Occupational Therapy:
Skills for the Job of Living

March 18, 2008

Centers for Medicare & Medicaid Services
Attention: DMEPOS Accreditation Standards
Mailstop C3-06-16
7500 Security Blvd
Baltimore, MD 21244
RE:

Revised Durable Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS)
Quality Standards Draft dated February 2008

Dear Ms. Bastinelli:
On behalf of the more than 38,000 occupational therapy professionals, the American Occupational
Therapy Association (“AOTA”) submits the enclosed comments in response to the Revised Durable
Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) Quality Standards posted on the
Centers for Medicare and Medicaid Services (CMS) website. AOTA appreciates the efforts that CMS has
made to develop and refine quality standards for the provision of orthotics and prosthetics.
Through comments to other DMEPOS documents, AOTA has detailed the role of the occupational
therapist in the provision of DMEPOS.1 AOTA generally believes that CMS had identified appropriate
standards related to the Business Services Requirements and the Product-Specific Service Requirements
in Sections I and II of the draft, with only a few comments appearing below. The main focus of AOTA’s
response is Appendix C titled, Custom Fabricated and Custom Fitted Orthoses, External Breast
Prostheses, Therapeutic Shoes and Inserts, and their Accessories and Supplies; Custom Made Somatic,
Ocular and Facial Prostheses.
Appendix C
Although AOTA supports CMS’ efforts to delineate quality standards to ensure that beneficiaries
receive appropriate orthotics and prosthetics, there are several areas which AOTA believes require
clarification and reordering. First, in the introduction to Appendix C, CMS has added language related to
specialized training for prostheses. That paragraph states, “Individuals supplying the item(s) set out in
this appendix must possess specialized education, training, and experience in fitting these types of
prostheses, and, when appropriate, certification and or licensing.” The sentence includes the phrases,
“item(s) set out in this appendix” and “these types of protheses.” Based on this language, it is unclear
whether the language is intended to only apply to the fitting of prostheses or whether reference to orthoses
was inadvertently omitted. To the extent that this standard was intended to apply to orthoses, the
standard should be written in a manner to clearly indicate that no additional specialized education
1
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or training, licensure or certification is needed for licensed health care practitioners like
occupational therapists, who are authorized under the practitioner’s scope of practice to provide
orthoses.
Second, the additions to the text under Subsections B. Assessment and C. Treatment Plan has
prompted AOTA to suggest a reworking of these subsections. The concepts of in-depth assessment and
treatment planning are not currently required for a supplier to provide the DMEPOS items encompassed
within Appendix C. Furthermore, although occupational therapists are specially trained to perform a
comprehensive clinical assessment and develop a treatment plan to be able to render skilled therapy
services in addition to supplying DMEPOS, other DMEPOS suppliers do not have this type of clinical
education and training.
Although providing certain orthotic/prosthetic devices may warrant a thorough assessment, such
assessment is not needed in all situations and the standards as drafted do not provide the flexibility to only
conduct a thorough assessment if one is medically necessary. For example, the fitting of depth shoes
would not require a comprehensive beneficiary assessment, especially one that is to include demographic
characteristics and family dynamics.
Similarly, treatment planning is a concept that is applicable to a skilled therapy situation where
there is an ongoing relationship with the patient and the patient’s condition is expected to change,
requiring treatment plan modification over the course of the therapy. Although a beneficiary may need
training in the use of an orthosis or prosthesis, or even follow-up services to provide refitting or device
modification, the “treatment plan” is to fit and provide the device and then to provide a referral to the
appropriate health care professional for follow-up intervention, if medically necessary. Thus, the goals
and expected outcome for the DMEPOS supplier may simply be to fabricate or fit a device.
For example, a beneficiary that has had a below-elbow amputation and needs a prosthesis may
obtain the prosthesis from a prosthetist, but will receive the training in the use and any necessary
modification of the prosthesis from the occupational therapist providing the skilled therapy and not the
prosthetist. It is the therapist who would document treatment goals relating to decreasing pain and edema,
enhancing function, and achieving a good cosmetic outcome not the individual who fabricated the
prosthesis. However, it is important for CMS to understand that an occupational therapist could play the
role of both supplier and provider. In a similar example, a beneficiary needs a wrist splint orthosis due to
a recent fall and obtains the orthosis from an occupational therapist, who fabricates and fits the orthosis in
her role as a DMEPOS supplier (typically billing an L-code). The same occupational therapist in her role
as a Medicare provider (billing CPT codes) would provide skilled therapy follow-up and document
treatment goals such as decreasing pain and edema, or enhancing function, as needed. In either example,
AOTA asserts that the requirements of assessment and treatment planning are not currently
concepts required of a DMEPOS supplier and that suppliers (other than health professionals) are
not prepared or credentialed to provide such services, thus are not appropriately included in the
CMS Quality Standards.
Below we have provided suggested language that combines the draft “Assessment” and
“Treatment Plan” sections into one section “Design, Fabrication or Fitting, and Application,” in addition
to making suggested edits to more clearly track the language of the standard with the type of service that
2
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is and should be provided when supplying orthoses and prostheses. Using similar reasoning relating to
the services actually provided by a DMEPOS supplier, rather than a therapist or physician, we have
suggested revised language for sections E and F, as well .
B.

