
Despite broad adoption of the
Medicare Therapeutic Shoe
Program by podiatrists,

there are an increasing number of
patients not being fit with protective
footwear. Even though more people
than ever are wearing prescribed
shoes, the cost of treating diabetes-
related lower extremity infection
and amputation is at an all-time
high and expected to rise further
still. This escalation is the result of
several significant factors:

• The large number of patients
treated by podiatrists who are not
evaluated via an annual exam to as-
sess their level of ulcerative risk.
Such patients are thus not pre-
scribed the necessary footwear pro-
tection, for which many would have
insurance coverage.

• The large number of patients
who are fit with therapeutic shoes,
but are not reminded that shoes can
be replaced on an annual basis.

• Concern by podiatrists about
how to satisfy recent changes in
Medicare compliance documenta-
tion requirements.

• The number of patients with
diabetes who are not under the care
of any podiatrist.

• The rapidly growing number of
people in the population with dia-
betes.

Concurrent trends present an
opportunity for podiatrists to play a
much more prominent role in the
ongoing process of healthcare re-
form. Integration of practice proto-
cols can enable podiatrists to:

• Identify patients at risk who re-
quire preventative care

• Effectively and consistently ad-
minister appropriate care.

• Ensure compliance with Medi-
care documentation and procedural
requirements.

• Generate increased practice
revenue.

Studies indicate that a focused
program of preventative care can sig-
nificantly reduce both the incidence

and cost of care for diabetic foot dis-
ease. One such study that followed
newly diagnosed type-2 diabetes
found that implementing a guideline-
based foot program that included
glycemic control, regular foot exami-
nation, risk stratification, patient edu-
cation, clinician education, and mul-
tidisciplinary foot care increased life
expectancy and quality adjusted life
years while reducing the incidence
and cost of foot complications.1

The basis for promoting a pre-
ventative approach to care that in-
corporates routine examination of
the feet of diabetic patients accord-
ing to their level of risk, encourag-
ing patients’ daily self-examination,
as well as wearing properly-fitted
shoes and accommodative inserts, is
premised on the fact that the cost of
preventative cost is significantly less
than the cost of treating ulceration,
infection, and amputation. Accord-
ing to Armstrong, et al., implement-
ing amputation-prevention strate-
gies that reduce the incidence of dia-
betic foot ulcers and lower extremity
amputation by 75% can generate
annual cost savings of 15—22 bil-
lion dollars.2

The savings realized by such an
approach can be shared by both
Medicare and the providers of pre-
ventative care, while patients gain
the benefits of increased mobility,
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11.5 million people with Medicare
had diabetes, almost 25 percent of
the population 60 years and older.7

That averages approximately 1122
patients with Medicare and diabetes
per each podiatrist who says that
s/he participates in the Medicare
Therapeutic Shoe Program. Assum-
ing that only half of the patients
with Medicare and diabetes have
risk factors that qualify them for
footwear according to Medicare’s re-
quirements, that still equals an aver-
age of 561 patients with Medicare
and diabetes per podiatrist, per year
who should be fit with shoes.

Why, if there is a potential of
561 patients per year with Medicare
and diabetes who qualify for shoes,
are podiatrists on average only fit-
ting 30 pairs? What does this por-
tend if the number of patients with
Medicare and diabetes quadruples as
is expected by 2025?

Quick Facts on Medicare
Financing Challenges

• Medicare is 14% of the federal
budget.

• Between 2010 and 2030, the
number of people on Medicare is
projected to rise from 46 million to
78 million.

• The Medicare Part A Hospital
Insurance Fund will have insuffi-
cient funds to pay for full benefits
beginning in 2019.8

Medicare Efforts to Promote a
Multi-Pronged Approach to
Preventative Foot Care

• PQRI
• Requiring Certifying Physicians

to Document Qualifying Criteria
• Requiring Face-to-Face Fitting

of Therapeutic Footwear

What Is PQRI and How Can It
Help Patients and Podiatrists?

