acute-care hospitals, 
400 physician clinics and other sites in Alaska, 
California, Montana, Oregon and Washington.

The IDN operates on four assumptions con-
cerning the future. 
•  Consumer/customer empowerment or 

engagement, including digitization, mobility, 
sensors and the use of  data and algorithms. 

•  Continued revenue pressure from all payers, 
and a combination of both fee-for-service and 
risk-based/accountable-care payment models, 
depending on the purchaser channel. But over 
time, the predominant payment method in most 
markets will be total-cost-of-care management.

•  The need for providers to become capable of  
monitoring cost per unit and utilization manage-
ment. Successful care models will assume ac-
countability for overall health and cost of a given 
population. The usage of information and data 
to predict and treat will increase dramatically.

•  The emergence of  new competitors, some 
from outside the healthcare industry, dis-
rupting the business. Speed will matter. And 
political actions at the federal and state level 
will become more focused and impactful.

Providence will implement several strategies 
to help fulfill its mission, vision and core values 
of  respect, compassion, justice, excellence and 
stewardship: 1) inspire and develop its people, 
2) build enduring relationships with consum-
ers, 3) create alignment with clinicians and care 
teams, 4) develop and thrive under new care 
delivery and economic models, and 5) grow by 
optimizing expert-to-expert capabilities. JHC

savings
In one project, HCA instituted guidelines for BMP (bone 
morphogenic protein) use in spinal fusion procedures. After 
some study, the company found that the majority of these 
cases may not require large vial sizes of BMP. By switching 
to small vials, HCA recognized it could save 15 percent to 20 
percent – between $8 million and $10 million – on BMP alone.

Key to better outcomes? 
less clinical variance.
William Kellar, ceo,  
Hca nashville supply chain services

Providers and payers are concerned about the wide variation in 
utilization of  healthcare services. Data shows, for example, that in St. 
Paul, Minn., 12.2 per 1,000 Medicare enrollees had a knee replacement in 
2007, while just 7.5 per 1,000 did so in Houston, and 6.5 in Los Angeles.

Variance in clinical care can be characterized as the lack of  uniform 
use of  specific treatments by clinicians for a given medical condition. 
It has been associated with diminished healthcare outcomes and in-
creased costs. Reduction in clinical variance, on the other hand, is as-
sociated with more consistent outcomes and reduced costs, not only in 
fewer hospitalizations, but fewer readmissions for complications.

HCA is engaged in several clinical excellence activities, some of  
which are site-specific, others which are enterprise-wide. One initiative 
uses clinical pathways, order sets and processes to reduce variant clini-
cal practice. Another involves physician-preference items that impact a 
single aspect of  clinical practice. 

In one project, HCA instituted guidelines for BMP (bone morphogenic 
protein) use in spinal fusion procedures. After some study, the company 
found that the majority of  these cases may not require large vial sizes of  
BMP. By switching to small vials, HCA recognized it could save 15 percent 
to 20 percent – between $8 million and $10 million – on BMP alone.

In another project, HCA-affiliated hospitals implemented a universal 
decolonization strategy – using antimicrobial soap and ointment on all ICU 
patients – to reduce bloodstream infections, including methicillin-resistant 
Staphylococcus aureus, or MRSA, by 44 percent. HCA researchers found 
that universal decolonization produced far better results than nasal MRSA 
screenings, followed by isolation when possible, and targeted decoloniza-
ton (that is, screening, followed by isolation and decolonization). JHC
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You worry about the
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We’ll take care of your 
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collaborative  
accountable care
Derek Goldin, vice president, business development 
and sales, novant Health, Winston-salem, n.c.

Novant Health is a not-for-profit integrated system of 14 med-
ical centers and a medical group consisting of  more than 1,100 physi-
cians in close to 350 clinic locations, as well as numerous outpatient 
surgery centers, medical plazas, rehabilitation programs, diagnostic 
imaging centers and community health outreach programs. Its 24,400 
employees and physician partners care for patients and communities in 
North Carolina, Virginia, South Carolina and Georgia.

Novant Health’s promise to patients and consumers is to reinvent 
the healthcare experience so that it is simpler, more convenient and 
more affordable, so consumers can focus on getting better and staying 
healthy. The IDN established and then sold a commercial and Medicare 
Advantage health plan, gaining significant insight into risk-based mod-
els. It currently participates in the Centers for Medicare & Medicaid 
Service’s Physician Group Practice Transition Demonstration project, 
which it considers a precursor to a Medicare accountable care orga-
nization, or ACO. Novant also embraces transparency in pricing, and 
enhanced public reporting of  its clinical performance.

The IDN has elected to participate in a multiyear arrangement with 
CIGNA called “Collaborative Accountable Care” (CAC). The program 
focuses efforts around care coordination in the patient-centered medi-
cal home, with recognition for improving quality and managing the cost 
trend for a population of  patients. The CAC is intended to: reduce 
readmission rates, increase quality by identifying and filling gaps in care, 
reduce the rate of  increase in the total cost of  care on a risk-adjusted 
basis, improve preventive visits and medication compliance through 
care coordinators, improve access and coordination of  specialist visits, 
and reduce avoidable ER visits. The Novant Health/CIGNA CAC col-
laboration is the largest in CIGNA’s portfolio. 

From a cultural perspective, the CIGNA program is a strong fit 
with Novant Health’s strategies and preparedness to take on more per-
formance risk, as the IDN matures in its usage of  the EPIC electronic 
medical records system, and, in cooperation with CIGNA, enhances 
its care-coordination capabilities that do not yet exist. Novant Health 
employees and dependents comprise approximately 25 percent of  the 
population included in the CIGNA program. JHC

continuous 
improvement
David Gilfillan, vice president 
supply chain, iasis Healthcare, 
franklin, tenn.

IASIS Healthcare is a privately held hos-
pital company with 16 acute-care and one 
behavioral health site, as well as 160 clinics/
physician sites. The company is engaged in a 
program called the Hospital Medical Manage-
ment and Quality Program, or HMMQP™.

IASIS’s I-PIP program (IASIS Performance In-
novation Program) supports HMMQP by creating 
a structured methodology for managing process 
improvement and attainment of achievable ob-
jectives throughout IASIS facilities. It is intended 
to integrate quality and operational efficiency into 
day-to-day activities, and fix problems permanently 
(instead of hiding them or working around them). 
Now is the time to implement programs such as I-
PIP, given the rise in bad debt (one in four patients 
coming into the company’s ERs are indigent), with-
drawal of Medicaid DSH payments, etc.

IASIS is using I-PIP to develop a culture that 
embraces continuous process improvement using 
a centralized quality team. Delivering results is no 
longer enough. Today’s healthcare providers have 
to drive improvements in how work happens in-
side their departments and facilities. Everyone is 
involved in improving how things get done.

One example is IASIS’s approach to reduc-
ing catheter-associated urinary tract infection, 
or CAUTI. Actions taken included: imple-
menting evidence-based guidelines; limiting 
duration of  foley catheter use; implementing 
an electronic infection prevention surveillance 
system; educating staff  on identifying CAUTI 
on admission, and on preventing it in the fa-
cility. Results? Systemwide reduction (2009-
2010) of  15 percent of  CAUTIs. JHC
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Every year, more than a million people from all 50 states and 
nearly 150 countries come to Mayo Clinic for care. Mayo Clinic’s Sup-
ply Chain is designed to support this size, scope and level of  complex-
ity with over $2 billion in supplies, services, and medical equipment  
purchased annually.   

The need to work differently is underscored by the fact that annual 
expense growth continues to increase, while reimbursement is headed 
in another direction. Supply Chain cost is one of  the areas that have 
been targeted as an opportunity to close the gap.  

A good example is Mayo Clinic’s creation of  a clinical commodity 
formulary. After reviewing over 13,000 items (within the commodity 
categories), Mayo has standardized by eliminating over 30 percent of  
the unique SKUs and over 60 percent of  the unique suppliers. Not 
only has this garnered significant price reductions, but also has greatly 
improved the quality and reliability of  the supply chain. 

Participation in Upper Mid-
west Consolidated Services Cen-
ter (UMCSC) is another impor-
tant part of  Mayo Clinic’s supply 
chain strategy. Mayo Clinic is 
both a member and sourcing and 
contracting service provider for 
UMCSC, which comprises 42 
members and 150 hospitals, and 
a combined annual spend (includ-
ing pharmaceuticals) of  $5.5 bil-
lion. The intent of  its members 
is to move from individual, inde-
pendent actions to a committed 
group, in order to 1) achieve op-
timal price savings, including le-
veraging Novation contracts and 
expertise, 2) reduce individual 
organization infrastructure costs 
by standardizing supply chain 
decision-making, and 3) enable 
members to redeploy and focus 
internal resources to other key 

supplying 500+ physicians
Joe Dudas, vice chair of category management, Mayo clinic.

operational activities aligned with their strategic 
and business priorities.

UMCSC comprises a board of  managers, 
business development committee, finance 
committee, operations committee and clini-
cal committee. It has a quarterly contracting 
calendar and leverages clinical value quality 
analysis (CQVA) processes to select products, 
and has signed 275 contracts, accounting for 
$750 million in spending under contract, and 
$100 million in documented savings. [Editor’s 
note: At the time of  Joe Dudas’ presentation, 
UMCSC was on track to triple the amount of  
spend under contract, and double the savings 
in 2013.]  JHC

After reviewing over 13,000 items (within the commodity categories), 
Mayo has standardized by eliminating over 30 percent of the unique SKUs 
and over 60 percent of the unique suppliers. Not only has this garnered 
significant price reductions, but also has greatly improved the quality and 
reliability of the supply chain.

By the numbers
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DECISIONS TODAY CAN
IMPACT A LIFE *Excluding silent MI. †RRR=relative risk reduction. ‡ARR=absolute risk reduction. 

§The PLATO study compared BRILINTA (180-mg loading dose, 90 mg twice daily 
thereafter) and clopidogrel (300-mg to 600-mg loading dose, 75 mg daily thereafter) 
for the prevention of CV events in 18,624 patients with ACS (UA, NSTEMI, STEMI). 
Patients were treated for at least 6 months and up to 12 months. BRILINTA and 
clopidogrel were studied with aspirin and other standard therapies.
‖PLATO used the following bleeding severity categorization: Major Bleed–Fatal/Life 
threatening. Any one of the following: fatal; intracranial; intrapericardial bleed with 
cardiac tamponade; hypovolemic shock or severe hypotension due to bleeding and 
requiring pressors or surgery; clinically overt or apparent bleeding associated with 
a decrease in hemoglobin (Hb) of more than 5 g/dL; transfusion of 4 or more units 
(whole blood or packed red blood cells [PRBCs]) for bleeding. Major Bleed–Other. 
Any one of the following: signifi cantly disabling (eg, intraocular with permanent 
vision loss); clinically overt or apparent bleeding associated with a decrease 
in Hb of 3 g/dL; transfusion of 2 to 3 units (whole blood or PRBCs) for bleeding. 
Minor Bleed. Requires medical intervention to stop or treat bleeding (eg, epistaxis 
requiring visit to medical facility for packing).

BEYOND 30 DAYS, BEYOND THE HOSPITAL,
BETTER EFFICACY THAN CLOPIDOGREL

BRILINTA CAN HELP

HELP MAKE
AN IMPACT

WITH
BRILINTA

IN THE TREATMENT OF ACUTE CORONARY SYNDROME

IMPORTANT SAFETY INFORMATION ABOUT BRILINTA
WARNING: BLEEDING RISK
•  BRILINTA, like other antiplatelet agents, can cause 

signifi cant, sometimes fatal, bleeding
•  Do not use BRILINTA in patients with active 

pathological bleeding or a history of intracranial 
hemorrhage

•  Do not start BRILINTA in patients planned to undergo 
urgent coronary artery bypass graft surgery (CABG).
When possible, discontinue BRILINTA at least 5 days
prior to any surgery

•  Suspect bleeding in any patient who is hypotensive 
and has recently undergone coronary angiography, 
percutaneous coronary intervention (PCI), CABG,
or other surgical procedures in the setting of BRILINTA

•  If possible, manage bleeding without discontinuing 
BRILINTA. Stopping BRILINTA increases the risk
of subsequent cardiovascular events

AT 30 DAYS, BRILINTA plus aspirin reduced the primary 
composite end point of cardiovascular (CV) death, 
myocardial infarction (MI),* or stroke by 12% RRR†

(ARR‡ 0.6%) vs clopidogrel plus aspirin.§1,2 

AT 12 MONTHS, BRILINTA plus aspirin signifi cantly 
reduced the primary composite end point by 16% RRR
(ARR 1.9%) vs clopidogrel plus aspirin. The difference 
between treatments was driven by CV death and MI
with no difference in stroke.§1

WARNINGS AND PRECAUTIONS
•  Moderate Hepatic Impairment: Consider the risks and 

benefi ts of treatment, noting the probable increase in 
exposure to ticagrelor

•  Premature discontinuation increases the risk of MI,
stent thrombosis, and death 

•  Dyspnea was reported in 14% of patients treated with 
BRILINTA and in 8% of patients taking clopidogrel. 
Dyspnea resulting from BRILINTA is self-limiting.
Rule out other causes

•  BRILINTA is metabolized by CYP3A4/5. Avoid use with
strong CYP3A inhibitors and potent CYP3A inducers.
Avoid simvastatin and lovastatin doses >40 mg

• Monitor digoxin levels with initiation of, or any change in,
   BRILINTA therapy

ADVERSE REACTIONS
•  The most commonly observed adverse reactions 

associated with the use of BRILINTA vs clopidogrel
were Total Major Bleeding (11.6% vs 11.2%) and
dyspnea (14% vs 8%)

•  In clinical studies, BRILINTA has been shown to increase
the occurrence of Holter-detected bradyarrhythmias.
PLATO excluded patients at increased risk of bradycardic 
events. Consider the risks and benefi ts of treatment

Please see Brief Summary of Prescribing Information, 
including Boxed WARNINGS, on the adjacent pages.

