
September 14, 2015

Andrew Slavitt
Acting Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Room 445-G
Hubert H. Humphrey Building
200 Independence, Ave., S.W.
Washington, D.C. 20201

Re: CMS-3260-P: Medicare and Medicaid Programs; Reform
of Requirements for Long-Term Care Facilities
80 Fed. Reg. 42168 (July 16, 2015)

Dear Acting Administrator Slavitt:

On behalf of the Wound Ostomy and Continence Nurses Society (WOCN), I
thank you for the opportunity to comment on the proposed reforms of
requirements for Long-Term Care Facilities. Founded in 1968, The Wound,
Ostomy and Continence Nurses Society™ (WOCN®) is a clinician-based,
professional organization of 5,000 members, who treat individuals with
wounds, ostomies and incontinence, and are committed to cost-effective and
outcome-based health. Our members deliver comprehensive care across care
settings in both direct clinical and in consultative roles, so these changes
directly speak quality of care that our patient population deserve.

We applaud CMS for its efforts to enhance and protect the patient experience
for those residing in a long-term care (LTC) facility. In particular, we
wanted to provide comment on your proposed Quality of Care and Quality of
Life provisions. With regard to your revisions under Section (7) Colostomy,
ureterostomy, or ileostomy care, we have concerns that your limited
definition of ostomies and lack of detail under this section will not result in
the “highest practicable physical physician, mental, and psychosocial well-
being, consistent with the resident’s comprehensive assessment and plan of
care,” outlined as a goal in your proposal.

First, WOCN is concerned that the language used under Section (7)
Colostomy, ureterostomy, or ileostomy care is not clinically appropriate.
Rather than using “ureterostomy” we would recommend that you designate
this as “urostomy”.
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Eileen Moynihan, MD
Noridian, LLC
Jurisdiction D DME Medical Review
P.O. Box 6742
Fargo, ND 58108-6742

Re: DMEMAC Draft Surgical Dressings Local Coverage Determination (DL
33831) and Policy Article (A54563)

Dear Dr. Moynihan,

On behalf of the Wound Ostomy and Continence Nurses Society, I thank
you for the opportunity to comment on the proposed reforms to the
DMEMAC Surgical Dressing LCD and the accompanying policy article.
Founded in 1968, The Wound, Ostomy and Continence Nurses Society™
(WOCN®) is a clinician-based, professional organization of 5,000 members,
who treat individuals with wounds, ostomies and incontinence, and are
committed to cost-effective and outcome-based health. Our members
deliver comprehensive wound care across care settings in both direct
clinical and in consultative roles and utilize the products involved in this
draft policy on a daily basis, so these changes speak directly to the quality
of care that our patient population receives.

WOCN has historically been a vested stakeholder in the development of the
Surgical Dressing LCD, having been intimately involved in drafting the
original policy when it was developed in 1993. Policy makers have relied on
our membership’s trusted opinion on surgical dressing policy to ensure that
we protect the clinical viability of wound care and enhance patient care.
Our organization is on the cutting edge of wound care education and
clinical guidance in order to provide the best patient care possible. We
agree that it is time to update the coverage policy as much has changed
since we first developed the language in 1993. As such, we look forward to
working with the DMEMAC medical directors as you develop a final
coverage determination.

After a comprehensive review of the LCD and policy article WOCN has very
serious concerns about the proposed language and we strongly urge you to
withdraw this entire proposal and work with stakeholders to draft a new
policy that is more clinically accurate, provides clearer direction to
clinicians, and is based on the most recent medical literature. Our review
of the draft LCD
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and policy article has found that the codes are flawed, incomplete, confusing and are based on a
literature review that is incomplete, dated and non-inclusive of current best practices. There are
limited RCT studies due to the issue of blinded use of dressings, and the do no harm clinical situations
of placebo, as well as the limited amount of funding related to supporting comparative research. In
our opinion, this draft would be completely unworkable in a clinical setting and lead to confusion and
degraded patient care. Again, we strongly urge you to withdraw this proposal. We have outlined some
of our specific concerns below:

Removal of Clinical Discretion

One of the most alarming proposals included in the draft LCD was the removal of the ability of our
members to treat each and every patient as an individual. Every wound is different and requires
different treatment based on any number of factors including, but not limited to, wound size, wound
severity, and patient co-morbidities. In the past, this clinical discretion was protected in the LCD by
including the words “usually” and “may be” with regard to frequency of dressing changes and
utilization restrictions. This draft removes those variables and replaces them with hard and fast
frequency and utilization determinations that remove expert opinion.

