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Medical Policy

Joint Medical Policies are a source for BCBSM and BCN medical policy information only.
These documents are not to be used to determine benefits or reimbursement. Please
reference the appropriate certificate or contract for benefit information.
____________________________________________________________________________
Category: Surgery

Title: Bilaminate Skin Substitute
(Apligraf®)

Procedure Code(s):
15342 - 15343

____________________________________________________________________________
Description/Background
Bilaminate skin substitute is made of living tissue formed by two layers. The epidermal layer is
composed of human keratinocytes a nd the dermal layer is composed of human fibroblasts in a
bovine Type I collagen lattice. The fibroblast and keratinocyte cells are derived from human
neonatal male foreskin tissue. Unlike human skin, bilaminate skin substitute does not contain
melanocytes, Langerhans’ cells, macrophages, and lymphocytes, or other structures like blood
vessels, hair follicles or sweat glands.
The FDA approved this device on 5/22/98 for use in the treatment of partial and full-thickness
skin ulcers due to venous insufficiency. In July of 2000, the FDA also approved this device in
the treatment of full-thickness diabetic ulcers of neuropathic origin.
___________________________________________________________________________
CPT/HCPCS Level II Codes and Description
15342
15343

Application of bilaminate skin substitute/neodermis; 25 sq cm
Application of bilaminate skin substitute/neodermis, each additional 25 sq cm (List
separately in addition to code for primary procedure)
____________________________________________________________________________
Diagnoses/Medical Conditions
•
•
•
•
•

Severe atherosclerosis of the extremities
Venous (peripheral) insufficiency, unspecified
Varicose veins of lower extremities, with ulcer
Varicose veins of lower extremities, with ulcer a nd inflammation
Ulcer of lower limbs, except decubitus
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____________________________________________________________________________
Medical Policy Statement
Bilaminate skin substitute (Apligraf®) has been established as safe and effective for the
treatment of:
• Non-infected partial and full thickness skin ulcers due to venous insufficiency greater than
three months duration that have not responded to one month of conventional ulcer therapy.
• Full thickness diabetic ulcers of neuropathic origin of at least three weeks duration, which
have not responded to conventional ulcer therapy. These ulcers may be on the plantar,
medial or lateral area of the foot and can extend through the dermis.
Rationale
In three randomized, controlled, unblinded trials comprised of 120 to 293 patients were
followed for up to 1 year following Apligraf treatment with standard low-level compression
therapy or standard multilayer compression therapy alone. These trials found that Apligraf
increased the likelihood of and reduced the time to complete venous leg ulcer healing in
patients with noninfected, partial and full-thickness leg ulcers related to venous
insufficiency of > 1 month duration that did not respond to standard ulcer therapy, and for
which other treatable causes were e xcluded. Ulcer recurrence rates and the incidence of
complications were similar between the two treatments. Apligraf was significantly more
efficacious for wound closure in a subgroup of patients with longstanding ulcers (> 6
months) compared with standard compression therapy.
Medical Policy Position Summary (Non-clinical summary statement for
customer use)

Bilaminate skin substitute (Apligraf®) has been established as safe and effective for the
treatment of:
• Non-infected partial and full thickness skin ulcers due to venous insufficiency greater
than three months duration that have not responded to one month of conventional ulcer
therapy.
• Full thickness diabetic ulcers of neuropathic origin of at least three weeks duration,
which have not responded to conventional ulcer therapy. These ulcers may be on the
plantar, medial or lateral area of the foot and can extend through the dermis.
____________________________________________________________________________
Inclusionary and Exclusionary Guidelines (Clinically based guidelines that may
support individual consideration and pre-authorization decisions)

•
•

A single application of Apligraf for any particular ulcer is usually all that is required to
achieve wound healing in wounds likely to be helped by this therapy
Treatment is usually expected to last no more than 12 weeks and to involve a maximum of
three Apligraf applications for any ulcer that qualifies for treatment
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Bilaminate skin substitute is contraindicated for:
• More than three applications for the same ulcer
• A second course of treatment for a single ulcer within a twelve month period (a course of
treatment equals up to 3 applications in a 9 -12 week period)
• Use on clinically infected wounds
• Members with known allergies to bovine collagen
• Wounds extending to the tendon, muscle, capsule or bone
• Wounds on the heel
___________________________________________________________________________
Related Policies
N/A
___________________________________________________________________________
Medicare Information
Contractor Name
Wisconsin Physicians Service (WPS)
LMRP Description
I. Apligraf (Graftskin)
This product is a manufactured viable bilaminate graft or skin substitute designed to be
used for treatment of non-infected, partial and full thickness skin ulcers due to venous
insufficiency or neuropathic diabetic foot ulcers. It is a bilayered living skin construct that
contains both an epidermal layer, formed by human keratinocytes (with a well-differentiated
stratum corneum) and a dermal layer, composed of human fibroblast in a bovine type I
collagen lattice.
II. *Dermagraft is a cryopreserved human fibroblast-derived dermal substitute. It is
manufactured from human fibroblast cells derived from newborn foreskin tissue.
Dermagraft is indicated for use for the treatment of full-thickness diabetic foot ulcers greater
than six weeks duration which extend through the dermis, but without tendon, muscle, joint
capsule or bone exposure.
Indications and Limitations of Coverage and/or Medical Necessity
I. Apligraf
A. Coverage of this modality will be considered if at least one of the following conditions
is satisfied and documented:
1. Venous stasis ulcers which have failed to respond to documented conservative
measures of treatment for more than two (2) months duration.
2. Neuropathic diabetic foot ulcers failing to respond to documented, conservative
treatment measures carried out for one (1) month or more.
3. For neuropathic diabetic foot ulcers, appropriate steps to off-load pressure during
treatment must be taken.
4. The ulcer must be free of infection and underlying osteomyelitis. Treatment of the
underlying disease must be provided and documented in conjunction with ulcer
treatment with bilaminate skin substitute.
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B.

