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Wisconsin Physicians Service (WPS) Policy Primer'?

Carrier B: WI, IL, Ml and MN | Legacy A: Former Mutual of Omaha | MAC A: IA, MO, NE and KS | MAC B: IA, MO, NE and KS
Effective Date: 6/1/10

Indications VSU? of 3 months’ duration that have failed to respond to documented conservative treatment for greater
than 2 months’ duration.

Neuropathic DFU* of 4 weeks duration that have failed to respond to conservative treatment for greater
than 1 month duration.

Limitations Limited to 3 separate applications to any given ulcer or more only when utilized with adherence to specific
FDA labeling instructions and criteria.

There should be no fewer than 2 weeks between applications for venous stasis ulcers and there should be
no fewer than three (3) weeks between applications for neuropathic diabetic foot ulcers.

For venous stasis ulcers, two applications of the skin substitute are indicated, or more only if provided for in
the FDA labeling. If after 12 weeks of compression treatment and the appropriate number of applications of
the skin substitute a 50 percent or greater improvement is noted and documented, one or more subsequent
reapplications of the skin substitute will be considered for Medicare coverage. Otherwise, reapplication of
the skin substitute is not recommended and will not be reimbursed and other treatment modalities should
be considered.

For neuropathic diabetic foot ulcers, if after 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 and other treatment modalities should be considered.

Re-treatment within one (1) year of completion of any given course of skin substitutes for venous stasis
ulcers is not covered.

Documentation The medical record must clearly document that conservative pre-treatment wound management has been
tried and failed to induce healing.

Documentation of the progress of the wound’s response to treatment must be made for each service billed.
At a minimum this must include current wound size, wound depth, presence and extent of or absence of
obvious signs of infection, presence and extent of or absence of necrotic, devitalized or non-viable tissue,
or other material in the wound that is expected to inhibit healing or promote adjacent tissue breakdown.

Coding CPT/HCPCS®
15340: Tissue cultured allogeneic skin substitute; first 25 sq cm or less
15341: Each additional 25 sg cm
Q4101: Apligraf, per square centimeter

ICD 9 CODES
VSU: 454.0, 454.2, 459.10, 459.11, 459.81 (these codes may be used alone)
DFU (Primary diagnosis): *707.10-707.15, 707.19
DFU (Secondary diagnosis): *249.60, 249.70, 250.60, 250.61, 250.70-250.71, 250.80-250.83

*When billing for wound care for ulcers caused by diabetes, the provider must use both a code primary ICD-9 code from the ulcer of lower limb range (707.10-707.19) and a
secondary ICD-9 code from the diabetes range.

1 Source: www.cms.com 2 This document is for informational purposes only. Use of this information does not guarantee coverage or payment for these services by Medicare
or other payors. Physicians and other providers should use independent judgment when selecting codes that most appropriately describe the services provided to a patient.
Physicians and hospitals are solely responsible for compliance with Medicare and other payors’ laws, rules, and requirements. 3 VSU = Venous Stasis Ulcer. 4 DFU = Diabetic
Foot Ulcer. 5 CPT © American Medical Association. All Rights Reserved.

. OrganogenesiSin.
www.apligraf.com | 888-HEAL-2-DAY (gss-432-5232) TIViNG TECHNGLOEY
T~

Apligraf®is a registered trademark of Novartis  ©2010 Organogenesis, Inc.



Wisconsin Physicians Service Medicare Apligraf® Sample UB-04 Claim Form
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Apligraf is supplied in 44 units.
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VSU: 454.0, 454.2, 459.10, 459.11, 459.81(these codes may be used alone)
DFU (Primary diagnosis): *707.10-707.15, 707.19
DFU (Secondary diagnosis): *249.60, 249.70, 250.60, 250.61, 250.70-250.71, 250.80-250.83

*When billing for wound care for ulcers caused by diabetes, the provider must use both a code primary ICD-9 code
from the ulcer of lower limb range (707.10-707.19) and a secondary ICD-9 code from the diabetes range.

oo e T B IRE »aTEENA R o] |
LT [rrer
o 2w P
LT [rrer
B A momm | fm fo] |
b LT [rrer
= coe T T
i LT ARST
-+ L R ==

R 2T




Wisconsin Physicians Service Medicare

FLEASE
DO NOT
ETAPFLE
IN THIS
AREA

T A

—
1. MEDICARE MEDICAID CHANFLUS CTHAM™S,

o
x|mﬁ.; !mq im'uﬂlllnl immw

123-45-6789A

Fﬂﬂl

4 IMGSUREDS MAME (Lot Mo, Frgh Mams, Wds 1=Hal

Sample CMS-1500 Claim Form
Physician Services in an Outpatient Setting g
HEALTH INSURANCE CLAIM FORM Pes [Ty
lﬁ 1 NGUAEDTS | D NUMBRSR FOR PROGRAR M (TEM 1) "