Design, Fabrication, or Fitting and Application

In addition to Section II: Supplier Product-Specific Service Requirements, the supplier shall:

E.

•

Determine the beneficiary’s need for the orthoses/prostheses, which may require the
provision of a detailed evaluation with or without pretreatment photographic
documentation when appropriate;

•

Determine the appropriate type and specifications for the orthoses/prostheses, considering
material strength, durability, and device functionality, to maximize therapeutic benefits for
the beneficiary;

•

Communicate to the beneficiary and/or prescribing physician the recommended
orthoses/prostheses and any options regarding an alternative device, including disclosure
of potential risk, benefits and precautions;

•

Inform the beneficiary and/or caregiver(s) of the procedures for repairing, replacing, and/or
adjusting the device or items and the estimated time involved in the process;

•

In combination with the fabrication and/or fitting, evaluate the orthoses/prostheses for
structural safety and ensure that manufacturer guidelines are followed (e.g., beneficiary
weight limits, ensuring that closures work properly and there are not observable defects);
and

•

Establish goals and expected outcomes of the beneficiary’s use of the orthoses/prostheses,
which may be accomplished during the fabrication and fitting process, with feedback from
the beneficiary and/or prescribing physician as necessary; and

•

Assure the orthosis/prosthesis is consistent with the device or item requested in a Medicare
approved written plan of care or the prescribing physician’s dispensing order and consult
the beneficiary’s physician when appropriate.

Training/Instruction to Beneficiary and/or Caregiver(s)

In Section E, AOTA believes limiting language should be added to the first three bullets as set
forth below. Similar to the qualifying language regarding the use of an interface in the fourth bulleted
item appearing below (i.e., “where appropriate”), the first three bulleted items should additionally contain
qualifying language as there would be legitimate reasons for not providing certain training. For example,
if a custom orthosis is required to support a fractured bone, it may need to be left in place and not
removed by the beneficiary. Therefore, instruction in cleaning, donning/doffing and skin inspection
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would not be appropriate training to provide to the beneficiary. We offer the following suggested
revisions (i.e., the highlighted text) to these bulleted items:
–

How to use, maintain and clean when appropriate, the orthoses/prostheses (e.g., wearing
schedules, therapy, residual limb hygiene, other pertinent instructions);
– How to don and doff the orthoses/prostheses, including how to adjust closures for proper
fit, when appropriate;
– How to inspect the skin for pressure areas; redness, irritation, skin-breakdown, pain, or
edema, when appropriate;
– How to utilize an appropriate interface (e.g., stockinettes, socks, gloves, shoes to
accommodate the orthoses/prostheses where appropriate;
AOTA believes that the bulleted item “Establish appropriate wear schedule and schedule for
tolerance of the orthoses/prostheses” is duplicative and recommends that it should be deleted. Lastly in
section E, we raise two points regarding the bulleted item “Continue to assist the beneficiary until the
orthoses/prostheses reaches the optimal level of fit and function.” This particular standard is conceptually
one that would be more appropriate to include under the “Follow-up” section. AOTA also suggests that
the language “optimal level of fit and function” is problematic in that it is both vague and subjective.
Accordingly, we offer a way to address refitting or modification as needed in the comments that appear
below.
F.

Follow-up

To address the issue raised above, we suggest a change in the first bulleted item, so that the
revised standard would read, “Have access to a facility with the equipment necessary to provide follow-up
services, including refitting or modification of the specific orthoses/protheses as necessary.”
The bulleted item “Review recommended maintenance with the beneficiary and/or caregiver(s);”
is an aspect of training and since it is already included in the training section, should be deleted as it is
duplicative.
The standard “Solicit feedback from the beneficiary and prescribing physician as necessary to
determine the effectiveness of the orthoses/prostheses” should not include the listed examples “(e.g., wear
schedule/tolerance, comfort, perceived benefits/detriments, ability to don and doff, proper usage and
function, overall beneficiary satisfaction).” These examples are suggestive of an ongoing clinical
relationship with the beneficiary outside of the provision of the DMEPOS. Including the standard without
the examples appropriately requires feedback as needed to determine DMEPOS effectiveness, such as
when the beneficiary is being fitting.
For the reasons discussed above, the bulleted item “Review and make changes to the treatment
plan based on the beneficiary’s current medical condition” should be deleted.
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Section I: Supplier Business Services Requirements
The first bulleted item under Consumer Services, subsection D.1, requires “clear, written and oral
instructions related to the use, maintenance, infection control practices for, and potential hazards of
equipment and/or item(s).” It may not be practical or even clinically necessary for an occupational
therapist supplying an orthosis to provide written instructions. Additionally, depending upon the use of a
particular orthosis, there may or may not be infection control practices to discuss. Using the example
provided above of an orthosis used to stabilize a fracture, there would be no infection control practices to
discuss with the beneficiary as the orthosis remains in place and should not be disturbed.
With regard to the draft standard in subsection D.2, AOTA is concerned about the short time
frame for the five calendar day notification requirement. Scheduling issues alone may prevent a supplier
from providing the equipment within a five-day period.
The last standard under Section E, Performance Management requires the supplier to “seek input
from employees, customers, and outside sources when assessing the quality of its operations and
services.” AOTA requests clarification as to who “outside sources” are other than employees and
customers.
Under subsection F. Product Safety, AOTA raises concern about how an occupational therapist
would verify and authenticate that a product was not adulterated, counterfeit, or misbranded and seeks
clarification from CMS as to this issue.
*
*
*
*
*
AOTA appreciates the opportunity to provide comments on the Revised Durable Medical
Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) Quality Standards. AOTA strongly suggests
that CMS consider each standard as it would apply to the variety of items that could be supplied under
these draft standards, and the types of persons, including occupational therapists, who would be supplying
the orthosis or prosthesis. AOTA urges that due consideration be given to these comments.
AOTA thanks CMS for the opportunity to provide comments and we look forward to continued
dialogue with CMS on these types of matters. Should you have any questions or comments, please
contact me at (301) 652-2682 ext. 2863 or via email at ssandhu@aota.org.
Sincerely,