References: 1. BRILINTA Prescribing Information, AstraZeneca. 
2. Data on fi le, 1755503, AstraZeneca.

BRILINTA is a registered trademark of the AstraZeneca group of companies. ©2013 AstraZeneca.  2516202 6/13

BLEEDING AT 12 MONTHS, there was no signifi cant 
difference in Total Major Bleeding (which includes Fatal 
and Life-threatening bleeding) for BRILINTA plus aspirin
vs clopidogrel plus aspirin (11.6% vs 11.2%).
There was a somewhat greater risk of Non–CABG-related 
Major plus Minor Bleeding for BRILINTA plus aspirin vs 
clopidogrel plus aspirin (8.7% vs 7.0%) and Non–CABG-
related Major Bleeding (4.5% vs 3.8%), respectively.
PLATO trial did not show an advantage for BRILINTA 
compared with clopidogrel for CABG-related Bleeding 
(Total Major 85.8% vs 86.9% and Fatal/Life-threatening 
48.1% vs 47.9%, respectively).‖1

INDICATIONS
BRILINTA is indicated to reduce the rate of thrombotic CV events 
in patients with acute coronary syndrome (ACS) (unstable 
angina [UA], non–ST-elevation MI [NSTEMI], or ST-elevation 
MI [STEMI]). BRILINTA has been shown to reduce the rate of a 
combined end point of CV death, MI, or stroke compared with 
clopidogrel. The difference between treatments was driven by 
CV death and MI with no difference in stroke. In patients treated 
with PCI, it also reduces the rate of stent thrombosis.
BRILINTA has been studied in ACS in combination with aspirin. 
Maintenance doses of aspirin >100 mg decreased the effectiveness 
of BRILINTA. Avoid maintenance doses of aspirin >100 mg daily.

PROVEN SUPERIOR TO
CLOPIDOGREL IN REDUCING
CV DEATH AT 12 MONTHS
CV death secondary end point: RRR with BRILINTA plus aspirin 
was 21% (ARR 1.1%) vs clopidogrel plus aspirin§1

WARNING: ASPIRIN DOSE AND BRILINTA EFFECTIVENESS
• Maintenance doses of aspirin above 100 mg 

reduce the effectiveness of BRILINTA and should 
be avoided. After any initial dose, use with aspirin 
75 mg–100 mg per day

CONTRAINDICATIONS
BRILINTA is contraindicated in patients with:
• History of intracranial hemorrhage
•  Active pathological bleeding such as peptic ulcer 

or intracranial hemorrhage
•   Severe hepatic impairment because of a probable 

increase in exposure; it has not been studied in 
these patients. Severe hepatic impairment 
increases the risk of bleeding because of 
reduced synthesis of coagulation proteins

•  Hypersensitivity (e.g. angioedema) to ticagrelor 
or any component of the product
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the occurrence of Holter-detected bradyarrhythmias.
PLATO excluded patients at increased risk of bradycardic 
events. Consider the risks and benefi ts of treatment

Please see Brief Summary of Prescribing Information, 
including Boxed WARNINGS, on the adjacent pages.

References: 1. BRILINTA Prescribing Information, AstraZeneca. 
2. Data on fi le, 1755503, AstraZeneca.

BRILINTA is a registered trademark of the AstraZeneca group of companies. ©2013 AstraZeneca.  2516202 6/13

BLEEDING AT 12 MONTHS, there was no signifi cant 
difference in Total Major Bleeding (which includes Fatal 
and Life-threatening bleeding) for BRILINTA plus aspirin
vs clopidogrel plus aspirin (11.6% vs 11.2%).
There was a somewhat greater risk of Non–CABG-related 
Major plus Minor Bleeding for BRILINTA plus aspirin vs 
clopidogrel plus aspirin (8.7% vs 7.0%) and Non–CABG-
related Major Bleeding (4.5% vs 3.8%), respectively.
PLATO trial did not show an advantage for BRILINTA 
compared with clopidogrel for CABG-related Bleeding 
(Total Major 85.8% vs 86.9% and Fatal/Life-threatening 
48.1% vs 47.9%, respectively).‖1

INDICATIONS
BRILINTA is indicated to reduce the rate of thrombotic CV events 
in patients with acute coronary syndrome (ACS) (unstable 
angina [UA], non–ST-elevation MI [NSTEMI], or ST-elevation 
MI [STEMI]). BRILINTA has been shown to reduce the rate of a 
combined end point of CV death, MI, or stroke compared with 
clopidogrel. The difference between treatments was driven by 
CV death and MI with no difference in stroke. In patients treated 
with PCI, it also reduces the rate of stent thrombosis.
BRILINTA has been studied in ACS in combination with aspirin. 
Maintenance doses of aspirin >100 mg decreased the effectiveness 
of BRILINTA. Avoid maintenance doses of aspirin >100 mg daily.

PROVEN SUPERIOR TO
CLOPIDOGREL IN REDUCING
CV DEATH AT 12 MONTHS
CV death secondary end point: RRR with BRILINTA plus aspirin 
was 21% (ARR 1.1%) vs clopidogrel plus aspirin§1

WARNING: ASPIRIN DOSE AND BRILINTA EFFECTIVENESS
• Maintenance doses of aspirin above 100 mg 

reduce the effectiveness of BRILINTA and should 
be avoided. After any initial dose, use with aspirin 
75 mg–100 mg per day

CONTRAINDICATIONS
BRILINTA is contraindicated in patients with:
• History of intracranial hemorrhage
•  Active pathological bleeding such as peptic ulcer 

or intracranial hemorrhage
•   Severe hepatic impairment because of a probable 

increase in exposure; it has not been studied in 
these patients. Severe hepatic impairment 
increases the risk of bleeding because of 
reduced synthesis of coagulation proteins

•  Hypersensitivity (e.g. angioedema) to ticagrelor 
or any component of the product
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WARNING: BLEEDING RISK

• BRILINTA, like other antiplatelet agents, can cause significant, sometimes fatal bleeding
[see WARNINGS AND PRECAUTIONS and ADVERSE REACTIONS].

• Do not use BRILINTA in patients with active pathological bleeding or a history of
intracranial hemorrhage [see CONTRAINDICATIONS]. 

• Do not start BRILINTA in patients planned to undergo urgent coronary artery bypass graft
surgery (CABG). When possible, discontinue BRILINTA at least 5 days prior to any
surgery [see WARNINGS AND PRECAUTIONS].

• Suspect bleeding in any patient who is hypotensive and has recently undergone coronary
angiography, percutaneous coronary intervention (PCI), CABG, or other surgical 
procedures in the setting of BRILINTA [see WARNINGS AND PRECAUTIONS]. 

• If possible, manage bleeding without discontinuing BRILINTA. Stopping BRILINTA
increases the risk of subsequent cardiovascular events [see WARNINGS AND 
PRECAUTIONS].

WARNING: ASPIRIN DOSE AND BRILINTA EFFECTIVENESS

• Maintenance doses of aspirin above 100 mg reduce the effectiveness of BRILINTA and
should be avoided. After any initial dose, use with aspirin 75-100 mg per day [see
WARNINGS AND PRECAUTIONS and CLINICAL STUDIES (14) in full Prescribing
Information].

BRIEF SUMMARY of PRESCRIBING INFORMATION: 
For full Prescribing Information, see package insert.

INDICATIONS AND USAGE
Acute Coronary Syndromes
BRILINTA is a P2Y12 platelet inhibitor indicated to reduce the rate of thrombotic cardiovascular
events in patients with acute coronary syndrome (ACS) (unstable angina, non-ST elevation
myocardial infarction, or ST elevation myocardial infarction). BRILINTA has been shown to reduce
the rate of a combined endpoint of cardiovascular death, myocardial infarction or stroke compared
to clopidogrel. The difference between treatments was driven by CV death and MI with no difference
in stroke. In patients treated with PCI, it also reduces the rate of stent thrombosis [see Clinical
Studies (14) in full Prescribing Information]. BRILINTA has been studied in ACS in combination
with aspirin. Maintenance doses of aspirin above 100 mg decreased the effectiveness of BRILINTA.
Avoid maintenance doses of aspirin above 100 mg daily [see Warnings and Precautions and Clinical
Studies (14) in full Prescribing Information].

DOSAGE AND ADMINISTRATION
Initiate BRILINTA treatment with a 180 mg (two 90 mg tablets) loading dose and continue treatment
with 90 mg twice daily. After the initial loading dose of aspirin (usually 325 mg), use BRILINTA with
a daily maintenance dose of aspirin of 75-100 mg. ACS patients who have received a loading dose
of clopidogrel may be started on BRILINTA. BRILINTA can be administered with or without food. A
patient who misses a dose of BRILINTA should take one 90 mg tablet (their next dose) at its
scheduled time.

CONTRAINDICATIONS
History of Intracranial Hemorrhage  BRILINTA is contraindicated in patients with a history of
intracranial hemorrhage (ICH) because of a high risk of recurrent ICH in this population [see Clinical
Studies (14) in full Prescribing Information].
Active Bleeding  BRILINTA is contraindicated in patients with active pathological bleeding such as
peptic ulcer or intracranial hemorrhage [see Warnings and Precautions (5.1) and Adverse Reactions
(6.1) in full Prescribing Information].
Severe Hepatic Impairment  BRILINTA is contraindicated in patients with severe hepatic
impairment because of a probable increase in exposure, and it has not been studied in these
patients. Severe hepatic impairment increases the risk of bleeding because of reduced synthesis of
coagulation proteins [see Clinical Pharmacology (12.3) in full Prescribing Information].
Hypersensitivity  BRILINTA is contraindicated in patients with hypersensitivity (e.g. angioedema) to
ticagrelor or any component of the product [see Adverse Reactions (6.1) in full Prescribing
Information].

WARNINGS AND PRECAUTIONS
General Risk of Bleeding
Drugs that inhibit platelet function including BRILINTA increase the risk of bleeding. BRILINTA
increased the overall risk of bleeding (Major + Minor) to a somewhat greater extent than did clopi-
dogrel. The increase was seen for non-CABG-related bleeding, but not for CABG-related bleeding.
Fatal and life-threatening bleeding rates were not increased [see Adverse Reactions (6.1) in full
Prescribing Information]. In general, risk factors for bleeding include older age, a history of
bleeding disorders, performance of percutaneous invasive procedures and concomitant use of
medications that increase the risk of bleeding (e.g., anticoagulant and fibrinolytic therapy, higher
doses of aspirin, and chronic nonsteroidal anti-inflammatory drugs [NSAIDS]). When possible,
discontinue BRILINTA five days prior to surgery. Suspect bleeding in any patient who is hypotensive
and has recently undergone coronary angiography, PCI, CABG, or other surgical procedures, even
if the patient does not have any signs of bleeding. If possible, manage bleeding without discon-
tinuing BRILINTA. Stopping BRILINTA increases the risk of subsequent cardiovascular events [see
Warnings and Precautions (5.5) and Adverse Reactions (6.1) in full Prescribing Information].
Concomitant Aspirin Maintenance Dose  In PLATO, use of BRILINTA with maintenance doses of
aspirin above 100 mg decreased the effectiveness of BRILINTA. Therefore, after the initial loading
dose of aspirin (usually 325 mg), use BRILINTA with a maintenance dose of aspirin of 75-100 mg
[see Dosage and Administration and Clinical Studies (14) in full Prescribing Information].
Moderate Hepatic Impairment  BRILINTA has not been studied in patients with moderate hepatic
impairment. Consider the risks and benefits of treatment, noting the probable increase in exposure
to ticagrelor.

Dyspnea  In PLATO, dyspnea was reported in 14% of patients treated with BRILINTA and in 8% of
patients taking clopidogrel. Dyspnea was usually mild to moderate in intensity and often resolved
during continued treatment, but occasionally required discontinuation (0.9% of patients taking
BRILINTA versus 0.1% of patients taking clopidogrel). If a patient develops new, prolonged, or
worsened dyspnea during treatment with BRILINTA, exclude underlying diseases that may require
treatment. If dyspnea is determined to be related to BRILINTA, no specific treatment is required;
continue BRILINTA without interruption. In the case of intolerable dyspnea requiring discontinuation
of BRILINTA, consider prescribing another antiplatelet agent. In a substudy, 199 patients from PLATO
underwent pulmonary function testing irrespective of whether they reported dyspnea. There was no
significant difference between treatment groups for FEV1. There was no indication of an adverse effect
on pulmonary function assessed after one month or after at least 6 months of chronic treatment.

Discontinuation of BRILINTA Avoid interruption of BRILINTA treatment. If BRILINTA must be
temporarily discontinued (e.g., to treat bleeding or for elective surgery), restart it as soon 
as possible. Discontinuation of BRILINTA will increase the risk of myocardial infarction, stent
thrombosis, and death.

Strong Inhibitors of Cytochrome CYP3A Ticagrelor is metabolized by CYP3A4/5. Avoid use with
strong CYP3A inhibitors, such as atazanavir, clarithromycin, indinavir, itraconazole, ketoconazole,
nefazodone, nelfinavir, ritonavir, saquinavir, telithromycin and voriconazole [see Drug Interactions 
(7.1) and Clinical Pharmacology (12.3) in full Prescribing Information].

Cytochrome CYP3A Potent Inducers Avoid use with potent CYP3A inducers, such as rifampin,
dexamethasone, phenytoin, carbamazepine, and phenobarbital [see Drug Interactions (7.2) and
Clinical Pharmacology (12.3) in full Prescribing Information].

ADVERSE REACTIONS
Clinical Trials Experience 
The following adverse reactions are also discussed elsewhere in the labeling:

• Dyspnea [see Warnings and Precautions (5.4) in full Prescribing Information]

Because clinical trials are conducted under widely varying conditions, adverse reaction rates
observed in the clinical trials of a drug cannot be directly compared to rates in the clinical trials of
another drug and may not reflect the rates observed in practice. BRILINTA has been evaluated for
safety in more than 10000 patients, including more than 3000 patients treated for more than 1 year. 