II.

Limitations of coverage are as follows:
1. Use of the skin substitute for neuropathic diabetic foot ulcers, is limited to three (3)
separate applications to any given ulcer.
2. There should be no fewer than three (3) weeks between applications for
neuropathic diabetic foot ulcers.
3. For neuropathic diabetic foot ulcers, if after three (3) applications of skin
substitute, satisfactory healing progress is not noted, then reapplication of the skin
substitute is not recommended.
4. For venous stasis ulcers, generally two applications of skin substitute are
indicated. If after eight (8) weeks of compression treatment and two applications
of skin substitute, a 50% or greater improvement is noted and documented then
application of a third skin substitute will be considered for coverage.
5. There should be no less than four (4) weeks between applications for venous
stasis ulcers.
6. Re-treatment with bilaminate skin substitute for any single ulcer within one year is
not covered.
*Dermagraft®
A. Coverage will be considered if the following conditions are satisfied and documented:
1. Patient has a current diagnosis of type I or type II diabetes mellitus.
2. The diabetic foot ulcers are greater than six weeks duration, which extend through
the dermis, but without tendon, muscle, joint capsule or bone exposure.
3. Foot ulcer (after debridement) is free of necrotic debris, exhibits no sign of clinical
infection, and appears to be comprised of healthy, vascularized tissue.
4. The patient has adequate circulation to the foot as evidenced by a palpable pulse
(either dorsalis pedis or posterior tibial artery).
5. It should be used in conjunction with standard wound care regimens and in
patients that have adequate blood supply to the involved foot.
6. Patients must receive pressure-reducing footwear and must be encouraged to stay
off their treated foot during treatment as much as possible.
B. Limitation of Coverage are as follows:
1. Use of Dermagraft for diabetic ulcers, is limited to weekly applications to the ulcer
for up to eight weeks. Wound closure must be evident in 12 weeks after initiation
of therapy.
2. It is contraindicated for use in ulcers that have signs of clinical infection or in ulcers
with tunnel or sinus tracts that cannot be completely debrided.
3. It is contraindicated in patients who have clinical evidence of cellulitis, gangrene or
osteomyelitis on any part of the affected foot.
4. It is contraindicated in patients with known hypersensitivity to bovine products, as it
may contain trace amounts of bovine proteins from the manufacturing medium and
storage solution.
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CPT/HCPCS Codes
Surgical preparation or creation of recipient site by excision of open wounds burn
15000 eschar, or scar (including subcutaneous tissues); first 100 sq. cm. Or 1 percent of
body area of infants and children.
15342 Application of bilaminate skin substitute/neodermis or neodermis; 25 sq. cm.
Application bilaminate skin substitute/neodermis; each additional 25 sq. cm (list
15343
separately in addition to code for primary procedure).
Dermal and epidermal tissue of human origin, with or without bioengineered or
Q0185
processed elements, with metabolically active elements, per square centimeter.
Dermal tissue, of human origin, with and without other bioengineered or
*Q0184
processed elements; with metabolically active elements, per square centimeter
Dermal and epidermal, tissue of human origin, with or without bioengineered or
*J7340 processed elements, with metabolically active elements, per square centimeter
(To be used for Apligraf on or after 01/01/2002)
ICD-9 codes that Support Medical Necessity
1. Apligraf
250.80-250.81
Diabetes with other specific manifestations
454.0
Varicose veins of lower extremities, with ulcer
454.2
Varicose veins of lower extremities, with ulcer and inflammation
*707.13
Ulcer of ankle
*707.14
Ulcer of heal and midfoot
*707.15
Ulcer of other part of foot
*When reporting ICD-9 codes 707.13-707.15, ICD-9 codes 250.80-250.81 must also be
reported.
2. *Dermagraft
250.00-250.03
Diabetes mellitus without mention of complication
*707.14
Ulcer of heal and midfoot
*707.15
Ulcer of other part of foot
*When reporting ICD-9 codes 707.14 and 707.15, ICD-9 codes 250-00-250.03 must also
be reported.
Documentation Requirements
• There must be documented measurements of the initial ulcer size, the size of the ulcer
following cessation of conservative management and the size at the beginning of skin
substitute treatment.
• The record must document that wound treatment for venous stasis ulcers by this method, is
accompanied by appropriate wound dressing during the healing period, and by appropriate
compressive dressings during follow-up.
• For neuropathic diabetic foot ulcers, appropriate steps to off-load wound pressure during
follow-up must be taken and documented.
• Documentation supporting the medical necessity for skin substitute application such as
appropriate ICD 9 codes must be submitted with each claim. Claims submitted without such
evidence will be denied as not medically necessary. The patient’s medical record must
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contain documentation that fully supports the medical necessity for skin substitute
application. This documentation includes, but not limited to, relevant medical history,
physical examination, and results of pertinent diagnostic tests or procedures. This
documentation must be available to the Carrier upon request. The medical record must
clearly show that the criteria listed indications and limitations of coverage have been met.
Utilization Guidelines
• For venous stasis ulcers, treatment will normally last approximately eight (8) weeks. If after
eight weeks of compression treatment and two applications of the skin substitute, a 50% or
greater healing is not noted, and then reapplication of the skin substitute is not
recommended.
• For neuropathic diabetic foot ulcers, treatment with Apligraf will normally last approximately
twelve (12) to eighteen (18) weeks. If after nine nine weeks of treatment and three
applications of the skin substitute, satisfactory healing progress is not noted, then
reapplication of the skin substitute is not recommended.
• Dermagraft treatment lasts over a period of eight (8) weeks of weekly application on the
diabetic ulcer. At 12th week, the ulcer wound should have been completely closed. Wound
closure is defined as full epithelialization without drainage.
• No re-treatment of an individual ulcer would be expected sooner than one year following the
initial, successful or unsuccessful treatment, of a treatment series for that ulcer.
(The above Medicare information is current as of the review date for this policy. However, the coverage issues
and policies maintained by the Centers for Medicare & Medicare Services [CMS, formerly HCFA] are updated
and/or revised periodically. Therefore, the most current CMS information may not be contained in this
document. For the most current information, the reader should contact an official Medicare source.)