First introduced and authorized
under the Tax Relief and Health Care
Act of 2006, the Physician Quality
Reporting Initiative (PQRI) repre-
sents CMS’s first step towards “pay
for performance” reimbursements.
PQRI, a voluntary program available
to all eligible healthcare profession-
als, rewards providers for submitting
data that can be used to evaluate pa-
tient outcomes and approximate the
quality of care delivered. In ex-
change for this information, CMS is
offering to pay podiatrists 2% of

greater quality of life, and even a
longer lifespan.

There has been a major problem
in terms of physician participation
and patient compliance with the
prescription and regular use of
footwear. Since 1994, Medicare ben-
efits have included 80% of the cost
of therapeutic footwear, and yet in
one study, only 6% of eligible physi-
cians participated in this program.3

Even when patients are prescribed
shoes, there is a problem with regard
to whether the shoes are actually
even worn.

According to Andrew Boulton,
MD, only 22% of patients regularly
wore the footwear provided free of
charge4, and this is similar to the
findings of other studies.5 Boulton
stresses that therapeutic footwear
can only succeed in reducing the
likelihood of ulceration if integrated
within a program that considers psy-
cho-social determinants of patient
behavior (e.g., illness. beliefs, mood,
etc.).6 There is no point in providing
therapeutic footwear that will be left
to gather dust in the closet.

A Multi-Pronged Approach
Properly fitted shoes are simply

one facet of a multi-pronged ap-
proach that includes: the physician
responsible for overall patient care,
the patient’s podiatrist, and daily
self-examination.

Six years after initiating the Medi-
care Therapeutic Shoe Program in
1994, only 6% of eligible physicians
participated in the program.3 By
2010, the Podiatry Management Prac-
tice Survey indicated 65% of DPMs as
participating. According to 2008
BMAD data, there were 15,783 podia-
trists participating with Medicare,
which means that approximately
10,246 were fitting shoes in the
Medicare Therapeutic Shoe Program.

According to 2008 BMAD data,
310,640 pairs of pre-fabricated depth
shoes were dispensed by podiatrists
in 2008. This averages approximately
30 pairs of shoes per year dispensed
by podiatrists who participate in the
Medicare program. This is approxi-
mately half the number of pre-fabri-
cated depth shoes dispensed and
billed to Medicare by all specialties.

According to the Center for Dis-
ease Control, in 2007 an estimated

their total Medicare Part B reim-
bursements as a participation bonus.

A better way to think of PQRI
may be “pay for reporting” rather
than “pay for performance.” Podia-
trists are lucky in that performing a
comprehensive diabetic foot evalua-
tion (CDFE), as it already should be
part of one’s routine diabetic care, can
easily satisfy the three PQRI measures
required to qualify for the cash bonus.
It is the act of reporting itself, and not
the quality of care indicated by the re-
porting, that determines whether a
provider will meet the requirements
for earning the PQRI bonus.

To calculate whether a provider
has successfully met the reporting re-
quirements, CMS computes a “de-
nominator” and “numerator” for
each measure. The “denominator” is
the number of patients seen whose
age, diagnoses, and/or procedures
meet the requirements for one of the
PQRI measures. Each claim contain-
ing the quality data is then added to
the numerator for this particular
measure. So long as the numerator
divided by the denominator is
greater than 80%, the provider will
meet the reporting requirements.

The three PQRI measures that
podiatrists can easily report for their
patients with Medicare and diabetes,
each once per year, include:

1) PQRI Measure #126 Diabetes
Mellitus—Diabetic Foot and
Ankle Care, Peripheral
Neuropathy—Neurological
Evaluation

How to Perform
This measure is to be reported a

minimum of once per year for pa-
tients with diabetes. According to
ACFAS/ACFAOM Clinical Practice
Guidelines, the Lower Extremity Neu-
rological Exam should consist of a
documented evaluation of motor and
sensory abilities including reflexes, vi-
bratory, proprioception, sharp/dull,
and 5.07 filament detection.

Rationale
Foot ulceration is the most com-

mon single precursor to lower extrem-
ity amputations among persons with
diabetes. Shoe trauma, in concert with
loss of protective sensation and con-
comitant foot deformity, is the lead-
ing event precipitating foot ulceration
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of motor and sensory abilities includ-
ing reflexes, vibratory, propriocep-
tion, sharp/dull and 5.07 filament de-
tection. There should be noted any
structural abnormalities, dermatolog-
ical findings, and history of ulcera-
tion and amputation. Vascular test-
ing should include, at a minimum,
grading of dorsalis pedis and posteri-
or tibialis pulses, as well as subpapil-
lary venous plexus filling time.