Bleeding PLATO used the following bleeding severity categorization:

• Major bleed – fatal/life-threatening. Any one of the following: fatal; intracranial; intrapericardial
bleed with cardiac tamponade; hypovolemic shock or severe hypotension due to bleeding and
requiring pressors or surgery; clinically overt or apparent bleeding associated with a decrease in
hemoglobin (Hb) of more than 5 g/dL; transfusion of 4 or more units (whole blood or packed red
blood cells (PRBCs)) for bleeding.

• Major bleed – other. Any one of the following: significantly disabling (e.g., intraocular with 
permanent vision loss); clinically overt or apparent bleeding associated with a decrease in Hb of
3 g/dL; transfusion of 2-3 units (whole blood or PRBCs) for bleeding.

• Minor bleed. Requires medical intervention to stop or treat bleeding (e.g., epistaxis requiring visit
to medical facility for packing). 

• Minimal bleed. All others (e.g., bruising, bleeding gums, oozing from injection sites, etc.) not
requiring intervention or treatment.

Figure 1 shows major bleeding events over time. Many events are early, at a time of coronary
angiography, PCI, CABG, and other procedures, but the risk persists during later use of antiplatelet
therapy.

Figure 1 Kaplan-Meier estimate of time to first PLATO-defined ‘Total Major’ bleeding event

Annualized rates of bleeding are summarized in Table 1 below. About half of the bleeding events
were in the first 30 days.

Table 1 Non-CABG related bleeds (KM%)

BRILINTA Clopidogrel
N=9235 N=9186

Total (Major + Minor) 8.7 7.0

Major 4.5 3.8

Fatal/Life-threatening 2.1 1.9

Fatal 0.2 0.2

Intracranial (Fatal/Life-threatening) 0.3 0.2

As shown in Table 1, BRILINTA was associated with a somewhat greater risk of non-CABG bleeding
than was clopidogrel. No baseline demographic factor altered the relative risk of bleeding with
BRILINTA compared to clopidogrel. In PLATO, 1584 patients underwent CABG surgery. The
percentages of those patients who bled are shown in Table 2. Rates were very high but similar for
BRILINTA and clopidogrel.



Aspirin  Use of BRILINTA with aspirin maintenance doses above 100 mg reduced the effectiveness
of BRILINTA [see Warnings and Precautions and Clinical Studies (14) in full Prescribing
Information].
Effect of BRILINTA on other drugs Ticagrelor is an inhibitor of CYP3A4/5 and the P-glycoprotein
transporter.
Simvastatin, lovastatin  BRILINTA will result in higher serum concentrations of simvastatin and
lovastatin because these drugs are metabolized by CYP3A4. Avoid simvastatin and lovastatin doses
greater than 40 mg [see Clinical Pharmacology (12.3) in full Prescribing Information].
Digoxin Digoxin: Because of inhibition of the P-glycoprotein transporter, monitor digoxin levels
with initiation of or any change in BRILINTA therapy [see Clinical Pharmacology (12.3) in full
Prescribing Information].
Other Concomitant Therapy BRILINTA can be administered with unfractionated or low-molecular-
weight heparin, GPIIb/IIIa inhibitors, proton pump inhibitors, beta-blockers, angiotensin converting
enzyme inhibitors, and angiotensin receptor blockers.

USE IN SPECIFIC POPULATIONS
Pregnancy  Pregnancy Category C:  There are no adequate and well-controlled studies of BRILINTA
use in pregnant women. In animal studies, ticagrelor caused structural abnormalities at maternal
doses about 5 to 7 times the maximum recommended human dose (MRHD) based on body surface
area. BRILINTA should be used during pregnancy only if the potential benefit justifies the potential
risk to the fetus. In reproductive toxicology studies, pregnant rats received ticagrelor during
organogenesis at doses from 20 to 300 mg/kg/day. The lowest dose was approximately the same
as the MRHD of 90 mg twice daily for a 60 kg human on a mg/m2 basis. Adverse outcomes in
offspring occurred at doses of 300 mg/kg/day (16.5 times the MRHD on a mg/m2 basis) and
included supernumerary liver lobe and ribs, incomplete ossification of sternebrae, displaced 
articulation of pelvis, and misshapen/misaligned sternebrae. When pregnant rabbits received
ticagrelor during organogenesis at doses from 21 to 63 mg/kg/day, fetuses exposed to the highest
maternal dose of 63 mg/kg/day (6.8 times the MRHD on a mg/m2 basis) had delayed gall bladder
development and incomplete ossification of the hyoid, pubis and sternebrae occurred. In a
prenatal/postnatal study, pregnant rats received ticagrelor at doses of 10 to 180 mg/kg/day during
late gestation and lactation. Pup death and effects on pup growth were observed at 180 mg/kg/day
(approximately 10 times the MRHD on a mg/m2 basis). Relatively minor effects such as delays in
pinna unfolding and eye opening occurred at doses of 10 and 60 mg/kg (approximately one-half and
3.2 times the MRHD on a mg/m2 basis).
Nursing Mothers It is not known whether ticagrelor or its active metabolites are excreted in human
milk. Ticagrelor is excreted in rat milk. Because many drugs are excreted in human milk, and
because of the potential for serious adverse reactions in nursing infants from BRILINTA, a decision
should be made whether to discontinue nursing or to discontinue drug, taking into account the
importance of the drug to the mother.
Pediatric Use The safety and effectiveness of BRILINTA in pediatric patients have not been established.
Geriatric Use In PLATO, 43% of patients were ≥65 years of age and 15% were ≥75 years of age.
The relative risk of bleeding was similar in both treatment and age groups. No overall differences in
safety or effectiveness were observed between these patients and younger patients. While this
clinical experience has not identified differences in responses between the elderly and younger
patients, greater sensitivity of some older individuals cannot be ruled out.
Hepatic Impairment BRILINTA has not been studied in the patients with moderate or severe hepatic
impairment. Ticagrelor is metabolized by the liver and impaired hepatic function can increase risks
for bleeding and other adverse events. Hence, BRILINTA is contraindicated for use in patients with
severe hepatic impairment and its use should be considered carefully in patients with moderate
hepatic impairment. No dosage adjustment is needed in patients with mild hepatic impairment [see
Contraindications, Warnings and Precautions, and Clinical Pharmacology (12.3) in full Prescribing
Information].
Renal Impairment No dosage adjustment is needed in patients with renal impairment. Patients
receiving dialysis have not been studied [see Clinical Pharmacology (12.3) in full Prescribing
Information].

OVERDOSAGE
There is currently no known treatment to reverse the effects of BRILINTA, and ticagrelor is not
expected to be dialyzable. Treatment of overdose should follow local standard medical practice.
Bleeding is the expected pharmacologic effect of overdosing. If bleeding occurs, appropriate
supportive measures should be taken. Other effects of overdose may include gastrointestinal
effects (nausea, vomiting, diarrhea) or ventricular pauses. Monitor the ECG.

NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of Fertility
[see section (13.1) in full Prescribing Information]

PATIENT COUNSELING INFORMATION
[see section (17) in full Prescribing Information]
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Table 2 CABG bleeds (KM%)

Patients with CABG

BRILINTA Clopidogrel
N=770 N=814

Total Major 85.8 86.9

Fatal/Life-threatening 48.1 47.9

Fatal 0.9 1.1

Although the platelet inhibition effect of BRILINTA has a faster offset than clopidogrel in in vitro tests
and BRILINTA is a reversibly binding P2Y12 inhibitor, PLATO did not show an advantage of BRILINTA
compared to clopidogrel for CABG-related bleeding. When antiplatelet therapy was stopped 5 days
before CABG, major bleeding occurred in 75% of BRILINTA treated patients and 79% on clopidogrel.
No data exist with BRILINTA regarding a hemostatic benefit of platelet transfusions. 

Drug Discontinuation In PLATO, the rate of study drug discontinuation attributed to adverse
reactions was 7.4% for BRILINTA and 5.4% for clopidogrel. Bleeding caused permanent discontin-
uation of study drug in 2.3% of BRILINTA patients and 1.0% of clopidogrel patients. Dyspnea led to
study drug discontinuation in 0.9% of BRILINTA and 0.1% of clopidogrel patients.

Common Adverse Events A variety of non-hemorrhagic adverse events occurred in PLATO at rates
of 3% or more. These are shown in Table 3. In the absence of a placebo control, whether these are
drug related cannot be determined in most cases, except where they are more common on
BRILINTA or clearly related to the drug’s pharmacologic effect (dyspnea).

Table 3 Percentage of patients reporting non-hemorrhagic adverse events 
at least 3% or more in either group

BRILINTA Clopidogrel
N=9235 N=9186

Dyspnea1 13.8 7.8

Headache 6.5 5.8

Cough 4.9 4.6

Dizziness 4.5 3.9

Nausea 4.3 3.8

Atrial fibrillation 4.2 4.6

Hypertension 3.8 4.0

Non-cardiac chest pain 3.7 3.3

Diarrhea 3.7 3.3

Back pain 3.6 3.3

Hypotension 3.2 3.3

Fatigue 3.2 3.2

Chest pain 3.1 3.5
1 Includes: dyspnea, dyspnea exertional, dyspnea at rest, nocturnal dyspnea, dyspnea paroxysmal nocturnal 

Bradycardia In clinical studies BRILINTA has been shown to increase the occurrence of Holter-
detected bradyarrhythmias (including ventricular pauses). PLATO excluded patients at increased
risk of bradycardic events (e.g., patients who have sick sinus syndrome, 2nd or 3rd degree AV
block, or bradycardic-related syncope and not protected with a pacemaker). In PLATO, syncope,
pre-syncope and loss of consciousness were reported by 1.7% and 1.5% of BRILINTA and 
clopidogrel patients, respectively. In a Holter substudy of about 3000 patients in PLATO, more
patients had ventricular pauses with BRILINTA (6.0%) than with clopidogrel (3.5%) in the acute
phase; rates were 2.2% and 1.6% respectively after 1 month.

Gynecomastia In PLATO, gynecomastia was reported by 0.23% of men on BRILINTA and 0.05% on
clopidogrel. Other sex-hormonal adverse reactions, including sex organ malignancies, did not differ
between the two treatment groups in PLATO.

Lab abnormalities Serum Uric Acid: Serum uric acid levels increased approximately 0.6 mg/dL from
baseline on BRILINTA and approximately 0.2 mg/dL on clopidogrel in PLATO. The difference 
disappeared within 30 days of discontinuing treatment. Reports of gout did not differ between
treatment groups in PLATO (0.6% in each group). Serum Creatinine: In PLATO, a >50% increase in
serum creatinine levels was observed in 7.4% of patients receiving BRILINTA compared to 5.9% of
patients receiving clopidogrel. The increases typically did not progress with ongoing treatment and
often decreased with continued therapy. Evidence of reversibility upon discontinuation was observed
even in those with the greatest on treatment increases. Treatment groups in PLATO did not differ for
renal-related serious adverse events such as acute renal failure, chronic renal failure, toxic
nephropathy, or oliguria.

Postmarketing Experience
The following adverse reactions have been identified during post-approval use of BRILINTA. Because
these reactions are reported voluntarily from a population of an unknown size, it is not always
possible to reliably estimate their frequency or establish a causal relationship to drug exposure.

Immune system disorders – Hypersensitivity reactions including angioedema [see
Contraindications (4.4) in full Prescribing Information].

DRUG INTERACTIONS
Effects of other drugs Ticagrelor is predominantly metabolized by CYP3A4 and to a lesser extent by
CYP3A5.

CYP3A inhibitors [see Warnings and Precautions and Clinical Pharmacology (12.3) in full
Prescribing Information].

CYP3A inducers [see Warnings and Precautions and Clinical Pharmacology (12.3) in full
Prescribing Information].
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Computer users have been concerned 
about viruses since the dawn of  the In-
ternet. Today, given the ubiquity of  Wi-Fi 

and smartphones, those concerns have multiplied. 
Malware is a threat to banking, utilities, de-

fense, national security…and healthcare. Anti-
virus programs aren’t enough to stop data theft, 
tampering and destruction, particularly given the 
sophistication of  today’s networked medical de-
vices and electronic medical records systems. And 
the sophistication of  those who are determined 
to hack into those systems has never been greater.

Hence cybersecurity, which the U.S. Food and 
Drug Administration defines as “the process of  
preventing unauthorized modification, misuse 
or denial of  use, or the unauthorized use of  in-
formation that is stored, accessed or transferred 
from a medical device to an external recipient.”

As hospitals and IDNs face this issue, chances  
are contracting executives will get involved. 

Vulnerabilities
“Any medical device or IT system that is con-
nected to a network is vulnerable,” says Timo-
thy Wong, project engineer, Health Devices 
Group, ECRI Institute. “Devices and systems 
that connect to the Internet are of  most con-
cern. Also, devices with external USB ports 
are at risk of  being infected by malware.” He 
defines malware as malicious software (e.g., 
viruses, worms, Trojan horses) that can jeop-
ardize the delivery of  care to patients when 
using affected health information systems or 
medical devices.

To date, ECRI isn’t aware of  any malicious 
cybersecurity attacks that have led to patient 
harm, but the concern exists. That’s why the 

Food and Drug Administration is introducing requirements for future 
premarket submissions for medical devices, which would require manu-
facturers to disclose information about the security risk of  a given de-
vice, as well as mitigation strategies, says Wong.

Manufacturers have a huge role 
to play. Already, they test and validate 
anti-malware software and operat-
ing-system patches for compatibility 
with their medical devices before 
healthcare facilities introduce them 
onto their equipment, says Wong. 
Manufacturers are also starting to 
consider cybersecurity issues early in 
their equipment design process.