[ res

=, OTHER ADCEOIENTT

[ Jres

10a. ACREAVE D FoA LG UaE

. MM DO | ¥Y _ _ )
Smith, Jane 12 113135 wm[ | #[X] | Smith, Jane
B PATIDNTS ADIDREES (Mo, Sireal) B PATIERT ACLATEXNEHI7 TO IKSLIARD 7. IMSUREEFE ADDAESS Me., Bhueed
123 Any Street set | X| spouss| |cred| | oeed | | 123 Any Street
o BTATE | B PATIENT STATUS =0 BTATE
ANYTOWN NJ ’*"""ll ml& oher [ | | ANYTOWN NJ
ro ey TILDSONE {insucs S Code) TRLODE TELEFHONE [INEALLDE AR RODE)
00000 (973) 555-1234 ErRer ] || e | | 00000 { 973) 555-1234

T IEURETE POLICY AN OR FECA NURMRES

]

. "”‘ﬁ“‘ﬁﬁ""ﬁ‘“
[Xw0 w[ |
FLACE (Bimis) | b m Mmﬂcmm
|X?":" 1

& INTLSARNOE PLAN MAKE DR SADGRAM RAME

o 5 THERE ANCTHER MEALTH BEMESTT PLANT

R R T T ———

PATIENT AND INSURED INFORMATION

READ BACK OF FORM BEFORE COMPLETI NG & SH4%E THE FORN.
1 PATIERT S O0R ALTHOALTED PERBON G BIGNATURE | srhwias the: relsase of sy msdiss] o sOiar imiemad on reoessary
0 POl T . | et SSELAT Syl & G el benal L siTier L ST oF I 0 Pty wih BEDSPLE i I P

Sl
wanm SIGNATURE ON FILE BATE
Rl P e T

ﬁlﬂﬁmw

ricss soms oo below.

13 IEURETE OF AUTHORIZED PEA50M 5 FGRATUAE | purhoaas
PR of rresd el Danels wm Ta ussEmigned phyeises of splerior

1n mraﬂmwm WORK M WW n

17. HAME OF REFERAMG FHYECAN DR DTHER S0UACE

1nmmwmm

L% mrrummm MI'EE-ELATE}'I'DW
S DD VY

i 1 O W
Moy || LI
18, RESEAVED FOR LOGAL UBE 20, DUTBIDE LAST § CHARGES
___________________ VSU: 454.0, 454.2, 459.10, 459.11, 459.81 (these codes may be used alone)
21 DWWaNDESS DA BATURE. DFU (Primary diagnosis): *707.10-707.15, 707.19 e
LXXX XX DFU (Secondary diagnosis): *249.60, 249.70, 250.60, 250.61, 250.70-250.71, 250.80-250.83
— *When billing for wound care for ulcers caused by diabetes, the provider must use both a code primary ICD-9 code
~—={ from the ulcer of lower limb range (707.10-707.19) and a secondary ICD-9 code from the diabetes range.
XXX XX
M A o [
£ DATEIE} OF SEV0E, Mas! Tew PRQGICLIANS, SAVGES, QA SUPPLRS [ poewes AEBETVED PO E
L 0w —— CPT 15340 and 15341 should be used based on
01 i 01110]01 011022 15340 | == the size of the wound. For example, a wound
measuring 30 sq cm, would be billed using 15340
01/ 01110101 01110122 15341 | <ot (first 25 sq cm) and 15341 (additional 25 sq cm or
L ! ! : L part thereof). E
1 1 1 1
| | L] ||
| 1 1 ' E
L | | || !
Lo . [ E 2
1 1 ] ] 1 | |
!
i i ! ! i i !
| | 1 1 | H
25 FEDERAL T/ LD NUMEBEA BEY BN 24, PATIENTE ACCOUNT RO F HME | 28, TOTAL DHARGE 26, AMTUNT PAID 30, BALAKDE DUE
01-2345678 | ;I_l 012345678 | ywi | o 8 XXX i ] i 1 :
At HEMNATURD OF P8 RICLAN O SUPL i T, WAME AND ADCIILAS OF PAZILITY WhERE BUMACDE WIRE | 33, PHYBICIAN S, SUPPLIER'S BILLUNG KANE, ADDAZSE, EP CODE
ICRLUTERG DUQITE Of CREGBNTALE PEMDENED O e dan home of olfcs) | & PHOME B
(1 cometify 1t s mtmsmemar v 501 2 s
ety 12z Bl Anal are S & parl thaesal |
i 2 4
oD RATE s . o
DAPPIRCIVID Y AMA COUSCEL ON WESIZAL HilIVGAOR 56) PLEASE PRINT OR TYPE FOAM CMBAS08 (1200, FOAM RAB-1502,