Rationale
The most common conse-

quences of diabetic neuropathy are
amputation and foot ulceration. In
developed countries, up to five per-
cent of diabetic patients have foot
ulcers. One in every six diabetics will
have an ulcer during one’s lifetime.
Amputation and foot ulceration are
also major causes of morbidity and
mortality. One half to 80% of all
amputations are diabetes-related.
The risk of ulcers or amputations in-
creases the longer someone has dia-
betes. Early recognition and man-
agement of risk factors can prevent
or delay adverse outcomes.

CPT Billing: 2028F

Requiring Certifying
Physicians to Document
Qualifying Criteria

In October, 2009 a letter was
sent by Robert Hoover, Jr. MD, the
Medical Director of Durable Medical
Equipment Medicare Administrative
Contractor, Jurisdiction C which
clarified the importance of certifying
physicians being aware of and in-
volved in the overall approach to
patient diabetic foot care. It stated
that the physician managing the pa-
tient’s overall diabetes care must
have documented in the charts the
same diagnoses that the footwear
prescriber and supplier also indicate
as qualifying patients for the
footwear benefit. It stated:

“It is important to note that
even though you may complete and
sign a form attesting that all of the
coverage requirements have been
met, there also must be documenta-
tion in your records to indicate that
you are managing the patient’s dia-
betes and that one of the conditions
listed in 3a—3f is present. If request-
ed by the supplier, you must provide
copies of those records.”

RAC Audits require documenta-

in persons with diabetes. Treatment of
infected foot wounds accounts for up
to one-quarter of all in-patient hospi-
tal admissions for people with dia-
betes in the United States. Peripheral
sensory neuropathy in the absence of
perceived trauma is the primary factor
leading to diabetic foot ulcerations.
Approximately 45-60% of all diabetic
ulcerations are purely neuropathic. In
people with diabetes, 22.8% have foot
problems such as amputations and
numbness compared with 10% of
non-diabetics. Of people with diabetes
over the age of 40 years old, 30% have
loss of sensation in their feet.

CPT billing: G8404

2) PQRI Measure #127—Diabetes
Mellitus: Diabetic Foot and
Ankle Care, Ulcer Prevention—
Evaluation of Footwear

How to Perform
The Evaluation for Proper

Footwear includes a foot examination
documenting the vascular, neurologi-
cal, dermatological, and struc-
tural/biomechanical findings. The
foot should be measured using a stan-
dard measuring device, and counsel-
ing on appropriate footwear should
be based on risk categorization.

Rationale
According to Armstrong, it costs

on average over $20,000 to heal a per-
son who develops diabetic foot dis-
ease and over $70,000 when a lower
extremity amputation is required.2

Given that it costs Medicare 80%
of $296 to provide a pair of shoes and
three pair of pre-fabricated inserts,
and 80% of $122 to cover the cost of
two 99213 CDFE evaluation appoint-
ments, and that such an approach
has been demonstrated to be as
much as 85% effective in preventing
these costly complications, it is easy
to understand Medicare’s desire to
promote a podiatric approach to care.

CPT Billing: G8410

3) PQRI Measure #163—
Diabetes Mellitus: Foot Exam

How to Perform
The diabetes mellitus foot exam

consists of a documented evaluation

tion from the Chart of the Certify-
ing Physician indicating documen-
tation of qualifying diagnoses and
evidence that the patient is under a
comprehensive plan of care for dia-
betes. This documentation must be
separate from the documentation
included in the Statement of the
Certifying Physician.

One of the best ways for podia-
trists to satisfy this requirement is to
perform a comprehensive diabetic
foot exam and send the finding to
the certifying physician. As physi-
cian-to-physician communication,
such a report would become part of
the certifying physician’s patient
record and as such could satisfy the
Medicare requirement that the
record contains the qualifying diag-
noses for therapeutic footwear.