Supply chain’s role
But providers can’t assume a passive role. “There are various measures 
that healthcare facilities should undertake to address their cybersecurity 
vulnerabilities,” says Wong. Some examples:

•  Limit network access to medical devices by using firewalls or 
virtual local area networks, or VLAN.

•  Have appropriate access policies to medical devices in place and 
ensure that they are being actively followed.

•  Keep up with the latest updates and patches for OS and anti-
malware software.

• Establish tight controls for medical device password access.

Contracting executives can and should play a direct role, Wong con-
tinues. “An important consideration during purchase and service con-
tract negotiations for any medical device that is software-based and/
or networked is that the manufacturer is asked to provide support for 
software updates. 

“Manufacturers play an important role in validating the compatibil-
ity of  OS software patches or antivirus software with their devices, and 
healthcare facilities should ensure that they are covered for the entire 
duration of  the expected equipment life cycle to protect themselves 
against future cybersecurity issues.” JHC

Malware is Everywhere
Contracting executives:  Make sure upfront that manufacturer will  

support for software updates

“ There are various 
measures that 
healthcare 
facilities should 
undertake to 
address their 
cybersecurity 
vulnerabilities.”
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P atient monitors, infusion pumps, ventilators, imaging modalities, 
insulin pumps and pacemakers save lives. But increasingly, they 
present a threat, too. 

“Networked medical devices and other mobile health technologies are 
a double-edged sword,” according to the authors of  a recent report on 
cybersecurity by the Deloitte Center for Health Solutions. “They have the 
potential to play a transformational role in healthcare, but also may be a 
vehicle that exposes patients and healthcare organizations to safety and se-
curity risks. Among the unintended consequences of  healthcare’s digitiza-
tion and increased networked connectivity are the risks of  being hacked, 
being infected with malware, and being vulnerable to unauthorized access.”

Providers need to anticipate and address medical device security 
risks to safeguard patient safety and protected health information. 

Potential risks
The risks are real and plentiful, regardless of  whether they rise from 
deliberate and malicious activities, or simply from poor management or 
oversight, says Deloitte. Examples:

• Electromagnetic interference.
• Untested or defective software and firmware.
• Theft or loss of  networked medical devices.
•  Security and privacy vulnerabilities, including 1) misconfigured 

networks or poor security practices; 2) failure to install timely 
manufacturer security software updates and patches; 3) improper 
disposal of  patient data or information, 4) uncontrolled distribu-
tion of  passwords; 5) manipulation, theft, destruction, unauthor-
ized disclosure, or lack of  patient data availability to providers. 

•  Unauthorized device setting changes, reprogramming, or infec-
tion via malware.

• Denial-of-service attacks.
•  Targeting mobile health devices using wireless technology to access 

patient data, monitoring systems, and implanted medical devices.

What can providers do?
Before acquiring networked equipment or devices, providers should 
demand that manufacturers meet specific privacy and security re-
quirements, advises Deloitte. Some suggestions:

•  Adopt a risk management framework, 
such as ISO/IEC 80001, and tailor  
it to the organization’s risk culture  
and environment. 

•  Integrate networked medical-device-specific 
security and privacy evaluations and require-
ments into the procurement process. 

•  Conduct “white box” reviews of  net-
worked medical devices being considered 
for purchase, either internally or via a 
third party.

•  Incorporate ongoing security support and 
maintenance into vendor agreements. 

•  Arrange that spare components be 
available on demand for networked 
medical devices to maintain operations  
in case of  a failure.

•  Institute environmental safeguards 
(e.g., generator backup, uninterruptible 
power supplies, redundant HVAC) to 
protect facilities that house critical-care 
and life-support medical devices. 

•  Gain support from networked medical 
device manufacturers to continuously 
identify vulnerabilities and risks, create 
safety measures to mitigate damage, and 
provide ongoing firmware, patch, and 
antivirus updates. 

To view the report, “Networked medical 
device cybersecurity and patient safety: Per-
spectives of  health care information cyberse-
curity executives,” go to http://www.deloitte.
com/assets/Dcom-UnitedStates/Local%20
Assets/Documents/Center%20for%20
health%20solutions/us_chs_networkedmed-
icaldevice_091913.pdf   JHC

Technology’s Double-Edged Sword
Providers should be vigilant about the networked devices and equipment coming through their doors
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CyberseCurity and  
the ContraCting exeCutive

Contracting executives should consider 
checking out the cybersecurity-related 
documentation that prospective ven-

dors provided the U.S. Food and Drug Admin-
istration prior to getting clearance to market 
their device or equipment.

This summer, the FDA issued a draft 
guidance document for manufacturers rec-
ommending how they should document 
measures taken to “provide effective cyber-
security management and to reduce the risk 
that device functionality is intentionally or 
unintentionally compromised.”

According to the FDA, manufacturers 
should develop a set of  security controls to 
maintain information confidentiality, integ-
rity and availability:

•  “Confidentiality” means that data, 
information, or system structures are ac-
cessible only to authorized persons and 
entities and are processed at authorized 
times and in the authorized manner.

•  “Integrity” means that data and informa-
tion are accurate and complete and have 
not been improperly modified.

•  “Availability” means that data, informa-
tion, and information systems are acces-
sible and usable on a timely basis in the 
expected manner.

FDA to product developers: 
Think about cybersecurity early
Agency issues draft guidance document to help manufacturers consider  
cybersecurity issues prior to seeking marketing clearance

American Hospital Association members can access a variety 
of cybersecurity-related resources on the AHA website. 
They include:
•  Four questions every hospital leader should ask in order to 

prepare for and manage cybersecurity risks.
•  Top six actions to manage hospital cybersecurity risks.
•  AHA member webinar series: Cybersecurity for  

healthcare leaders.
•  Factsheet: Hospitals implementing cybersecurity measures.

To access the website, go to http://www.aha.org/advocacy-
issues/cybersecurity.shtml.

aha resources
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Manufacturers should define and document key com-
ponents of  their cybersecurity risk analysis and man-
agement plan, including:

•  Identification of  assets, threats, and vulnerabilities.
•  Impact assessment of  the threats and  

vulnerabilities on device functionality.
•  Assessment of  the likelihood of  a threat and of  

a vulnerability being exploited.
•  Determination of  risk levels and suitable  

mitigation strategies.

Potential security features
The FDA recommends that developers of  medical 
equipment and devices provide justification in the 
premarket submission for the security features chosen, 
and that they consider appropriate security control 
methods for their medical devices, including:

•  Limit access to trusted users only  
(with user IDs, passwords, smartcards,  
biometrics, etc.).

•  Ensure trusted content (by restricting software 
or firmware updates to authenticated code; us-
ing systematic procedures for authorized users 
to download version-identifiable software and 
firmware from the manufacturer; etc.).

•  Use fail-safe and recovery features, which 1) 
protect the device’s functionality, even when its 
security has been compromised; 2) allow for 
security compromises to be recognized, logged, 
and acted upon; and 3) provide methods for 
retention and recovery of  device configuration 
by an authenticated system administrator.

FDA guidance documents do not establish legally 
enforceable responsibilities. Instead, they describe the 
agency’s current thinking on a topic and should be 
viewed as recommendations, unless specific regula-
tory or statutory requirements are cited. To view the 
draft guidance document, go to http://www.fda.gov/
medicaldevices/deviceregulationandguidance/guid-
ancedocuments/ucm356186.htm JHC

Contracting executives can get need-to-know, 
security-related information about the networked 
devices and equipment for which they are con-
tracting with the “Manufacturer Disclosure State-
ment for Medical Device Security (MDS2).” 

Developed by the Healthcare Information and 
Management Systems Society (HIMSS) and stan-
dardized through a joint effort between HIMSS 
and the National Electrical Manufacturers Asso-
ciation (NEMA), the MDS2 form provides medical 
device manufacturers with a means of disclosing 
the security-related features of their medical de-
vices. Providers can use it to assess the vulner-
abilities and risks associated with protecting the 
health information transmitted or maintained by 
medical devices.

Key benefits of using a standardized form, accord-
ing to HIMSS and NEMA, include:
•  Provides a comprehensive set of medical device 

security questions developed through broad 
stakeholder participation and medical device 
vendor buy-in.

•  Allows for easy comparison of security features 
across different devices and different manufacturers.

•  Facilitates the review of the large volume  
of security-related information supplied  
by manufacturers.

To learn more about the “Manufacturer Disclo-
sure Statement for Medical Device Security,” and 
to download a copy, go to http://www.himss.org/ 
resourcelibrary/MDS2?navItemNumber=21740.

Make Mds2 part of the 
procurement process
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CyberseCurity and  
the ContraCting exeCutive

these days, rare is the medical device or 
piece of  equipment that doesn’t have 
some kind of  chip or computer in it. 

“You may think you’re buying a scope, but you 
don’t understand you’re also buying a com-
puter with it,” says Tamara Murphy, director, 
materials management, Methodist Hospital of  
Southern California, Arcadia, Calif.

In fact, somewhere around 60 percent of  
the medical equipment in today’s hospitals are 
networked, says Anthony Coronado, manager 
of  biomedical engineering, Methodist. That 
means around 60 percent of  medical equip-
ment is vulnerable to hackers and malware. 

Contracting executives such as Murphy are 
in a unique position to help control cyber-mal-
feasance and cyber slip-ups (such as accidental 
breaches in patient confidentiality). But they 
can’t do that without developing a close work-
ing relationship with their colleagues in IT and 
biomedical engineering. That’s the model used 
by Methodist Hospital of  Southern California. 

And it is a model that was recognized in 
September, when ECRI Institute named 
Methodist Hospital as the winner of  ECRI’s 
8th Annual Health Devices Achievement 
Award. Methodist Hospital’s winning submis-
sion, Redefining Medical Equipment Manage-
ment and Giving a Solution to Vulnerabilities 
from New Medical Device Technology, de-
scribes its development of  a new integrated 
systems management program that identifies 

equipment vulnerabilities related to patient safety, information avail-
ability, and cybersecurity resulting from the introduction of  advanced 
and increasingly complex medical devices in the healthcare setting.

Healthcare providers have been on a fast track toward automation for the 
past 10 years, says Kara Marx, vice president, chief  information officer. “It 
has been a pretty steep climb, and that has affected all areas of  the hospital 
– medical equipment, electronic medical records, diagnostic equipment – the 
whole gamut.” So steep, in fact, that technology has outpaced the ability of  
many organizations to get their policies and procedures in place. 

“Our goal is to be agile and nimble enough to recognize that our 
investment in the technology that provides excellent care brings with 
it a risk, and we need an infrastructure in place to safeguard against it.” 
Materials management is an integral part of  that infrastructure.

Incoming
“When I asked Anthony [Coronado], ‘How can we make sure things 
don’t get in the organization that we don’t know about?’ it became pretty 
obvious we needed to partner with purchasing and materials through-
out the procurement process,” says Marx. “So we went to Tammy. She’s 
the conductor. And we made a commitment to challenge our vendors 
and educate our users around the program we’ve built.”

“If  [a piece of  equipment or a device] has a monitor, protected 
health information can get in it,” says Murphy. “As materials manage-
ment professionals, we don’t necessarily know whether it’s storing that 
data and whether it can be accessed. That’s why it’s critical for us to 
work with IT to make sure anything we bring in is protected.”

In fact, the materials management team follows a simple rule of thumb, she 
says: “If  it plugs into a wall, we need to talk to IT.” When possible, Murphy and 
her team facilitate a discussion between IT and the vendor’s technical experts. 

Biomedical engineering is an important part of  the process. Coronado 
developed a checklist of  57 questions – many of  them about cybersecurity, 
updates and software patches – that prospective vendors must answer.

Safeguarding Against  
Technology’s Downside
Methodist Hospital of Southern California has an infrastructure in  
place to safeguard against malware and data breaches
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Vendors, for the most part, are ready to help. “They’re all open to 
it,” says Marx. “When you talk about the scenarios that can happen, 
they can’t acknowledge that the risk isn’t out there. The more they in-
teract with organizations such as ours around security, the smarter they 
get. I think providers are educating them.”

Materials management executives have always preached the virtues 
of  standardization, often for economic reasons. But standardizing on 
equipment and devices can advance the goal of  cybersecurity as well, 
says Murphy. “When you work with multiple vendors and different 
devices, you start to have more problems,” 
she says. “We try to maintain consistency, so 
we’re protected as a facility throughout.”

Methodist Hospital monitors equipment 
that is rented, leased or brought in for a spe-
cific procedure as well, adds Murphy. 

How about the clinicians?
The effort to ensure cybersecurity doesn’t 
end with acquisition. “Tammy and I do a lot 
on the front end,” says Marx. “Anthony is 
instrumental in doing the maintenance and 
the updates after that. It’s one thing to have a 
strong security program in place before you 
purchase a device or piece of  equipment, but 
as quickly as technology changes, there also 
are updates and patches” to keep up with.

“We have implemented a systems-man-
agement approach, [in which we] tie in all 
the vendors, go through all the equipment 
and identify all the vulnerabilities,” says Coronado. “We’re constantly 
monitoring equipment, double-checking with manufacturers and seeing 
when updates are due.”

Regardless of  how carefully materials management, IT and biomed-
ical engineering have screened incoming equipment and devices, and 
no matter how vigilantly they maintain updates and software patches, 
security can be compromised when those devices are on the floors, in 
use by clinicians. That’s where the rubber meets the road.

Getting clinicians to understand there are computers in many of  
the devices and equipment they use – and that it must be accounted 
for from an inventory perspective – is a challenge, says Marx. An-
other challenge: impressing on all staff  the potential dangers of  

plugging outside equipment and devices 
into the hospital’s network. 