Our members base their clinical decisions on what’s best for the patient and absolutely need the
flexibly to use their expert clinical discretion when determining the best time to change dressings. To
suggest that all patients should only have their dressing changes when a non-descript policy document
suggests they do is borderline barbaric. Furthermore, there is no relevant clinical data to support this
proposed approach which seemingly flies in the face of CMS’s goal to improve quality outcomes and
reduce complications.
Dressings

Alginate Or Other Fiber Gelling Dressing

 Lack of clarity about unit size is confusing to clinician.

 Reinstate clinical discretion on changing frequency.

Collagen Dressing Or Wound Filler

 Reinstate clinical discretion. The length of time noted as 7 days is a constructive good practice,
but could very well vary based on patient needs.

Composite Dressing

 Reinstate clinical discretion. Changing frequency could exceed the recommended 3 times per
week based on patient needs.
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Contact Layer

 Reinstate clinical discretion. Changing frequency of once per week may not be the most
effective patient care based on the wound characteristics and the comorbidities of the patient.

 Most modern dressings except woven gauze have non-adherent components and intention.
Your verbiage is confusing and not in step with modern materials.

Foam Dressing Or Wound Filler

 Reinstate clinical discretion. Changing frequency could exceed the recommended 3 times per
week based on patient needs.

 Highly exudating wounds may need changing more than 3 times week, but use of foam may still
decrease the frequency of dressing changes from daily to twice daily.

 There is a prevailing clinical expert opinion that using foams on Stage 2 or partial thickness
wounds is in fact very effective and decreases utilization of daily dressing changes without
wound compromise and less product usage of more expensive dressings.

Gauze, Non-Impregnated

 Utilizing 2 gauze pads is not enough for deeper wounds as gauze continues to be used for
deeper wounds which would require more product.

 There is no clinical relevance to distinguishing between “adhesive borders or no borders”
products.

Gauze, Impregnated, Water Or Normal Saline

 We are unclear about the intent of proposed language. Does this include hypertonic saline?
This is a debriding agent and initially is used more than once per day.

Hydrocolliod Dressing

 Reinstate clinical discretion. Changing frequency could exceed the recommended 3 times per
week based on patient needs.

Hydrogel Dressing

 Reinstate clinical discretion. Changing frequency could exceed the recommended 3 times per
week based on patient needs.

 There is no clinical relevance to distinguishing between “adhesive borders or no borders”
products.

 Restrictions of fluid ounces per month is unclear and concerning.



September 21, 2015
Page 4

Specialty Absorptive Dressing

 Reinstate clinical discretion. Changing frequency could exceed once per day as one particular
absorptive dressing may have components and structure that work better with one type of
wound or anatomical location versus another.

 There is no clinical relevance to distinguishing between “adhesive borders or no borders”
products.

Transparent Film

 Reinstate clinical discretion. Changing frequency could exceed the recommended 3 times per
week based on patient needs.

Wound Filler, Not Elsewhere Classified

 Lack of clinical explanation. Please expand. Unable to provide comment based on the limited
language used.

Wound Pouch

 Reinstate clinical discretion. Changing frequency could easily exceed the recommended 3 times
per week based on patient needs. Keep in mind, using a wound pouch more than 3 times a
week would cost less than alternative treatments such as dressing changes that would need to
be up to 5 times a day for equivalent care. This one size fits all approach is not only clinically
inappropriate but could lead to greater costs per patient.

Zinc Paste Impregnated Bandage

 Reinstate clinical discretion. We agree that a weekly changing frequency is the goal, but
patient/wound needs may indicate more frequent changing in order to avoid complications.

Tape

 It would be helpful if the actual unit size was included in the section.

Light Compression Bandage / Gradient Compression Wraps

 These sections are confusing and provide very little clinical guidance. Need much greater
specificity as to what products you are intending to cover.

 For example, most compression items are not reusable if they are wraps. What specifically are
you referencing in the section?
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Dressings With Materials Not Recognized As Effective

 We found this section to be clinically incomplete. We would ask that you supply the literature
used to support these conclusions. There are vast amounts of clinical evidence and expert
opinion which lead to clinical effectiveness comparisons of these products. We agree with
some, but not all, of the conclusion regarding these components.

 We suggest a much more comprehensive review which includes expert opinion and a review of
the most recent clinical data regarding these products.

 Clarification needs to occur on whether having these components combined with other
approved elements of dressing rules out coverage.

 Applying a weighting metric to determine coverage is a flawed theory and not usual for clinical
decision making or effective patient care.