Requiring Face-to-Face Fitting
of Shoes

• CMS Article for Therapeutic
Shoes—In-Person Fitting and Deliv-
ery (A49946) that clarifies that DME-
POS Quality Standards, July 1, 2010,
requires “an in-person diagnosis-spe-
cific functional clinical examina-
tion” by the supplier to determine
the need for a particular item as well
as “face-to-face fitting/delivery” by
the supplier. Therefore, in order for
therapeutic shoes, inserts, and shoe
modifications to be covered, both of
the following criteria must be met:

1) Prior to selecting the specific
items that will be provided, the sup-
plier must conduct and document
an in-person evaluation of the pa-
tient; and,

2) At the time of delivery of the
items selected, the supplier must
conduct and document an in-person
visit with the patient to ensure that
the shoes/inserts/modifications are
properly fit and meet the beneficia-
ry’s needs.

According to the letter, in order to
meet these criteria, effective for claims
with dates of service on or after July 1,
2010, the following documentation
requirements must be met:

• The in-person evaluation prior
to selecting the items must include at
least an examination of the patient’s
feet with a description of the abnor-
malities that will need to be
accommodated by the shoes/inserts/
modifications. For all shoes, it must
include taking measurements of the
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lowing Medicare and ADA protocols,
podiatrists have the potential to
more than double their median net
and gross incomes. Medicare has
embraced such an approach and will
pay podiatrists 2% of the total
amount they collect from Medicare.

Medicare recognizes that should
such an approach actually become
widely adopted, it has the potential
to save money, after all shoes and
exams are paid for.

Step-by-Step Protocol to Satisfy
Medicare Compliance
Documentation Requirements,
Reduce the Incidence of
Amputation, and Enhance
Practice Revenue.

1) Determine patients in prac-
tice who have diabetes (250.xx diag-
nosis).

2) Place patient educational ma-
terials in office to raise awareness of
diabetic preventative foot care.

3) Educate referring physicians
about Medicare’s Therapeutic Shoe
Program and requirements for their
signature and return of Statement of
Certifying Physician and report of
Comprehensive Diabetic Foot Exam.

4) Determine staffing require-
ments for scheduling all patients
with diabetes for Comprehensive Di-
abetic Foot Exams. Hire and train
additional help as indicated.

5) Provide established patients
with diabetes information about the
importance of the Comprehensive
Diabetic Foot Exam and schedule an
appointment separate from the rou-
tine foot care. Direct patients to
bring information regarding their di-
abetes status to CDFE.

6) Perform CDFE, satisfying re-
quirements for PQRI measures 126,
127 and 163. Submit to Medicare
using procedure codes G8404, G8410,
and 2028F. Consider billing for CDFE
as 99213 to satisfy requirements for
items covered and time spent. For fur-
ther explanation of CDFE, see article
by Kenneth Malkin, DPM, “A Guide
to Review of Systems”,
www.docstoc.com/docs/3419459/A-
Guide-to-the-Review-of-Systems-Ken-
neth-F-Malkin.

7) Based on patient ulcerative
risk categorization (see Kesselman,
“CDFE Revisited”, Podiatry Manage-
ment, October, 2009) schedule the
patient for follow-up CDFE.

8) On visit of CDFE, if patient

patient’s feet. For custom-molded
shoes (A5501) and inserts (A5513),
this visit must also include taking im-
pressions, making casts, or obtaining
CAD-CAM images of the patient’s feet
that will be used in creating positive
models of the feet.

• The in-person visit at the time
of delivery must include an assess-
ment of the fit of the shoes and in-
serts with the patient wearing them.

Documentation of these visits
must be available to the DME MAC,
ZPIC, RAC, or CERT contractor on
request. If one or more of these re-
quirements are not met, the claim
will be denied as statutorily non-
covered.

This clarification addresses the
protocol followed by some medical
supply companies that simply
mailed depth shoes and custom-
molded inserts to patients based on
a single sizing and molding appoint-
ment. Patients were instructed to
contact the fitter if they had con-
cerns about the fit.

