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General comments
The main goal of any policy is to provide patient access to requisite treatments.
Overly liberal policies provide potential excess utilization.
However overly restrictive policies result in decreased access, with resultant increased risk to patients’ wellbeing, health, and welfare. 
There are statements published in the draft policy that are not substantiated in the literature.
Implementing some of these policies/edits potentially will compromise the patients’ outcomes and may in fact result in increased health risk.
I appreciate the daunting task of the Carrier to provide an equitable policy that attempts to address most if not all aspects of these medical conditions.
I also appreciate the opportunity to provide comments in our mutual effort to provide a policy that is robust and in the best interests of our patients. 
After further reviewing, if applicable I will provide additional comments prior to the September 11 deadline.  Hopefully they will be contributory in providing constructive recommendations to a final policy.
I remain available to clarify any recommendations I provide. As I have in the past, I continue to volunteer my time in an effort to further assist in facilitating these initiatives should the Carrier so desire.
Comments specific to the policy

Nail treatment and surgical options must be individualized based on the nail condition and careful consideration should be taken when selecting patients for surgical nail procedures. Factors to consider when determining appropriate treatment include the extent of disease, type of organism, and medical comorbidities.1 Patients with factors that predispose them to infection are those with uncontrolled diabetes mellitus, prior infection with methicillin-resistant Staphylococcus aureus, and immunosuppression.3

Comment:
Additional factors to consider:
Peripheral vascular disease
Loss of protective sensation
Immunocompromised
Controlled diabetes mellitus

Ingrown toenails account for approximately 20% of foot problems presented in the primary care setting.7 An ingrown nail is a condition which results in the growth of the nail edge into the surrounding soft tissue that may result in pain, inflammation, or infection. This condition, although not very often, may involve the fingernails, and is noted in the literature to commonly occur in the great toes.1,7 No consensus has been reached for the best treatment approach, but ingrown nails may be treated non-surgically or surgically. Non-surgical treatments are typically used for mild to moderate ingrown nails, whereas surgical treatments are used in moderate and severe cases.1,4,7

Comment:
A patient who is a poor surgical candidate due to past or present medical history, may need to be addressed with different appropriate options.  As written the policy is dictating treatment, and removing clinical judgement from the physician/provider.

Blood underneath a fingernail or toenail or a subungual hematoma, generates pressure between the nail bed and the nail plate where the blood collects and may cause pain. Treatment of a subungual hematoma depends on the type of injury. A small not too painful hematoma is incorporated into the nail and progressively migrates outward to the free edge of the nail plate as the nail grows out.
Comment:
Treatment should also be considered if the patient is as risk for compromised healing and complications due to other illnesses (i.e. PVD, Diabetes M, LOPS etc.)

In traumatic nail injuries, surgical nail avulsion may be used to evaluate the stability of the nail bed or to release a subungual hematoma after a failed puncture aspiration. Injury of a fingernail may be treated with avulsion with surgical repair of the nail bed. A reattachment of the avulsed fingernail or a fingernail substitute, intended to protect the nail bed during the healing process, will adhere to the nail bed within 1–3 months and will be pushed off by the new nail, and as noted in this situation, will reach complete growth in 4 to 6 months.8

Comment:
Include toenail

The thickening of the nail plate may be a symptom of nail fungus or psoriasis. This thickening (Onycholysis) may force the nail plate to separate from the nail bed. This condition may last for several months because the finger or toenail will not reattach to its nail bed. Non-surgical treatment consists of clipping off the affected separated portion at the distal end of the of the nail plate and treating the underlying cause. In the case of moderate or severe symptomatic dystrophic nail plate, a surgical intervention may be required.1,4,7

Comment:
This is too restrictive of a statement and predisposing causes. i.e. trauma, hereditary, infection, previous surgical intervention, etc. can also contribute to thickening

The thickening of the nail plate may be a symptom of nail fungus or psoriasis. This thickening (Onycholysis) may force the nail plate to separate from the nail bed. This condition may last for several months because the finger or toenail will not reattach to its nail bed. Non-surgical treatment consists of clipping off the affected separated portion at the distal end of the of the nail plate and treating the underlying cause. In the case of moderate or severe symptomatic dystrophic nail plate, a surgical intervention may be required.1
Comment:
For example, a patient who is neuropathic/LOPS is not addressed in this requirement. Therefore, consideration needs to be addressed to allow for and provide adequate care for these types of clinical/pathological presentations.


A partial or complete avulsion of a nail plate is generally performed under local anesthesia. This surgical procedure involves the separation and a partial removal of a border of the nail plate or removal of the entire nail plate from the nail bed to the eponychium; the surgical removal of the body of the nail plate from its primary attachments, the nail bed ventrally and the PNF dorsally.