___________________________________________________________________________
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BLUE C ARE NETWORK
POLICY : BILAMINATE SKIN SUBSTITUTE (APLIGRAF ®)
I.

Coverage Determination:
Bilaminate skin substitute (Apligraf) is a covered benefit for BCN members for the
treatment of:
• Non-infected partial and full thickness skin ulcers due to venous insufficiency greater
than three months duration that have not responded to one month of conventional
ulcer therapy.
• Full thickness diabetic ulcers of neuropathic origin of at least three weeks duration,
which have not responded to conventional ulcer therapy. These ulcers may be on
the plantar, medial or lateral area of the foot and can extend through the dermis.

II.

Benefit Information:
Appropriate hospital copayments will apply
• BCN 1, BCN 5, BCN 5 Michigan Catholic Conference, FEP – no copayment
• BCN 10, BCN Non-Group, Personal Plus – The hospital copayment is 25% of all
hospital-billed fees for facility, professional and related services received while an
inpatient and for outpatient surgery. All copayments made for hospital-billed fees
apply to a hospital copayment maximum. Once the maximum is reached, no copays
will be taken for hospital-billed services for the rest of the year.
• BCN Basic – All hospital inpatient and outpatient services are subject to a 20%
copayment. Where more than one service is provided at one time, all the applicable
copayments apply. Certain copayments will accumulate toward an annual
copayment. Once the annual copayment maximum is reached in any calendar year,
the copayments for benefits that are described as applicable towa rd the annual
copayment maximum are waived.

III.

Benefit Exclusions:
Bilaminate skin substitute is not medically necessary, and is contraindicated for:
• more than three applications for the same ulcer
• a second course of treatment for a single ulcer withi n a twelve month period (a
course of treatment equals up to 3 applications in a 9-12 week period)
• use on clinically infected wounds
• members with known allergies to bovine collagen
• wounds extending to the tendon, muscle, capsule or bone
• wounds on the heel

IV.

Administrative Guidelines:
•

The member's contract must be active at the time the service is rendered.
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•
•
•
•
•
V.

The service must be authorized by the member's PCP except for Self-Referral Option
(SRO) members seeking Tier 2 coverage.
Services must be performed by a BCN-contracted provider, if available, except for
Self-Referral Option (SRO) members seeking Tier 2 coverage.
Appropriate copayments will apply
CPT - HCPCS codes are used for descriptive purposes only and are not a guarantee
of coverage.
Payment is based on BCN payment rules, individual certificate benefits and certificate
riders.

Effective Date:
Policy retired: 11/18/03
Joint policy effective date: 6/25/02
Supersedes benefit information of: 8/20/01
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