“Organizationally, it’s our responsibility 
to create a security-aware culture,” says Marx. 
“We have to make people aware of  privacy and 
security in all aspects of  the organization.” Cli-
nicians need to be reminded to exercise cau-
tion when handling paper-based documents, 
she says. But the stakes are raised when elec-

tronics are brought into the picture.
“We educate people that even the 

copy machine might have a comput-
er chip in it – and could have patient 
information stored on it,” she says. 
“And even if  the IV pump doesn’t 
look like it has a computer chip in 
it, it could be storing patient infor-
mation. There are numerous areas 
that people don’t think about. And 
if  you don’t have that awareness that 
computers are everywhere, you can 
create a breach.”

The trick is to elevate clinicians’ 
sensitivity to cybersecurity without 
overburdening them. “Sometimes, 
technology can push clinicians away 
from doing what they’re here to do. 
We want technology to enhance the 
experience of  the patient. It’s our 

job to make sure it’s doing that.”
Ensuring cybersecurity means extra time, 

work and effort, says Marx. Perhaps it means 
an extra hour or two on the contracting/ne-
gotiating end. “We’re absorbing this into what 
we’re already doing. 

“Technology improves the end user’s ex-
perience, but there’s an infrastructure that 
has to be created. You have to take [cyber-
security] seriously, and organizations have to 
recognize they’ll need to put additional re-
sources on it.” JHC

60
Somewhere around 

60 percent of the 
medical equipment 
in today’s hospitals 
are networked, says 
Anthony Coronado, 

manager of biomedical 
engineering, 

Methodist. That means 
around 60 percent of 
medical equipment is 
vulnerable to hackers 

and malware.
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Sticking points remain. And the number of healthcare organizations 
participating in the dialogue remains low. But many who attended this sum-
mer’s Vendor Credentialing Summit in Alexandria, Va., hosted by the Health-
care Industry Supply Chain Institute, believe the industry is coming closer to 
reaching consensus on what has been a thorny issue.

“Overall, the Summit was very productive,” says Shawn Walker, owner, Bay 
State Anesthesia, North Andover, Mass., and past president of  IMDA, the as-
sociation for specialty medical distributors. “We clearly have our own perspec-
tive. But everyone who attends [the Summit] wants to make the process better 
and do what it’s supposed to do – protect the safety and privacy of  patients. 

“But we need to get more hospitals involved. They don’t understand the 
issues, because they’re not here to hear them.”

Best Practices
At the Summit, the Coalition for Best Practices for HCIR Credentialing (www.
hcirbestpractice.org) released its “Joint Recommendations for Healthcare Indus-
try Representative Credentialing Best Practices.” The document largely reflects 
the Coalition’s 2012 working draft, but also recommends HIPAA/HITECH 
training for Level I reps, that is, those who do not have access to clinical areas.

“A process with duplicative efforts, duplicative requirements, and duplica-
tive costs without incremental value is not a viable long-term solution,” says 
Rhett Suhre, director, HCIR credentialing, Abbott, and an active member 

of  the Coalition. “Aligning on best 
practices will be good for providers, 
suppliers and most importantly, pa-
tients.”

Organizers of  the Coalition cir-
culated a draft of  recommended best 
practices for vendor credentialing 
in the summer of  2012. Borrowing 
from concepts proposed by the In-
diana Hospital Association as well 
as Mayo Clinic Vice Chair, Supply 
Chain Operations Bruce Mairose, the 
committee sent the draft to various 
organizations for review, including 
the American Hospital Association, 
American College of  Surgeons, As-
sociation of  periOperative Regis-
tered Nurses and the American Col-
lege of  Cardiology, among others, 
and sought clarification on key points 
from OSHA, CDC, The Joint Com-
mission and others.

Vendors’ 
plea
‘remove vendor credentialing requirements that 
add cost, but not value’
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vendor credentialing

“We have incorporated the information 
that we have received into the Best Practices 
recommendations and hope that this clears 
up some of  the misunderstanding or misin-
terpretation,” says Suhre. “We will continue 
to seek input in areas that are not clear.”

three levels of reps
As did the draft document of  2012, the Best 
Practices categorize sales reps into one of  
three categories, each with its own recom-
mended set of  requirements:

•  Level I – HCIR guests. Defined as indi-
viduals who may seek access to a health-
care organization’s facility, however do not 
have access to clinical areas, do not pro-
vide technical assistance, do not operate 
equipment, do not enter patient care areas 
and do not provide assistance or consult 
with patient care staff  or clinicians. 

•  Level II – Tech support and sales 
HCIRs. (Access to patient care environ-
ments excluding sterile or restricted 
areas.) Defined as individuals who 
serve primarily in a technical support 
role or product and service sales role. 
They may provide technical assistance, 
may occasionally assist with operation 
of  equipment and be in a patient care 
environment that is not defined as a re-
stricted or sterile procedure area. Their 
role requires them to often work in pa-
tient care areas where other visitors may 
be present and/or provide assistance 
to or consult with patient care staff. 
This also includes vendor and supplier 
sales representatives that interact with 
care providers for the purpose of  sales, 
education and technical support.

•  Level III – Clinical support and sales 
HCIRs. (Access to patient care environment  

including sterile or restricted areas.) Defined as individuals who 
serve primarily in a clinical support or product sales/service role 
while attending or observing patient procedures. They often 
provide technical information and serve as a resource for the 
medical professional by responding to questions regarding the 
appropriate operation of  the medical equipment.

Much yet to be done
The newly published Best Practices add HIPAA/HITECH train-
ing to the Level 1 HCIR requirements, says Suhre. “This addressed 
the groups’ concerns about incidental exposure to protected health 
information. There are a couple of  other areas that are being dis-
cussed, such as what drug screening – if  any – is needed, as part of  
the credentialing process.”

Issues surrounding background checks are another case in point. 
“If  a supplier follows the industry Best Practices recommendation, 
and the background check is done properly, there is no incremental 
value in additional background checks,” says Suhre. 

Despite the areas of  disagreement, Suhre is optimistic. “We now 
have a viable alternative solution that meets the common goals but in a 
more efficient and effective manner. In the past, there was not a viable 
alternative that everyone agreed on. 

“We have begun to see adoption of  the Best Practices, and the ini-
tial results are impressive. The number of  adverse events has decreased 
or remained stable since the implementation of  best practices. There 
have also been increased efficiencies, and the level of  compliance has 
increased significantly. As more facilities adopt and implement the Best 
Practices, we will be able to provide more metrics on the advantages 
to alignment.” JHC

Editor’s Note: JHC readers can view the Best Practices at http://www.hcirbestpractice.org/?page_id=9

“ We have begun to see adoption of 
the Best Practices, and the initial 
results are impressive. the number 
of adverse events has decreased 
or remained stable since the 
implementation of best practices.”

– rhett Suhre, director, HCir credentialing, abbott
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It’s all about value, says Jim Ziegra, HCIR 
credentialing manager for heart pump manu-
facturer Abiomed, Danver, Mass. 

“Background checks are a good example,” 
says Ziegra, who spoke about the topic at 
this summer’s Vendor Credentialing Summit. 
“Many [healthcare industry reps] are required 
to submit to a second and in some cases, a 
third background check as part of  the cre-
dentialing process. We consider this superflu-
ous and have to ask the question, ‘Does an 
additional background check add incremental 
value?’ If  not, then eliminate it.”

Background checks are the cause of  much 
discussion – and disagreement – among ven-
dors and providers, says Ziegra. “One of  the 
problems with defining a background check 
is a lack of  consistent terminology and under-
standing, specifically, what the different types of  

Where’s 
             the value?

searches will produce and how they are conducted. Also, keep in mind not 
all illegal or improper behaviors end up in a criminal court.”

After many hours of  discussion among all stakeholders, the Coali-
tion for Best Practices in Healthcare Industry Representative (HCIR) 
Requirements arrived at six essential “best practice” elements for an 
HCIR background check:

•  Social security number trace/validation: Confirms year and state 
of  issue along with names and addresses associated with SSN.

•  Criminal records check: Five-year county, state, and federal 
criminal (felony and misdemeanor) background check – resident 
states only.

•  National criminal database records check: Database check of  
available criminal records indexes.

•  National sex offender public registry check: National database 
of  registered sex offenders maintained by the U.S. Department 
of  Justice.

•  Healthcare sanctions search (HHS/OIG/GSA/FDA/OFAC 
list match): Identifies individuals listed by the government as 
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vendor credentialing

excluded from participation in Medicare, Medicaid 
and other federal healthcare programs.

•  Five-panel drug screening: Tests for drugs or controlled 
substances which are: 1) not legally obtained, or 2) 
legally obtained, but not used in a lawful manner.

Ziegra says employers of  sales reps are in the best 
position to ensure that their reps meet all credential-
ing requirements. What’s more, employers have the legal 
right to ensure compliance. “Employers should be solely 
responsible for conducting HCIR background checks, 
retaining the results, and certifying same to healthcare 
providers,” he says. 

accuracy – or lack thereof
There’s an additional, contentious, issue associated with 
background checks – their accuracy, or lack thereof.

“Employers spend roughly $2 billion a year on back-
ground checks, and there are literally thousands of  third 
party vendors who do background checks,” says Ziegra. 
“Legally, the company that does the background check 
is responsible for the accuracy of  any report they pro-
duce. But remember that ALL records MAY contain 
errors, and most background check reports reflect this 
with a disclaimer. It is imperative that all background 
check reports be reviewed for completeness and accu-
racy by the [sales rep’s] employer.”

Employers can increase the likelihood of  getting accurate 
background checks by:

•  Working with a local firm they know and trust, and 
whom they can reach directly and immediately.

•  Becoming familiar with the firm’s quality  
assurance process.

•  Determining if  the firm has a membership in the Na-
tional Association of  Professional Background Screen-
ers, which has an accreditation process for members.

What’s more, providers and vendors need to keep in mind 
the big difference between “information” and “proof,” con-
tinues Ziegra. “A third-party-generated report that indicates 

a criminal conviction is not the same as a certi-
fied copy of  a conviction record from a court.”

Ziegra suggests employers take the following steps 
to help ensure the accuracy of  the background 
checks they receive on potential employees:

•  Understand how the court systems 
work – District, Superior, and Federal.

•  Obtain a photo ID from all applicants 
and at least one other form of  ID  
for verification.

•  Obtain the Social Security Number of  
the applicant. When doing so, ask not 
just for the number, but also ask to see 
the card.

•  During the application process, ask the 
candidate to list all the places he/she 
has lived for the last seven years. If  the 
candidate says he can’t recall them all, 
consider that to be a very big red flag.

•  Ask in writing if  the candidate has ever been ar-
rested or convicted in any jurisdiction. Sometimes 
arrests are incorrectly reported as convictions, and 
sometimes misdemeanor convictions are incorrectly 
reported as felonies.

•  Do some in-house Internet searches (e.g., Google 
Advanced, Pipl, and Spokeo) to see what pops up.

•  Check federal court records, nationwide, by setting 
up an account with PACER, the Public Access to 
Court Electronic Records. JHC

“ employers spend roughly 
$2 billion a year on 
background checks, 
and there are literally 
thousands of third 
party vendors who do 
background checks.” 

– Jim Ziegra, HCir credentialing manager  
for heart pump manufacturer abiomed
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For some time, the industry has looked to The Joint 
Commission to spell out the rules of  the road for vendor 
credentialing – that is, exactly what vendors need to pro-
vide, and what healthcare providers should demand. Ten 
years ago, The Joint Commission might have complied. 
That’s because the organization was fairly prescriptive in 
dictating how providers should meet its standards. 

But that has changed in the past 10 
years, and that change is reflected in the 
organization’s approach to vendor cre-
dentialing, explains Roberta Fruth, PhD, 
RN, FAAN, CJCP and senior consultant 
for Joint Commission Resources, the 
organization’s consulting arm. 

“We still have standards,” says 
Fruth, who spoke at this summer’s 
Vendor Credentialing Summit. But 
the organization doesn’t spell out 
how providers should meet them. 
“Now we say, ‘These [standards] are based on evidence-
based practice. Based on your organization, the patients 
you serve and your resources, how are you going to meet 
them?’” Hospitals are expected to address these standards 
through their policies, programs and plans. The Joint 
Commission, then, determines through its survey process 
whether the provider is following through on its policies. 

In July 2012, The Joint Commission published an FAQ 
spelling out its expectations regarding non-licensed, non-
employee individuals in healthcare organizations, including 

healthcare industry representatives. (See http://www.joint-
commission.org/standards_information/jcfaqdetails.aspx
?StandardsFAQId=423&StandardsFAQChapterId=66.)

In the FAQ, the organization said that “in order to main-
tain patient safety, accredited health care organizations need 
to be aware of  who is entering the organization and their pur-
pose at the organization.” 

“There are additional expectations 
for non-licensed, non-employees 
that have a direct impact on patient 
care,” including sales reps in proce-
dure rooms/operating rooms provid-
ing guidance to the surgeon, and reps 
providing training to staff  on equip-
ment use, according to the FAQ. Ad-
ditional requirements include:

•  Taking steps to ensure that 
patient rights are respected, 

    including communication, dignity, personal privacy 
and privacy of  health information.

•  Obtaining informed consent in accordance with 
organization policy.

•  Implementing infection control precautions.
• Implementing a patient safety program.

From The Joint Commission’s perspective, the bottom 
line for providers is simple: Have a policy, then do what 
you say you’re going to do. JHC

Joint Commission  
to providers:  
‘Say what you’re 
going to do. do it’

Hospitals are expected to 
address these standards 

through their policies, 
programs and plans. the 
Joint Commission, then, 
determines through its 
survey process whether 
the provider is following 
through on its policies. 
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Predictability and uniformity of vendor credential-
ing requirements can lower costs for providers and sup-
pliers, while ensuring patient safety, says James Stansel, 
coordinator, operations, Mayo Clinic Supply Chain Man-
agement, Jacksonville, Fla., and an attendee of  this sum-
mer’s Vendor Credentialing Summit.