Comment:
Would suggest, to avoid confusion that reference to PNF be state as “proximal nail fold (PNF)”.

Excision of nail plate and nail matrix is performed under local anesthesia and requires removal of part or all of the nail thickness and length, with destruction or permanent removal of the matrix (e.g., chemical/surgical matrixectomy). Partial matrixectomies may be performed in the management of persistent onycholysis and onychocryptosis. When a chemical matrixectomy is performed, the nail will not regrow and will result in permanently eliminating the problem the nail was causing.7 When performed without, matrixectomy in most cases, the nail will regrow from the area under the cuticle (the matrix). A fingernail takes about 4 to 6 months to grow back. A toenail takes about 8 to 12 months to grow back.8,9

Comment:
Local anesthesia is not necessary if patient has a diagnosis of loss of protective sensation/numbness (LOPS).

Excision of nail plate and nail matrix is performed under local anesthesia and requires removal of part or all of the nail thickness and length, with destruction or permanent removal of the matrix (e.g., chemical/surgical matrixectomy). Partial matrixectomies may be performed in the management of persistent onycholysis and onychocryptosis. When a chemical matrixectomy is performed, the nail will not regrow and will result in permanently eliminating the problem the nail was causing.7 When performed without, matrixectomy in most cases, the nail will regrow from the area under the cuticle (the matrix). A fingernail takes about 4 to 6 months to grow back. A toenail takes about 8 to 12 months to grow back.8,9


Comment:
This statement is not accurate. This statement further implies 100% success. I am not aware of any procedure that provides 100% guarantee (other than an amputation guaranteeing no regrowth of the appendage). Clinical experience also refutes this statement. Additionally, a literature search further did not support this statement and in fact the contrary is acknowledged. Recurrence of a symptomatic pathology can occur within a few months after treatment is performed. Nowhere was I able to find documentation that stated 8 months. Although not common, 2-3 months is possible.  8 months is excessive and not an appropriate limitation.  Denying coverage can lead to increase potential for infection, pain, disability and complications associated with patients suffering from comorbidities (e.g. diabetes m., vascular compromised, LOPS, renal impairment, altered gait/excessive pressure due to medical conditions, etc.)

Wedge excision of skin of the nail fold is designed to relieve pressure on the nail/soft tissue and is an excision of a wedge of the soft granulation tissue and ingrown nail from the involved, medial and/or lateral, side of the toe or finger. The technique of wedge excision often fails to remove the nail spicule. Nail removal without destroying the matrix of the nail that produces nail growth can permit the nail to regrow beneath the nail fold, producing another ingrown nail. The purpose of partial or complete removal of a nail is to decrease the width of the nail plate at the offending border to relieve pain and pressure. This procedure could include removal/destruction of the nail matrix, either surgically or chemically, to cause long-term narrowing of the nail plate.
Comment:
11765 is described by CPT as  
“Wedge excision of skin of nail fold (eg, for ingrown toenail)” It does not state excision of nail.

Covered Indications

Avulsion of the nail plate, excision of the nail and nail matrix, and wedge excision of the skin of the nail fold are considered medically reasonable and necessary for the following indications:
	Symptomatic onychocryptposis (ingrown fingernails or toenails)1,3,4,7
	Subungual abscess and/or hematoma8,10,11
	Subungual tumors2,10
	Injury of the toes or fingers involving the nail component to evaluate the stability of the nail bed or to release a subungual hematoma after a failed puncture aspiration8
	Severe or recurrent fungal nail infection that has failed to respond to usual, less invasive treatment (for example, pharmacological treatment, debridement)
	For diagnosis of suspected lichen planus or psoriasis of the fingernail or toenail2,8,10,11
	Onychogryphosis or onychauxis1,8
	Congenital nail dystrophies that jeopardize the integrity of the finger or toe1

Comment:
Re: 1. LOPS patient may be asymptomatic and at risk.
Re: 3. Tumors may not be subungual but adjacent to nail plate. 
Re: 8: Congenital is too limiting. There are a number of causes of nail dystrophy, as alluded to in this document.
Limitations
The following are considered not medically reasonable and necessary:
Nail debridement or removing small chips or wedges of the nail and/or skin that does not require local anesthesia does not constitute surgical treatment of a nail.4,7,12
Trimming, cutting, or clipping of the distal unattached nail margins does not constitute surgical treatment of a nail.4,7,8,12
Surgical treatment of asymptomatic conditions.4,7
Repeat nail avulsion on the same toe or finger following a complete nail avulsion performed more frequently than every 8 months (32 weeks) for toenails or 4 months (16 weeks) for fingernails.8,11
Repeat nail excision on the same toe or finger following a complete nail excision for permanent removal.

