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� Will the process for certifying EHR
technology help ACP members identify
the appropriate solution for their prac-
tice needs as well as help practices max-
imize the benefit of the EHR incentive
program for patient care? 
� Are the measures selected for report-
ing clinically relevant, evidence-based,
and truly associated with meaningful
use of health information technology? 
� Do the processes required for collect-
ing data to document and report on
meaningful use minimize administra-
tive and financial burdens for practices?

Under the Health Information Tech-
nology for Economic and Clinical
Health Act (HITECH), a part of 2009’s
federal stimulus law, physicians who treat
Medicare patients can get up to $44,000
over 5 years for the meaningful use of a
certified health information system.
Physicians whose patient populations are
made up of at least 30% Medicaid patients
can earn up to $64,000 in incentive pay-
ments for their use of the technology. The
regulations include a definition of mean-
ingful use and outline other criteria for
obtaining the full incentive payments.

The HHS issued a rule that outlines
proposed provisions governing the in-
centive programs, as well as an interim
final regulation that sets initial standards,
implementation specifications, and cer-
tification criteria for EHR technology.

“We hope we’ve provided a pathway
toward more uniform standards over
time, while at the same time making it
possible in 2011 for well-intended
providers and health professionals who
want to become meaningful users to
become so, and for the industry to cre-

ate technology that will support that,”
Dr. Blumenthal said.

The meaningful use criteria start with
minimum requirements in 2011 and
build gradually, with more requirements
added each year. For stage 1, which be-
gins in 2011, the requirements include:
� Use of computerized entry for 80% of
all patient orders.
� Use of electronic prescribing for 75%
of all permissible prescriptions.
� Maintenance of active medication and
medication-allergy lists as part of the
EHR for at least 80% of patients.
� Inclusion of demographic data (lan-
guage, gender, ethnicity, insurance type,
and date of birth) in the EHR of at least
80% of patients. 
� Inclusion in the EHR of at least 50%
of the lab results that can be recorded as
either positive or negative or can be
recorded with numerical data.

Other requirements deal with report-
ing quality data, filing claims electroni-
cally, encouraging patients to be active in
their care, improving care coordination,
and protecting the privacy of health
records. 

In 2012, the rules tighten for submit-
ting quality data. Although providers
are allowed to report quality data to the
Centers for Medicare and Medicaid Ser-
vices (CMS) through attestation in stage
1, data must be reported directly through
certified EHR technology in stage 2.

“For clinical quality reporting to be-
come routine, the administrative burden
of reporting must be reduced,” CMS
said. That goal can be achieved “by us-
ing certified EHR technology to report
information on clinical quality measures

electronically to a health information
network, a state, CMS, or a registry.”

The American Medical Association re-
sponded cautiously to the proposed reg-
ulations. “We want physicians in all prac-
tice sizes and specialties to be able to take
advantage of the stimulus incentives and
adopt new technologies that can improve
patient care and physician workflow,” Dr.
Steven Stack, a member of the associa-
tion’s board of directors, said in a state-
ment. “We have provided ongoing input
this year on standards for the use of EHRs
and have stressed the importance of re-
alistic timeframes for adoption, the re-
moval of extraneous requirements that
would delay successful adoption, and rea-
sonable reporting requirements.”

The Medical Group Management As-
sociation (MGMA), however, maintained
that the proposed criteria “are overly
complex and ...medical groups will con-
front significant challenges trying to meet
the program requirements.” In a state-

ment, the group cited among its objec-
tions “unreasonable thresholds” for some
criteria, including CPOE and electronic
claims submission, “potentially difficult
meaningful use attestation after the first
year,” and a requirement that physician
offices provide patients and others with
electronic copies of medical records. 

“We were pleased to see that the CMS
and ONC rules include some flexibility,
especially in the areas of escalating
stages of meaningful use requirements,
straightforward first-year attestation,
and reasonable 90-day reporting win-
dows,” said MGMA president and CEO
Dr. William Jessee. “However, we firm-
ly believe that the government should
make additional changes to achieve
widespread adoption by professionals
in all types of clinical settings.” ■

For more information on the proposed
regulations, go to www.cms.hhs.gov/
Recovery/11_HealthIT.asp.