Mayo – which spans eight states and 15 acute-care facilities – 
took steps to provide both predictability and uniformity last year, 
when it drew up suggested standard requirements for vendor 
credentialing, hoping other healthcare providers would consider 
adopting them as well. That was accomplished largely through 
the work of Vice Chair Supply Chain Operations Bruce Mairose.

Mayo categorizes reps into three levels (the same approach 
adopted by the Coalition for Best Practices in HCIR Cre-
dentialing, in which Mayo participates), explains Stansel:

•  Level I reps are those who do not go into patient 
care areas. Perhaps they call only on purchasing or 

central supply. Such reps need a company ID, and 
they need to agree to adhere to Mayo’s code of  
conduct policy for healthcare industry and sup-
plier/sales representatives.

•  Level II reps are those who call on clinical set-
tings, such as doctors’ offices. Such reps need TB 
tests, flu shots (or masks), HIPAA training, other 
immunizations, etc. 

•  Level III reps are those who set foot in the OR 
and other secure areas. Such reps must meet all the 
requirements of  the Level II rep, as well as criminal 
background checks, drug screening, etc.

Mayo spells out its ground rules for vendor credential-
ing on its website, so there’s no confusion on the part of  
sales reps calling on a Mayo facility. “We’re trying to keep 
healthcare costs down,” says Stansel. “And one way to do 
that is to adopt a uniform policy.” JHC

There’s much that’s right about vendor credential-
ing today, says Doug Cones, director, sales operations, 
Cardinal Health. “I think the level of  ongoing dialogue 
between providers and suppliers has improved, and has 
produced tremendous results in acceptable Best Practices, 
which exceed most provider requirements,” says Cones, 
referring to the recently released “Joint Recommendation 
for Healthcare Industry Representative Credentialing Best 
Practices,” compiled by the Coalition for Best Practices in 
HCIR Requirements (www.hcirbestpractice.org). 

“The members of  the Coalition have worked collab-
oratively to develop standards to meet the very important 
goals of  patient safety and confidentiality. I believe the 
mission of  the Coalition – to streamline the process for 

all stakeholders, suppliers and providers – is also correct.” 
Streamlining will lead to lower costs for providers and sup-
pliers, he adds.

“Coming out of  the Summit, we’re having good, candid 
discussions; we’re getting out the elephants in the room. 
I’m encouraged by the collaboration and best practices.”

That said, work remains to be done, says Cones. “Cre-
dentialing should be streamlined… to ensure that repre-
sentatives who enter any healthcare facility have all met the 
standards.” With somewhere between 4,000 and 5,000 hos-
pitals, and with some reps servicing 10, 20 or even more 
accounts, “there’s a high cost of  non-standardization.

“The goal is to remove [requirements] that don’t matter 
– that add cost, but not value.” JHC

at Mayo Clinic, predictability and uniformity 
are key to making credentialing work

distributor exec sees silver lining
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vendor credentialing

Intermountain Healthcare has 
99 percent compliance to its ven-
dor credentialing program among 
the many suppliers who call on 
the facilities of  the Salt Lake City, 
Utah-based IDN every day. It has 
been able to do so by gaining the 
support of  hospital leadership, 
physicians and staff, says Jo Ann 
Autenrieb, supplier access pro-
gram manager, who has been in 
charge of  the IDN’s vendor cre-
dentialing program since 2007, 
and who has been a regular at-
tendee at past Vendor Credential-
ing Summits. With that support in 
place, suppliers have little choice 
but to adhere to the program. It’s a 
simple formula, but it takes work.

“We have consistent education 
and communication, not only with 
our suppliers, but with everyone 
in the hospital organization,” says 
Autenrieb. Everyone at Intermoun-
tain knows what is expected of  
vendors and what they need to do 
in order to make sure suppliers are 
in compliance, she says. “We’re all 
on the same page.” Just as impor-
tant, vendors know the rules too. 

An active participant in the Co-
alition for Best Practices in HCIR 
Credentialing (www.hcirbestprac-
tice.org), Autenrieb supports the 
recently published Best Practices, 
but points out that Intermountain 
is not in alignment with all of  them. 
That’s because at Intermountain, as 
at other provider organizations, poli-
cies and procedures emanate from 

many different areas of  the orga-
nization, not just supply chain, she 
says. And some policies are unique 
to Intermountain and its patient 
population. Given Utah’s young 
population, for example, pertussis is 
of  great concern to the Intermoun-
tain staff. That’s why the IDN insists 
that Levels II and III sales reps be 
immunized – a more stringent prac-
tice than that recommended by the 
Coalition. Similarly, fire and safety 
codes vary from state to state, she 
adds. Individual healthcare organiza-
tions must adapt the Best Practices 
to their own localities.

Autenrieb believes vendor cre-
dentialing has progressed a great 
deal in recent years. Pointing to 
the growing analytics capabilities 
of  vendor credentialing organiza-
tions, for example, she says that 
supply chain departments are able 
to run reports on supplier activity 
in various areas of  the hospital.

Yet there’s room for improve-
ment. The challenge is to get more 
hospitals and IDNs to buy into the 
Best Practices process. “It is pretty 
difficult and frustrating for a sup-
plier to go from one hospital orga-
nization to another, each with its 
own expectations,” she says. At the 
same time, vendors need to edu-
cate themselves on the pressures 
and demands that hospitals face 
from various regulatory bodies, 
which affects hospitals’ approach 
to risk management, infection 
control and other topics. JHC

Where UHC goes, 
other providers 
may follow
UHC’s endorsement of the recommend-
ed Best Practices for vendor credentialing, 
published by the Coalition for Best Practices 
in HCIR Requirements (www.hcirbestprac-
tice.org), could cause other healthcare organi-
zations to take a hard look at the document. 
That’s because Chicago-based UHC repre-
sents 118 academic medical centers and 299 
affiliated hospital members.

Doug Smith, senior director, capital re-
sources and supply chain services, is on the 
steering committee of  the Coalition, and has 
served as a conduit between that organization 
and the UHC membership. In early 2013, 
Smith presented the recommended Best 
Practices to a UHC supply chain committee 
working on vendor management issues. After 
Bruce Mairose, vice chair, supply chain opera-
tions for Mayo Clinic (a UHC member) made 
a presentation to UHC supply chain represen-
tatives on the Best Practices, UHC moved to 
endorse them. They have since been posted 
on the organization’s website.

“We recognize our members will modify 
[the Best Practices] based on their organiza-
tion’s or state’s requirements,” says Smith. 
“But we can endorse them and encourage our 
members to implement them.”

Few provider organizations attended the 
Summit, notes Smith. But providers and ven-
dors will be best served by reaching consen-
sus around credentialing, he adds. “People 
do believe that the Best Practices document 
is beneficial, and that it has the potential to 
reduce cost for suppliers as they try to meet 
the credentialing requirements.” JHC

at intermountain, everyone’s 
on the same page
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vendor credentialing

If a sales rep were educated on basic cardiology issues, cardi-
ologists would probably be more inclined to spend time with him or 
her. That’s according to Ron Anson, director of  business development 
and entrepreneurship, American College of  Cardiology, who tackled 
this topic at this summer’s Vendor Credentialing Summit. 

For a little over two years, the American College of  Cardiology has of-
fered web-based and live training for reps on a number of  topics, including 
the fundamentals of  cardiology, structural 
heart disease, acute coronary syndromes, 
heart failure, coronary artery disease, and 
atrial fibrillation. “We want the industry 
representative to be of  greater value to our 
membership, by being able to engage in conversation that goes beyond 
individual company product training or clinical application training,” said 
Anson following the Summit. “And we repeatedly get feedback from our 
members and reps that we’ve been successful in doing that.”

In response to a survey, approximately 60 percent of  American Col-
lege of  Cardiology members said they meet with sales reps one to three 
times a week, and an additional 24 percent said they meet with reps four 
to six times every week, said Anson. Seventy-seven percent said they 
would be more likely to meet with a rep if  he or she had ACC training. 

The College’s 2.5-day live training programs are delivered at various 
locations by cardiologists, says Anson. “Before we started the program, 
we surveyed our membership, who felt that industry does an outstanding 
job at making sure reps know their products and their use. But we felt 

there could be improvement in their knowledge 
of  utilization of  competing products or treat-
ments, and in the application of  appropriate-use 
criteria and guidelines.” 

At the conclusion of  the training program 
(following successful completion of  a final 
exam), attendees receive proof  of  attendance, 

and permission to run an American College 
of  Cardiology logo on their business card. 

“It is within the mission of  the College to 
provide education on cardiovascular disease and 
treatments, and the College sees industry as an-
other constituency that is in need of  education 
from experts,” says Anson. “We at the ACC see 
the educational effort of  the College as a key 
component of  ensuring that industry represen-
tatives are prepared and have the knowledge 
base to enter the cath lab. Because of  this, we 
see the ACC as needing to play a role in the cre-
dentialing process.” JHC

Seventy-seven percent of cardiologists surveyed said 
they would be more likely to meet with a sales rep if he 
or she had american College of Cardiology training.

the informed sales rep

•  Background checks. Is it necessary for reps to have 
drug screening? Who should do it? How often? And 
how many drugs should reps be tested for?

•  Business associate agreements. Do reps need to 
sign them? Do they even have the authority to do so?

•  Rep competency. How can a rep demonstrate his 
or her competency to sell the products in his or her 
bag? And how would that be done by reps from 
general-line distributors, who represent thousands 
of products?

•  What if a rep is identified as a sex offender? Who 
verifies that? And what happens if the finding is 
based on a mistake in the database?

•  Which reps need to get vaccinations? For what 
diseases? And what if a rep is unable to get a vac-
cination due to a medical condition?

•  And why is it relatively easy for healthcare organiza-
tions to get reports on which reps are compliant 
and which are not, but vendors sometimes find it 
difficult to get the same reports on their own reps?

Sticking points remain
Despite the progress in vendor credentialing, thorny issues remain:
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Michael O’Connell has been interested in safety for years. It’s the way 
he was brought up by his parents. Today, as vice president of  clinical/support 
services for Marymount Hospital, a Cleveland Clinic hospital, he’s steeped in it.

“Every day, the president of  our organization, our chief  nursing officer, 
quality director and myself  review all of  our safety events,” says O’Connell, 
who has a master’s in health administration, and who is a Fellow in the Ameri-
can College of  Healthcare Executives as well as the American College of  Medi-
cal Practice Executives. “We discuss how we can address the issue, as well as 
the bigger picture.” 

The single most important ingredient for any successful patient-safety ini-
tiative is physician support, he says. “Physicians set the tone in the medical 
practice. If  they aren’t committed to everything from reducing needlestick inju-
ries to reducing slips, trips and falls, it won’t work.”

O’Connell presented 60 ways to create a safe medical practice at the recent 
MGMA 2013 Annual Conference. MGMA-ACMPE is a membership asso-
ciation for professional administrators and leaders of  medical group practices. 
Here are a few:
•  Sprinkler heads: Keep them far from air vents, and clean. Don’t obstruct 

them; maintain an 18-inch clearance from the bottom of  the sprinkler head
•  In case of fire, call Code RED first, then remember the acronym 

R.A.C.E. – “rescue, alarm, contain, extinguish.”
•  Code RED response: Keep in mind this acronym: P.A.S.S., for “pull the 

pin, aim nozzle, squeeze handle, sweep the base.”
•  Fire exits: Are exit signs pointing the right direction? Are fire exit paths 

clear? Are fire doors in working order?

•  Electrical outlets: Do not use 
power strips. Use items with a 
grounding conductor. Test sockets 
regularly. Unplug unnecessary items.

•  Personal appliances: They are 
not built for commercial use. All 
appliances within patient care areas 
must have a grounding conductor.

•  Improper item storage: Reduce 
clutter in hallways, patient rooms, 
storage areas and stations/desks.

•  Use fire-retardant furniture 
and curtains.

•  Educate employees annually on 
safety measures, code responses, and 
where to find more information on 
what to do in an emergency.

•  Disaster plan: Write it down, 
display it, update it annually, and 
make it easy to use.

• Parking lots: Keep them well-lit.
•  Employee lockers: Insist that all 

employees lock their lockers.
•  Chemical storage: Differenti-

ate between locked toxic/hazard-
ous chemicals and others (i.e. 

sixty  
ways to 

safety
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formaldehyde vs. paint). Implement a safe storage policy/procedure 
based on category. 

•  Chemical exposure: Reduce skin and respiratory irritation by using 
products with less odor; try to clean areas when patients are absent. 
Make sure cleaned area is dry before patients and employees enter.

•  Trash: All collection cans should have closed lids. Empty regularly. Sepa-
rate items properly upon disposal (i.e. biohazardous waste vs. paper). 

•  Red bags: Continually educate staff  on items for red bag disposal. 
Use an approved vendor to remove biohazardous waste. Keep all 
bills of  lading as documentation. 

•  IT: Implement role-based access, audit trails, password protection, and 
data encryption. Continuously reassess and increase IT safety measures. 

•  Implement a policy to stop cutting and pasting (without edit-
ing) of  anything included in an electronic health record. 

•  CPOE/alerts: Too many alerts can cause 
physicians to ignore allergies or drug interac-
tions. Test and monitor the system often, work 
with other systems to develop best practices, 
remove “extra clicks”, and update often. 

•  Handwriting: Establish a culture of  leg-
ibility, to avoid incorrect prescription fills or 
incorrect medical records.

•  Abbreviations: Implement a hard-stop 
alert that appears when clinicians attempt to 
enter unapproved abbreviations. 

•  Crash carts: Keep carts stocked, locked, checked, accessible, and 
plugged in. Store only full oxygen tanks on the carts. 

•  Wheelchair lifting: Use lifting guidelines with bariatric patients. 
Educate staff  on proper lifting procedures. 

•  Footwear: Hazards include chemicals, bodily fluid spills, heavy 
objects being dropped. Create safe-footwear policies, such as no 
open-toed shoes and no shoes with holes in them. 