Comment:
Re: 3. This unfairly excludes LOPS patients and those whose comorbidities/clinical conditions may put them at risk.
Re: 4. This was addressed in one of my above arguments as not appropriate or substantiated.
Re: 5. Again this was commented above as not an absolute and there is a percentage of reoccurrence with surgical intended permanent procedures.

A partial nail avulsion, used to treat a symptomatic infected ingrown toenail is a temporary relief for ingrown toenails as the nail matrix often grows back to its original thickness and the offending margin may again become a problem, resulting in another ingrown nail. When a nail avulsion is done, the matrix is not typically destroyed, thus leading to regrowth of the spicule or nail plate.15 For those patients who have failed conservative therapy or have a symptomatic presentation of an ingrown toenail that is moderate to severe4; a surgical intervention such as removal of granulation tissue of the affected nail fold and a partial nail avulsion of the affected nail edge and with the application of a chemical, surgical, or electrocautery matrixectomy to prevent recurrences, may be required.15 A Cochrane systematic review found that a partial nail avulsion combined with phenolization is more effective at preventing symptomatic recurrence of an ingrown nail than surgical excision/removal without phenolization (one in 25 patients with recurrence versus eight in 21 without phenolization).12 In a 2019 publication, the American Academy of Family Physicians reported that matrixectomy prevents recurrence of an ingrown nail and can be performed through surgical, chemical, or electrosurgical means.

Comment:
Should also address those with an illness that may be at risk for healing or complications if performed as stated.

Analysis of Evidence
(Rationale for Determination)

Partial or complete avulsion of the nail plate with the use of a local anesthetic may be performed to allow the exposure of the nail matrix for examination of the nail bed enabling visualization of the nail bed and nail matrix in order to look for pathologies originating in either the nail bed or the nail matrix. Studies have shown that partial or complete nail avulsion is considered medically reasonable and necessary for the examination of the nail bed and for the treatment of traumatic nail injury, subungual abscess and/or hematoma, subungual tumors, onychogryphosis, onychauxis, onycholysis, symptomatic congenital nail dystrophies or nail deformities associated with dermatologic conditions. Studies have shown that complete regrowth of an avulsed fingernail usually requires 4-5 months, and the toenail may require up to 8-12 months. Based on these studies, a repeat nail avulsion on the same toe or finger following a complete nail avulsion performed more frequently than every 8 months (32 weeks) for toenails or 4 months (16 weeks) for fingernails is considered not medically reasonable and necessary.

Comment:
This statement is a repeat of above and I commented previously stating disagreement.
 
For those patients who have failed conservative therapy or have a symptomatic presentation of an ingrown toenail that is too severe for a non-surgical intervention, a surgical intervention, such as removal of granulation tissue of the affected nail fold and a partial nail avulsion of the affected nail edge either with or without the application of a chemical, surgical, or electrocautery matrixectomy may be considered medically reasonable and necessary for the treatment of a symptomatic ingrown toenail or fingernail.
Comment:
Again, as addressed in an above comment, symptomatic is not accurate. It fails to address the patient who is neuropathic/LOPS or may be at risk due to other illnesses

The following reference DRAFT Local Draft Coverage Article:
Billing and Coding: Surgical Treatment of Nails (DA57666)

CPT code 11765 requires an excision of a wedge of the soft tissue and ingrown nail from the involved side of the toe. Do not report CPT code 11765 for the removal of a small piece of the nail without local anesthesia.

Comment: 
As I commented in the draft LCD, this code descriptor does not state nail. Only soft tissue.

Procedure code 11730 (Avulsion of nail plate, partial or complete, simple; single) is reported when removing part, or the entire nail and is not necessary to destroy the nail matrix

Comment:
I would recommend that this statement be deleted. The verbiage is misleading since destruction of nail matrix would warrant 11750. 11730 should never be considered for destruction of nail matrix.

CPT codes 11730 and 11732 for nail avulsion will be denied if billed for the same finger less than 4 months (16 weeks) or the same toe less than 8 months (32 weeks) following a previous avulsion.

Comment: 
This was also noted previously, and I commented in the draft LCD re: disagreement with stated period of time. 

Closing thought  

The FCSO legacy policy is a well thought out and equitable document that has addressed the needs of all since inception.  I had contributed recommendations to its update when it was last up for review.  Additionally, FCSO policy staff, CMD, CAC representatives and other stakeholders provided significant recommendations, edits, and updates.  The outcome was a robust policy that addressed previous deficiencies and concerns.  To the best of my knowledge the implementation and execution adequately fulfilled the intent. I would recommend that consideration be given to maintain the current policy rather than “reinventing the wheel”. 