Opportunities for Podiatrists
According to the 2010 Podiatry

Management Practice Survey:
• Median Gross Income for podi-

atrists is $223,000.
• Median net income is

$128,300.
If podiatrists fit only 50% of the

patients with Medicare and diabetes
who have risk factors that indicate a
need for therapeutic footwear, they
would be fitting on average 280
pairs of shoes per year and not 30
per year.

If podiatrists perform two CPT
99213 billable Comprehensive Dia-
betic Foot Exams on patients with
diabetes and fit 50% of patients with
Medicare and diabetes with shoes,
they could earn $82,000 via the
shoe fitting alone. This represents
$73,120 beyond what podiatrists are
on average currently earning from
fitting therapeutic footwear. Addi-
tionally, if the 1,122 patients with
Medicare and diabetes per podiatrist
who fit them for therapeutic shoes
were administered a CDFE an aver-
age of twice per year, it would repre-
sent an additional $136,000 that can
be brought into the practice.

The bottom line is that based on
current demographics, and by fol-

meets Medicare requirements for
therapeutic footwear according to
Medicare requirements, select a style
based on the patient’s risk catego-
rization and aesthetic considera-
tions. If fitting for custom inserts or
shoes, be sure to include taking im-
pressions, making casts, or obtaining
CAD-CAM images of the patient’s
feet that will be used in creating pos-
itive models of the feet. Shoe fitting
is best accomplished by having the
patient try on shoes from a fitting
inventory. Such an approach allows
the fitter to best determine the shoe
size to order, and allows the patient
to see and feel how the shoes will fit
at the time of dispensing. Patients
who cannot be satisfactorily fit in
depth shoes must be fit with cus-
tom-molded shoes. Podiatrists may
cast and order these themselves or
alternatively refer the patient to an
outside facility.

9) The podiatrist writes prescrip-
tion for therapeutic shoes and ac-
commodative inserts.

10) Send to the Certifying Physi-
cian a copy of the Statement of the
Certifying Physician AND the report
of findings from CDFE. It is required
to obtain from the Certifying Physi-
cian signed copies of said docu-
ments. It is satisfactory if both docu-
ments are signed and dated the
same day, as long as it is prior to the
date that the shoes and inserts are
dispensed. Podiatrists as physi-
cian/suppliers are permitted to send
findings of CDFE with diagnoses to
the certifying physician to satisfy re-
quirements that they have docu-
mented in their own charts the con-
ditions that qualify the patient for
footwear. Such an approach is not
permissible for non-physician sup-
pliers and would require the certify-
ing physician to perform his or her
own lower extremity assessment to
satisfy Medicare’s requirements for
therapeutic footwear.

11) The patient returns for fit-
ting of shoes and therapeutic inserts
only after required compliance doc-
umentation has been received from
the certifying physician. At the time
of shoe fitting, according to a recent
Medicare advisory, “The in-person
visit at the time of delivery must in-
clude an assessment of the fit of the
shoes and inserts with the patient
wearing them.” Pre-fabricated in-
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serts are heat-molded to the shape of the patient’s feet,
and the patient is advised of supplier standards, break-in
instructions, and warranty information. The patient
signs a certificate of receipt. Shoe fitting may be refined
by the addition or removal of sizing spacers.

12) Provide patient education and emphasize the
importance of daily patient foot examination.

13) Schedule the patient for a follow-up.

Our healthcare system is on a path that is economi-
cally unsustainable. One of the greatest challenges to
providing broad-based, affordable healthcare coverage is
the huge cost associated with diabetic foot disease. The
significant costs of treating ulceration, infection, and
amputation are to rise significantly, based on the in-
creasing incidence of diabetes in the population as well
as demographic changes.

It has been demonstrated that a multi-pronged pre-
ventative approach to diabetic foot care can effectively
reduce the likelihood of foot disease and its associated
costs. Podiatrists are well-positioned to implement fre-
quent examinations, directing patient self-care, and
maintenance of properly fitting footwear.

Medicare has created programs that support such an
approach and offer podiatrists a way to significantly im-
prove practice-earning potential. The implementation of
effective practice protocols is the key to reducing pa-
tients’ likelihood of ulceration, and reducing the costs
to Medicare while increasing podiatrists’ earnings. A
concerted commitment on the part of physicians and
patients holds the promise of mutual benefit. �
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