•  Slips, trips and falls: Changes in elevation, spills, etc., can 
lead to falls. Use a comprehensive checklist for things to look out 
for. (See the Centers for Disease Control and Prevention book-
let, “Slip, Trip, and Fall Prevention for Healthcare Workers,” at 
http://www.cdc.gov/niosh/docs/2011-123/pdfs/2011-123.pdf.)

•  Needles: Use blunt-tip or retractable needles. Use proper disposal 
methods for sharps. 

•  Patient falls: Screen patients for risk and post alert on electronic 
health record; hourly rounding.

•  Patient refrigerators: Make sure they are labeled for patient 
food ONLY. Monitor temperature; maintain an alarm on the fridge 

in case temperature drops. Clean properly 
and often. 

•  Salad (sound-alike, look-alike 
drugs): Write the purpose of  the med on 
the Rx to prevent errors. Provide generic 
and brand names of  drugs for med orders. 
Do not store meds alphabetically. 

•  Oxygen tanks: Separate and properly la-
bel storage carts as “Full,” “Less than Full” 
and “Empty.”

•  Eye wash stations: Perform testing on 
stations to ensure proper functioning. 

•  Medication rooms: Keep all medica-
tion and dirty utility rooms locked.

•  Error-reporting system: Have an 
error-reporting system to identify trends 
and system issues that could result in future 
patient harm. 

•  Blanket warmers: Overheating is 
primary hazard. Test temperatures regularly 
and document.

•  Surgical sites and procedures: TIME-
OUT checklist in the OR before procedure 
begins, so the whole operative team can con-
firm patient identity, correct side and site, and 
agree on procedure to be performed. 

•  C. difficile patients: Use appropriate 
contact precautions and personal protec-
tive equipment, and monitor adherence. 
Isolate patient, transport only when medi-
cally necessary. Educate infected patients 
on proper hygiene. JHC

“ If the physicians aren’t 
committed to everything 
from reducing needlestick 
injuries to reducing slips, 
trips and falls, it won’t work.”
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The UDI system consists of  two 
core items, according to the agency:

•  A unique number assigned by 
the device manufacturer to the 
version or model of  a device, 
called a unique device identifier. 
This identifier will also include 
production-specific information 
such as the product’s lot or batch 
number, expiration date, and 
manufacturing date when that 
information appears on the label.

•  A publicly searchable database 
administered by the FDA, called 
the Global Unique Device Iden-
tification Database (GUDID), 
which will serve as a reference 
catalogue for every device with 
an identifier. No identifying 
patient information will be 
stored in this device information 
center, according to FDA.

•  Once fully implemented, the 
UDI system rule is expected to 
enhance the ability to quickly 
and efficiently identify mar-
keted devices when recalled, 
improve the accuracy and 
specificity of  adverse event 
reports, and provide a foun-
dation for a global, secure 
distribution chain, helping to 
address counterfeiting and di-
version, says FDA. It will also 
offer a clear way of  document-
ing device use in electronic 
health records and clinical 
information systems.

To view the FDA’s final rule on unique 
device identification, go to www.fda.
gov/MedicalDevices/DeviceRegu 
lationandGuidance/UniqueDevice 
Identification/default.htm

A UDI is a unique numeric or 
alphanumeric code consisting 
of two parts:

1.  A device identifier (DI), 
which is a mandatory, fixed 
portion of a UDI that identi-
fies the labeler and the 
specific version or model of 
a device.

2.  A production identifier (PI), 
which is a conditional, vari-
able portion of a UDI that 
identifies one or more of 
the following: 

•  The lot or batch number 
within which a device 
was manufactured.

•  The serial number of a 
specific device.

•  The expiration date of a 
specific device.

•  The date a specific device 
was manufactured.

•  The distinct 
identification code 
required by §1271.290(c) 
for a human cell, tissue, 
or cellular and tissue-
based product (HCT/P) 
regulated as a device.

Source: U.S. Food and  
Drug Administration

What is a UDI?

At Long Last
FDA issues long-awaited UDI rule

It was years in the making. But in September, the U.S. Food and Drug 
Administration issued a final rule on unique device identification or UDI, as 
well as a global database for all medical devices. As expected, the highest-risk 
(class III) medical devices will be first out of  the chute. Many low-risk devices 
will be exempt from some or all of  the requirements in the final rule. The final 
rule follows by 14 months the FDA’s proposed UDI rule. (See October 2013 
Journal of  Healthcare Contracting.)

A publicly searchable database 
administered by the FDA, called the 
Global Unique Device Identification 
Database (GUDID), which will serve 
as a reference catalogue for every 
device with an identifier. 
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Compliance date Requirement

One year after publication 
of final rule  
(Sept. 24, 2014)

•  The labels and packages of class III medical devices and devices licensed under 
the Public Health Service Act must bear a UDI.  (A one-year extension may be 
requested no later than June 23, 2014.)

• Class III stand-alone software must provide its UDI.

Two years after 
publication of final rule 
(Sept. 24, 2015)

•  The labels and packages of implantable, life-supporting, and life-sustaining 
devices must bear a UDI. 

•  A device that is a life-supporting or life-sustaining device that is required to 
be labeled with a UDI must bear a UDI as a permanent marking on the device 
itself if the device is intended to be used more than once and intended to be 
reprocessed before each use. 

•  Data for implantable, life-supporting, and life-sustaining devices that are 
required to be labeled with a UDI must be submitted to the GUDID database. 

Three years after 
publication of final rule 
(Sept. 24, 2016)

•  Class III devices required to be labeled with a UDI must bear a UDI as a 
permanent marking on the device itself if the device is a device intended to be 
used more than once and intended to be reprocessed before each use.

•  The labels and packages of class II medical devices must bear a UDI. 
Data for class II devices that are required to be labeled with a UDI must be 
submitted to the GUDID database.

Five years after 
publication of final rule 
(Sept. 24, 2018)

•  A class II device that is required to be labeled with a UDI must bear a UDI as a 
permanent marking on the device itself if the device is intended to be used 
more than once and intended to be reprocessed before each use.

•  The labels and packages of class I medical devices and devices that have not 
been classified into class I, class II, or class III must bear a UDI. 

•  Data for class I devices and devices that have not been classified into class I, class 
II, or class III that are required to be labeled with a UDI must be submitted to the 
GUDID database.

• Class I stand-alone software must provide its UDI.

Seven years after 
publication of final rule 
(Sept. 24, 2020)

•  Class I devices, and devices that have not been classified into class I, class II, 
or class III that are required to be labeled with a UDI, must bear a UDI as a 
permanent marking on the device itself if the device is intended to be used 
more than once and intended to be reprocessed before each use.

Source: U.S. Food and Drug Administration, “Unique Device Identification,” http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/UniqueDeviceIdentification/default.htm

Timetable for implementation
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Although drug 
shortages are a com-
plex problem with-
out an overnight fix, 

the Healthcare Supply Chain Association and 
its group purchasing organization members are 
committed to working with our supply chain 
partners to help mitigate this public health crisis.  

In response to a 2011 order from Presi-
dent Obama, the U.S. Food and Drug Admin-
istration recently released its strategic plan for 
preventing drug shortages. The plan includes 
a proposed rule to require drug and biotech-
nology companies to promptly notify the 
agency of  potential disruptions to the supply 
of  medically important drugs. The FDA noted 
that most drug shortages are the result of  
manufacturing and quality control problems.

The FDA proposes working with drug makers 
to fix manufacturing problems. The agency en-
courages payers to explore financial or economic 
incentives to reward high-quality manufacturing. 
Importantly, the FDA did not explicitly mention a 
scorecard or seal of  approval to rate manufactur-
ing metrics, an idea that surfaced earlier this year 
after the FDA publicly suggested that the market-
place does not reward quality manufacturing.

GPOs respond
GPOs are currently working with hospitals, 
manufacturers, distributors, the Department of  
Health and Human Services and the FDA to en-
sure that hospitals and patients have access to the 

life-saving drugs they need. GPOs are already taking a variety of  steps to 
reduce the impact of  generic drug shortages, including:

•  Voluntary contracting. All GPO purchasing contracts are vol-
untary, meaning that hospitals are free to purchase “off  contract,” 
that is, outside the GPO arrangement – and they frequently do.

•  Price adjustments. GPO contracts are the product of  competi-
tive market negotiations. Contract pricing is a constantly moving 
target, and drug companies regularly adjust pricing of  GPO con-
tracts based on market conditions, such as manufacturing capacity, 
raw material availability, and competitive suppliers. That means that 
when manufacturers experience shocks to production, such as a 
higher input price, they have the ability to quickly change the con-
tracts. GPOs manage thousands of  price changes annually.

•  Migration to alternative products. In addition to delivering cost 
savings, GPOs are the sourcing partners to hospitals. They work 
with hospitals and healthcare providers to ensure prompt and safe 
migration to alternative products when shortages arise.

•  Data-tracking. GPOs track data on drug shortages, strategize with mem-
bers when there is the potential for supply chain disruption, and commu-
nicate with manufacturers and distributors to help foresee future problems.

•  Manufacturer evaluation. GPOs help members lessen their 
exposure to drug shortages by evaluating manufacturer reliability when 
sourcing and awarding contracts, and in helping providers establish best-
practice purchasing procedures. 

•  Increased suppler-provider communication. GPOs work with 
their supplier partners to communicate product demand from our pro-
vider members. By communicating this information to manufacturers in 
a timely fashion, they help manufacturers plan for production capacity.

The FDA and industry have identified numerous causes of  drug short-
ages, including manufacturer problems, quality issues and barriers to get-
ting new suppliers on line when supply is disrupted. GPOs are committed 
to being part of  the solution. JHC

Drug shortages:  
GPOs are part of the solution

Curtis Rooney is president of  the Healthcare Supply Chain Association, www.supplychainassociation.org.

By Curtis Rooney

Critical prescription drug shortages continue to plague the nation and jeopardize 
patient access to many essential medicines. Between 2005 and 2011, the number of  new short-
ages quadrupled to 251. Although that number declined to 117 in 2012, there are still more than 
300 ongoing shortages to date. 
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“As a new small business owner, I’m continually looking to build relationships 
with others in the industry. I joined HISCI because it provides me equal  

access to GPO trading partners through their network of supply chain  
professionals, while offering me the tools and education I need to grow.”

To join, contact Mike Copps, HISCI’s executive director  |  202.367.1185  |  info@hiscionline.org  |  www.hiscionline.org
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View from washington

By Robert Betz, 
Ph.D.

Coordination of medication 
reconciliation information 
continues to play a major role in 
every healthcare setting today 

Paul Harvey, the radio commentator, 
was one of  the best. I recall as a boy listening to 
him speak and getting chills from his powerful 
delivery of  the message he conveyed. One of  
my favorites was “So God made a farmer.” 
Public opinion polling shows that the most 
trusted healthcare professional today is 
the pharmacist. I want to paraphrase Paul 
Harvey and provide a compelling example of   
“Why God made a pharmacist.”

In the middle of  the night recently,  
I took an old friend to the hospital. 
She was very ill, but her condition 
was not life-threatening. Following 
appropriate triage, she had to wait 
while others in more desperate need 
of  medical attention were seen first. 
I waited with her across from the 
Emergency Room (ER) receptionist. 
For two-plus hours, I saw numerous 
patients present themselves to the 
ER carrying bags full of  prescription 
medications. Some would line the 

Why God 
Made a  
Pharmacist
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medications up on the counter and then explain they had no idea what 
they were for. Others brought in by rescue/ambulance personnel had 
plastic bags containing brown prescription bottles with white tops, laid 
on top of  the covering sheet, as they were wheeled into the ER.  

Something occurred to me that night about all those bags of  
prescription bottles. Why were there so many? Why didn’t the pa-
tient know what they were for? And, most importantly, who was 
coordinating all those meds? Can some patients, seen in numerous 
healthcare settings and by different types of  healthcare profession-
als, get a comprehensive medication review only after they present 
themselves to an ER with their bag of  prescriptions?

Medical reconciliation 
The Medication Reconciliation Process (MRP) has been part of  a 
huge quality improvement push from the Joint Commission and 
other healthcare organizations – as part of  the hospital accredita-
tion process. I’m told this push started ap-
proximately two years ago when the Joint 
Commission began changing standards that 
included the MRP. The Joint Commission 
National Patient Safety Goal, effective Jan. 
1, 2013, offers a straightforward Introduc-
tion to Reconciling Medication Informa-
tion. It states:
“The large number of  people receiving healthcare 
who take multiple medications and the complex-
ity of  managing those medications make medica-
tion reconciliation an important safety issue. In 
medication reconciliation, a clinician  compares 
the medications a patient should be using (and is actually using) to the new 
medications that are ordered for the patient and resolves any discrepancies.

The Joint Commission recognizes that organizations face challenges with 
medication reconciliation. The best medication reconciliation requires a complete 
understanding of  what the patient was prescribed and what medications the pa-
tient is actually taking. It can be difficult to obtain a complete list from every 
patient in an encounter, and accuracy is dependent on the patient’s (or family’s) 
ability and willingness to provide this information. A good faith effort to collect 
this information is recognized as meeting the intent of  the requirement. As health 
care evolves with the adoption of  more sophisticated systems (such as centralized 
databases for prescribing and collecting medication information), the effectiveness 
of  these processes will grow. 

This National Patient Safety Goal (NPSG) focuses on the risk points 
of  medication reconciliation. The elements of  performance in this NPSG are  

designed to help organizations reduce negative pa-
tient outcomes associated with medication discrep-
ancies. Some aspects of  the care process that in-
volve the management of  medications are addressed 
in the standards rather than in this goal. These 
include coordinating information during transitions 
in care both within and outside of  the organization 
(PC.02.02.01), patient education on safe medica-
tion use (PC.02.03.01), and communications with 
other providers (PC.04.02.01).”