Sharmila Sandhu, Esq.
Regulatory Counsel

Enclosures
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B.

Design, Fabrication or Fitting, and Application

In addition to Section II: Supplier Product-Specific Service Requirements, the supplier shall:

D.

•

Determine the beneficiary’s need for the orthoses/prostheses, which may require
the provision of a detailed evaluation with or without pretreatment photographic
documentation when appropriate;

•

Determine the appropriate type and specifications for the orthoses/prostheses,
considering material strength, durability, and device functionality, to maximize
therapeutic benefits for the beneficiary;

•

Communicate to the beneficiary and/or prescribing physician the recommended
orthoses/prostheses and any options regarding an alternative device, including
disclosure of potential risk, benefits and precautions;

•

Inform the beneficiary and/or caregiver(s) of the procedures for repairing,
replacing, and/or adjusting the device or items and the estimated time involved in
the process;

•

In combination with the fabrication and/or fitting, evaluate the orthoses/prostheses
for structural safety and ensure that manufacturer guidelines are followed (e.g.,
beneficiary weight limits, ensuring that closures work properly and there are not
observable defects); and

•

Establish goals and expected outcomes of the beneficiary’s use of the
orthoses/prostheses, which may be accomplished during the fabrication and fitting
process, with feedback from the beneficiary and/or prescribing physician as
necessary; and

•

Assure the orthosis/prosthesis is consistent with the device or item requested in a
Medicare approved written plan of care or the prescribing physician’s dispensing
order and consult the beneficiary’s physician when appropriate.

Delivery and Set-up

Not applicable to this appendix.

-17-

DMEPOS Quality Standards
Draft February 2008
E.

Training/Instruction to Beneficiary and/or Caregiver(s)

In addition to Section II: Supplier Product-Specific Service Requirements, the supplier shall:
•

Provide instructions to the beneficiary and/or caregiver(s) for the specific orthoses,
prostheses; or therapeutic shoe/insert as follows:
–
–
–
–
–

–

F.

How to use, maintain and clean when appropriate, the orthoses/prostheses (e.g.,
wearing schedules, therapy, residual limb hygiene, other pertinent instructions);
How to don and doff the orthoses/prostheses, including how to adjust closures for
proper fit, when appropriate;
How to inspect the skin for pressure areas; redness, irritation, skin-breakdown,
pain, or edema, when appropriate;
How to utilize an appropriate interface (e.g., stockinettes, socks, gloves, shoes to
accommodate the orthoses/prostheses where appropriate;
How to report any problems related to the orthoses/prostheses to the supplier or
the prescribing physician if changes are noted (e.g., changes in skin condition,
heightened pain, increase in edema, wound concerns; changes in general health,
height, weight, or intolerance to wearing the orthoses/prostheses as applicable);
and
How to schedule follow-up appointments as necessary.

•

Provide necessary supplies (e.g., adhesives, solvents, lubricants) to attach,
maintain, and clean the items, as applicable, and information about how to
subsequently obtain necessary supplies;

•

Refer the beneficiary back to the prescribing physician as necessary for
intervention beyond the supplier’s scope of practice; and

Follow-up

In addition to Section II: Supplier Product-Specific Service Requirements, the supplier shall:
•

Have access to a facility with the equipment necessary to provide follow-up
services, including refitting or modification of the specific orthoses/protheses as
necessary;

•

Solicit feedback from the beneficiary and prescribing physician as necessary to
determine the effectiveness of the orthoses/prostheses;

•

Set up follow-up appointments as necessary; and

•

Provide appropriate beneficiary follow-up care consistent with the type of
orthoses/prostheses or therapeutic shoe/insert provided, the beneficiary’s
diagnosis, specific care rendered, and recommendations.
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