HITECH Rules Pose a Challenge

The passage of the HITECH leg-
islation created a monumental

task for Dr. Blumenthal and the Of-
fice of the National Coordinator,
who have done an excellent job in
responding to the challenge of
defining “meaningful use” of elec-
tronic health information systems.

The rules spell out a phased set of
requirements that build upon the
work of the preceding advisory
process. And the financial incentives
that Congress put in place are espe-
cially notable for all internists who
care for patients in a fee-for-service
setting.

However—and this is a big how-
ever—lawmakers and many within
the bureaucracy still may not fully
realize what an enormous hurdle
practitioners must overcome in try-
ing to go from paper to electronic
records. Also, the voices of those
concerned with privacy issues have
yet to be fully heard. Even the multi-
year approach laid out in the rules
may be unreasonably ambitious.
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What ‘Meaningful Use’ Means
Criteria from page 1

Negative Pressure Wound Therapy Tied to Complications
B Y  R O B E R T  F I N N

The Food and Drug Administration
has warned clinicians and patients to

be vigilant for potentially life-threatening
complications with the use of negative-
pressure wound-therapy devices.

The agency issued the notification
after receiving reports of 6 deaths and 77
injuries associated with NPWT devices.
“Most of the deaths reported to FDA oc-

curred at home or in a long-term care fa-
cility,” the FDA said.

Bleeding was the most serious com-
plication; it was involved in 6 deaths and
17 injuries. Infections, which played a
role in 27 reports, arose from the origi-
nal open wound or dressing pieces re-
tained in the wound. Overall, 32 injuries
involved retention of foam dressing
pieces; most of those patients required
surgical procedures, wound debride-

ment, and treatment of wound dehis-
cence, as well as additional hospitaliza-
tion and antibiotic therapy.

The FDA notice listed wound types
and conditions for which NPWT is con-
traindicated, as well as risk factors that
should be considered before NPWT is
used. (See boxes.)

NPWT is still useful “in the appropri-
ate wounds and in the appropriate ar-
eas,” said Dr. Paul Y. Takahashi, an in-
ternist and expert in wound care at the
Mayo Clinic, Rochester, Minn.

The device is FDA approved and “can
help, particularly with preventing ampu-
tations. It can help in some situations in
which a flap or a skin graft is not appro-
priate. And it certainly can still be bene-
ficial for wounds that are not healing,” he
said in an interview. But “you really have
to be well trained in using the negative
pressure device, and when you remove it
... make sure it’s well observed, make
sure things are healing in nicely and that
you’re not having excess bleeding.”

Unlike standard wound dressings,
which are changed at least daily, NPWT
dressings may not be changed for 3 or 4
days, so complications can go unnoticed
in NPWT-treated wounds, he noted.

Staff and patients should be alert for
certain problem signs, Dr. Takahashi
said. The edges of the wound should re-
main pink. It’s time to become con-
cerned when the edges start turning red
or the area becomes painful. Other con-
cerning symptoms include fevers, chills,
and changes in blood pressure. ■

A patient handout and a link to the notifi-
cation is at www.fda.gov/ForConsumers/
ConsumerUpdates/ucm193277.htm.

Necrotic tissue with eschar present
Untreated osteomyelitis
Nonenteric and unexplored fistulas
Malignancy in the wound
Exposed vasculature
Exposed nerves
Exposed anastomotic site
Exposed organs
Source: Food and Drug Administration

Contraindications
For NPWT

� Patients at high risk for bleeding
and hemorrhage
� Patients on anticoagulants or
platelet-aggregation inhibitors
� Patients with:

 Friable vessels and infected blood
vessels
 Vascular anastomosis
 Infected wounds
 Osteomyelitis
 Exposed organs, vessels, nerves,

tendon, and ligaments
 Sharp edges in the wound 

(e.g., bone fragments)

 Spinal cord injury (stimulation of
sympathetic nervous system)
 Enteric fistulas

� Patients requiring:
 MRI
 Hyperbaric chamber
 Defibrillation

� Patient size and weight
� Use near vagus nerve (bradycardia)
� Application of circumferential
dressing
� Mode of therapy—intermittent
versus continuous negative pressure
Source: Food and Drug Administration

Risk Factors Relevant to NPWT Use