Maybe seamless, real-time electronic 
medical records that healthcare providers 
can use to enhance patient safety should be 
a national policy goal. However, this tech-
nology and its adoption are far from reality 

in many hospitals and other healthcare set-
tings today. The MRP is one of  the major 
problems wrought with potential for er-
ror on behalf  of  patients, doctors, nurses, 
pharmacists, and other healthcare provid-
ers. This process looks at reconciling need-
ed medications from admission, through 
hospitalization (especially from service/
department to service/department), to the 
point of  discharge with prescriptions that 
the patient carries out the door with them. 

There is plenty of  literature on these pit-
falls, including language issues, poor patient 
memory, family members giving incorrect 

Maybe seamless, real-time electronic 
medical records that healthcare 
providers can use to enhance  
patient safety should be a national 
policy goal. However, this technology 
and its adoption are far from 
reality in many hospitals and other 
healthcare settings today. 

The Journal of Healthcare Contracting | December 2013 51







View from washington

information, too much work to enter in elec-
tronic medical record systems, lack of  hand-
off  between disciplines, confusion with pre-
scriptions at discharge, no specific or unclear 
information at discharge, and a patient go-
ing to and being seen by multiple doctors or 
multiple pharmacies. This is a huge problem 
for healthcare today. Fortunately, healthcare 
providers along with many others are seeking 
ways to fix this.

Problems after discharge
Prior to discharge is a good time to start 
a patient on a prescription in which they 
can reap long-term benefits. According to 
an Oct. 23, 2013 article by Paul Barr, in 
Hospital and Health Networks Daily, about 
the Oct. 15, 2013 release of  “The Dart-
mouth Atlas of  Medicare Prescription Use” 
(lead author: Jeffrey Munson, M.D., Assis-
tant Professor at Dartmouth Institute for 
Health Policy and Clinical Practice) “Some 
heart attack patients may not continue to 
take a recommended beta-blocker for even 
the first six months after discharge – three 
years is the recommendation – without in-
tervention before they leave the hospital 
and follow-up afterwards.” Coordination 
of  care from hospital physicians to com-
munity providers may be one of  the biggest 
problems, especially when multiple physi-
cians become involved.

Similarly, after being discharged, some patients may continue 
taking risky drugs only short-term in the hospital setting. Proton 
pump inhibitors, used to treat heartburn, severe indigestion, and 
ulcers, are a good example of  a medicine that many believe the 
elderly are over utilizing. The Oct. 23, 2013 article in Hospital and 
Health Networks Daily states “The percentage of  patients taking a 
proton pump inhibitor varied from 15.8 percent in Grand Junc-
tion, Colo., to 45.5 percent in Miami, Fla.” What’s going on? Is 
the food in Miami that much more “picante” than Colorado? The 
article continues, “Despite the benefits some receive from taking 
them (the inhibitors), many would be better off  on another drug, 
particularly given that studies are indicating there can be rare but 
serious side effects.” This class of  drugs seems to be problematic, 
as many experience a recurrence of  symptoms after stopping usage. 
Yet, in some cases people just don’t know or are never told to take 
a holiday from using the drug.

It’s easy enough to classify this all as a “patient educational is-
sue.” Okay, you got me there.  Patient education is certainly part of  
the solution. However, when patients go from service to service, or 
from attending to resident to nurse, or from specialist to generalist, 
it’s understandable when a patient concludes, “I don’t know better 
so I will continue the medication anyway.” It’s easy to see why the 
problem persists as patients are bombarded with information while 
all they’re really interested in is just getting out the hospital door.  

Complications to consider
There are other issues that can contribute to the problem. You have 
to wonder how many patients continue on medications because 
they have insurance, and, for example, get the medication for a fam-
ily member or friend, who does not have insurance. What about pa-
tients who get drugs on auto refill from pharmacies even though they 
don’t need them or because treatment changed to include another 

Coordination of care from hospital 
physicians to community providers 
may be one of the biggest problems, 
especially when multiple physicians 
become involved.
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drug? What about patients going to multiple pharmacies and pro-
viding an incomplete list of  their medications from only one of  the 
pharmacies they get medication from? Now consider translation is-
sues, as many patients speak little to no English, which may place the 
burden of  their incomplete medication history on well-intentioned, 
but uninformed, family members. Also consider those patients with 
disabilities such as poor vision or memory that make the ability to 
acquire a medication history almost impossible. Last, consider those  
patients who bring their medication into the hospital in properly 
labeled vials. However, these vials contain 
multiple medications that were placed in 
the same single bottle which will have to be 
separated by hospital personnel. 

As healthcare continues to rapidly 
evolve for healthcare professionals, orga-
nizations and patients alike, the ongoing 
problems associated with coordination 
of  medication reconciliation information 
across the continuum of  care continues to 
play a major role in every healthcare set-
ting today. Government mandates for elec-
tronic records will help standardize how 
healthcare systems enter valuable informa-
tion and will remove the problem of  read-
ing illegible handwriting which can lead to  
medication errors.  

Nevertheless, technology without proper  
communication between the patient and 
the multiple disciplines caring for them is 
still the key. This communication piece is even more vital when 
considering all the medication-related hurdles that a patient faces 
from the stressful first steps of  admission to the sometimes rushed 
discharge. This becomes even more vital as the patient reenters 
the community setting where the patient may need to coordinate 

this medication information, often alone, 
between the multiple pharmacies and phy-
sicians who are caring for them. It’s hard 
enough to go through this process by your-
self, but is the patient expected to know 
seven years of  pharmacy school to insure 
that all is well with their medications?  

So, that late night in the ER, I asked my-
self, who in healthcare is the real advocate 

for the patient in terms of  ongoing co-
ordination of  medications? It finally oc-
curred to me – that’s why God made a 
pharmacist. To quote Paul Harvey once 
again, “Good day!” JHC

Note: The author wishes to specifically thank Dr. William Stratis, B.S., Pharm.D., RPh, Director of  Pharmacy Services, 
New York Eye and Ear Infirmary, of  the Mount Sinai-Health System, New York, New York, for his guidance and con-
tributions to this article.

Robert Betz, Ph.D., is President of  Robert Betz Associates, Inc. (RBA), a federal health policy consulting firm located in the Washington, 
D.C. area. Additionally, Dr. Betz is an adjunct professor teaching at The George Washington University where he specializes in political 
science and health policy. For more information about RBA, visit www.robertbetz.com.

As healthcare continues to 
rapidly evolve for healthcare 
professionals, organizations 
and patients alike, the ongoing 
problems associated with 
coordination of medication 
reconciliation information across 
the continuum of care continues 
to play a major role in every 
healthcare setting today. 
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Robert T. Yokl is president and chief  value strategist of  Strategic Value Analysis® In Healthcare, which is the acknowledged healthcare 
authority in value analysis and utilization management. Yokl has nearly 38 years of  experience as a healthcare materials manager and supply 
chain consultant, and also is the co-creator of  the new Utilizer® Dashboard that moves beyond price for even deeper and broader utilization 
savings. For more information, visit www.strategicva.com. For questions or comments, e-mail Yokl at bobpres@strategicva.com.

If  you have ques-
tions, (such as “Which 
products are causing 
my overspends and 
whether it’s a price, 
standardization or uti-
lization issue?”) they 
are never answered 

in these reports. This leaves supply chain profes-
sionals guessing at why their metrics are higher or 
lower than their peers. These reports are a poor 
substitute for identifying your actionable savings 
opportunities. In fact, they aren’t much better 
than flying blind!

This is why you need targeted benchmarks 
to answer these important questions. By target, 
I mean developing benchmarks on every one 
of  your SKUs (storekeeping units) to uncover 
your price, standardization and utilization mis-
alignments. This is the only way to marry up 
your global benchmarks to your actionable 
savings opportunities. For instance, if  your 
benchmarking service is telling you that you 
are at the 70th percentile of  all hospitals on 
your supply cost per operating room case, you 
can then review all of  your operating room 
product’s targeted benchmarks to uncover why 
you are out of  alignment with your peers. 

Often through this process you’ll discover 
it’s not that your supply chain department is 

Targeted Benchmarking
Global benchmarks won’t uncover your actionable savings opportunities

out-of-step with your peers, but your benchmarking service has your 
hospital, system or IDN in a wrong cohort group which is distorting 
your benchmarks. This is a common occurrence with global benchmark-
ing services that has given benchmarking a bad reputation. To prevent 
this from happening to you, verify (yourself) that your healthcare orga-
nization is in the right cohort group when you receive your next report. 

The best match up we have found for accurate benchmarking is to 
compare your hospital by its unique operating characteristics (i.e., adjusted  
discharges, operating room cases by type and volume, specialty units, 
emergency room trauma level, etc.) to your peers. Since no hospital is  
exactly the same, you try to get the best match possible. For instance, 
being measured by your occupied beds is the worst measurement pos-
sible, since occupied beds don’t reflect your hospital’s uniqueness, intensity 
of  services or centers of  excellences. Lastly, make sure your benchmark-
ing service is using your correct operating characteristics to compare your  
hospital to their cohort group or your reports will be worthless! 

Benchmarking is an effective technique to improve your supply chain 
operations, but it’s operationally ineffective when your benchmarking service 

is employing global metrics to identify 
anomalies in your supply streams since 
these high level metrics are too far re-
moved from your supply chain opera-
tions to be useful, meaningful and ac-
tionable. You need to get to the ground 
level (or SKU level) with your bench-
marking to provide you with actionable 
information that you can easily react 
to intelligently. That’s how you have 
breakthrough performance improve-
ment to up your savings game. JHC

Most supply chain departments are subscribing to global benchmarking services 
that provide them with benchmarks at 30,000 feet that leaves too many questions unanswered 
to be helpful in improving your supply chain expense management performance. 

By Robert T. Yokl,  
Chief Value Strategist, 
Strategic Value 
Analysis® in Healthcare

You need to get to 
the ground level 

(or SKU level) with 
your benchmarking 

to provide you 
with actionable 
information that 

you can easily react 
to intelligently. 
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Amerinet

2014 Amerinet Member Conference 

May 20-23, 2014 

Paris Hotel 

Las Vegas, Nev.

AHRMM

AHRMM Annual  

Conference & Exhibition 

August 3-6, 2014 

Orlando World Center Marriott

ASCP (American Society of Consultant Pharmacists)

Annual Meeting

November 5-7, 2014 

Gaylord Palms Resort & Convention Center 

Orlando, Fla.

Health Connect Partners

Radiology & Imaging Conference

April 28-30, 2014 

St. Louis, Mo.

Hospital O.R. & Surgery Center Conference

April 30-May 2, 2014 

St. Louis, Mo.

Hospital Pharmacy Conference Spring 2014

May 5-7, 2014 

St. Louis, Mo. 

Amerinet

Fall Hospital Pharmacy Conference

Oct. 6-8, 2014 

Chicago, Ill.

Hospital & Healthcare I.T. Conference

Oct. 13-15, 2014 

Chicago, Ill.

HIDA

Executive Conference

March 18-21, 2014 

Hyatt Regency Lost Pines 

Austin, Texas

HSCA

National Pharmacy Forum

Feb. 24-26, 2014 

Scottsdale Marriott at McDowell Mountains 

Scottsdale, Ariz.

IDN Summit

2014 Spring IDN Summit and Reverse Trade Show

April 7-9, 2014 

Omni Orlando Resort and Champions Gate 

Orlando, Fla.

Premier

Breakthroughs Conference 

June 10-13, 2014 

San Antonio, Texas 



By Mark Thill

observation deck

It’s interesting to witness the democratization of 
medicine and to speculate about its impact on the health-
care supply chain profession. Here are a couple of  exam-
ples of  what I mean by democratization.

•  Used to be, the doctor was the answer man. When 
he came into the exam room, the patient shut up 
and let the doc do the poking and probing. The 
doctor jotted down some notes and the 
visit ended. That approach to patient 
care is dying. Today, consumers are better 
equipped with knowledge about medicine, 
thanks to the Internet. They come to their 
visit with questions for the doctor; maybe 
even some potential answers. 

•  We’ve all seen the “Ask your doctor 
about [name your Rx]” commercials on 
TV and in consumer magazines. We take 
direct-to-consumer advertising for granted today, 
at least for pharmaceuticals. That wasn’t the case 
20 years ago. The drug companies have inserted 
themselves between the patient and the doctor. 
Interesting approach. 

•  Doctors and hospitals are looking at their reimburse-
ment being based, at least in part, on how patients 
perceive and feel about the care they receive. In the 
past, who cared what the patient thought? “We know 
what’s best for you” was the attitude on the part of  
the medical establishment. “You might not like it, but 
you’ll thank me later.” 

•  Consumer Reports is working with the ABIM 
(American Board of  Internal Medicine) Foundation  

and a number of  medical specialty societies to 
publicize tests and procedures that those societies 
have identified as unnecessary or potentially harmful. 
It’s part of  a program called Choosing Wisely®. The 
upshot is, people are questioning their doctor about 
the necessity of  the tests he or she is ordering. Ex-
pect more questions, particularly as health insurance 
deductibles go up.

How might this democratization of  medicine affect 
Journal of  Healthcare Contracting readers? This fall, Consum-
ers Union, which calls itself  the policy arm of  Consumer 
Reports, launched a campaign calling on manufacturers of  
hip and knee implants to provide warranties that would en-
title patients to have defective devices replaced at no cost. 
Check it out at www.safepatientproject.org.

What’s interesting about the Consumers Union cam-
paign is that it goes straight to consumers, and bypasses 
medical device manufacturers, hospital administrators, 
even supply chain executives. 

It remains to be seen whether the call for warranties 
will catch on among consumers, and to what extent im-
plant manufacturers will comply. But the campaign sug-
gests more erosion in the B2B nature of  our industry and 
the supply chain profession, and more B2C. JHC

B2C
Consumers Union campaign for warranties  
on implants reflects changes in medicine

What’s interesting about the 
Consumers Union campaign is 
that it goes straight to consumers, 
and bypasses medical device 
manufacturers, hospital administrators, 
even supply chain executives. 
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