Additional Issues

Expanded Coverage of Compression Therapy

We would encourage you to comprehensively examine your coverage determinations for Compression
Therapy. Compression therapy is considered the gold standard for the treatment of lymphedema and
the treatment and prevention of venous leg ulcers1-2-3 (VLUs). VLUs are estimated to affect 1% to 3%4

of the adult population, and account for approximately 75%5 of all lower-extremity ulcerations. An
open ulcer can persist for weeks to many years and up to 97% recur.6 Also, VLUs may be accompanied
by some degree of lymphedema.7 However, VLUs can be healed and recurrence prevented or reduced
with the proper investment in preventive interventions, such as compression therapy. Data from two
systematic reviews provide evidence that appropriate compression can reduce the incidence of costly
recurrence of lymphedema and re-ulceration of VLUs.8 9 The impact of indirect costs

1Benbow M. Safety, tolerability and acceptability of KTwo. J Wound Care. 2014; 23(4): S4-S19.
2 Nelson EA, Bell-Syer SEM. Compression for preventing recurrence of venous ulcers. Cochrane Database Syst Rev 2012; Issue 8. Art. No.: CD002303.

doi:10.1002/14651858.CD002303.pub2
3 O’Meara S, Cullum N, Nelson EA, Dumville JC. Compression for venous leg ulcers. Cochrane Database Syst Rev 2012; Issue 11. Art. No.:CD000265.

doi:10.1002/14651858.CD000265.pub3
4 Carmel J. Venous ulcers. In Bryant RA, Nix DP, eds. Acute & Chronic Wounds. Current Management Concepts. 4th ed. St. Louis, MO: Mosby

Inc.; 2012: 194-213.
5 Nelson EA, Bell-Syer SEM. Compression for preventing recurrence of venous ulcers. Cochrane Database Syst Rev 2012; Issue 8. Art. No.: CD002303.

doi:10.1002/14651858.CD002303.pub2
6 Guideline for Management of Wounds in Patients with Lower-Extremity Venous Disease. Clinical Practice Guideline Series 4. Wound, Ostomy and

Continence Nurses Society. Mt. Laurel, NJ: 2011.
7 Cooper G. Compression therapy in oedema and lymphedema. British Journal of Cardiac Nursing. 2013; 8(11): 547-551.
8 Nelson EA, Bell-Syer SEM. Compression for preventing recurrence of venous ulcers. Cochrane Database Syst Rev 2012; Issue 8. Art. No.:
9 Lasinksi BB, Thrift, KM, Squire D, et al. A systematic review of the evidence for complete decongestive therapy in the treatment of lymphedema from
2004 to 2011. PM&R. 2012; 4(8): 580-601. doi:10.1016/j.pmrj.2012.05.003
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to Medicare is undeniable. Without access to appropriate prevention and treatment, beneficiaries may
suffer from recurrent infections, progressive degradation in their condition and, too often, disability
because they cannot afford the compression supplies required to maintain their condition.

We would encourage you to examine covering the cost of compression therapy for prophylactic
treatment of VLUs. We believe this will provide the most cost-effective, and clinically productive
treatment of complex wound conditions such as VLUs and lymphedema.

Bibliography

Our review of the cited sources of information and basis for the decisions in this proposal found them
to be woefully inadequate. Most of the referenced data was either out of date or clinically
inappropriate for the material being covered. We would be happy to work with the group to provide
you with updated clinical literature so you can make your decisions based on the most recent data
available.

Conclusion

WOCN agrees that the LCD policy for Surgical Dressings needs to be updated. However, we disagree
with the approach taken in the DMEMAC Draft Surgical Dressings Local Coverage Determination (DL
33831) and Policy Article (A54563). Our strong recommendation would be that this proposal be
withdrawn immediately and that you completely reexamine your surgical dressing policy in a manner
which includes all stakeholders from the onset. Our members take great pride in being able to provide
our patients with the greatest care possible. This document, as published, would not enable us to treat
out patients with the best available clinical practices and would lower our professional standards of
care.

Please allow us the opportunity to provide you our expertise in treating this patient population so
together we can create a policy that balances the needs to reduce costs, combat waste and abuse, and
improve patient care. We look forward to working with you on this important project. If we can be of
assistance to you in any way, please contact Chris Rorick of the Society’s staff at
chris.rorick@bryancave.com.

Sincerely,

Carolyn Watts, MSN, RN, CWON, CBPN-IC
President
Wound, Ostomy and Continence Nurses Society