FOAS OWTP-1580



Wisconsin Physicians Service Medicare

s | Apligraf® AR At o oot
E?AFTE ——— Sample CMS-1500 Claim Form

IN THIS T ————— ici ices i i i

AREA Physician Services in an Office Setting

T e HEALTH INSURANCE CLAIM FORM Poa [

—
1. MEDICARE MEDICAID CHANFLUS CTHAM™S,

o
x|mﬁ.; !mq im'uﬂlllnl immw

Tica
ﬁm

S

1o WEUREDTE LD MUMBES

123-45-6789A

IR PROMGAAR M ITEM 1)

4 IMGSUREDS MAME (Lot Mo, Frgh Mams, Wds 1=Hal

12 PATIERTE A AUTHDALIED PERBDNG BIARATURE | surhorzs e

. MM DO | ¥Y _ _ )
Smith, Jane 12 113135 wm[ | #[X] | Smith, Jane
B PATIDNTS ADIDREES (Mo, Sireal) B PATIERT ACLATEXNEHI7 TO IKSLIARD 7. IMSUREEFE ADDAESS Me., Bhueed
123 Any Street set | X| spouss| |cred| | oeed | | 123 Any Street
o BTATE | B PATIENT STATUS =0 BTATE
ANYTOWN NJ ’*"""ll ml& oher [ | | ANYTOWN NJ
ro ey TILDSONE {insucs S Code) TRLODE TELEFHONE [INEALLDE AR RODE)
00000 (973) 555-1234 ErRer ] || e | | 00000 { 973) 555-1234

T IEURETE POLICY AN OR FECA NURMRES

[Jras  [Xho [ ] F
o, AUTCr ACCEOIEMT? IFLACE [Bisis) mmmmm

[ [Xpo |
&, OTHRR ACCOENTY £ INSURARGE PLAK SAME DR FADGRAM RAME

| e X

10a. ACREAVE D FoA LG UaE

. 15 THERE ANGTHER WEALTH BEMEFTT PLANT
!.__|'I'El U RO s, el b el i e O e

PATIENT AND INSURED INFORMATION

e of Wy reisdioal of SO FIP=iador neossaary

13 IEURETE OF AUTHORIZED PEA50M 5 FGRATUAE | purhoaas
PR of rresd el Danels wm Ta ussEmigned phyeises of splerior

| |
1 1 1 1
5. FEDERAL T LD NUMWEEZA 294 BN

(1 cometify 1t s mtmsmemar v 501 2 s
sk 1 g bl AN ds Suidd & parl thaesal )

CPT 15340 and 15341 should be used based on
the size of the wound. For example, a wound

i measuring 30 sq cm, would be billed using 15340
(first 25 sq cm) and 15341 (additional 25 sq cm or
part thereof).

0 POt TS claine. | aies SaLs Byl o povesyman benells sither Lo syl of i 0 paty Wit BEDeply W IO AR e T Db,
wown SIGNATURE ON FILE BATE ¥
' f ILLNESS (Pest et O 16 [F PATIENT SMLAA LU eSS, i
1I.E‘-I'?:l:ﬁg::l.}lﬁ'l'l'L ‘m EE‘IEFM%.?‘IE &"EE L% MWFJ WORK N EEHTW _J.__
i mnlﬁcrmmmmm 1mmmwmm 18 IﬂﬁP‘I‘I’_ﬂ.ﬂ'l'm MI'EE-ELA‘IETI‘DWW o
mou | | |
16 RESEAVED FOR LOGAL UBE 20 DUTEDE LAST & CHARGES
___________________ VSU: 454.0, 454.2, 459.10, 459.11, 459.81 (these codes may be used alone)
21 DIRRGENDIEES 0F M DFU (Primary diagnosis): *707.10-707.15, 707.19
LXXX XX DFU (Secondary diagnosis): *249.60, 249.70, 250.60, 250.61, 250.70-250.71, 250.80-250.83
- *When billing for wound care for ulcers caused by diabetes, the provider must use both a code primary ICD-9 code
gl from the ulcer of lower limb range (707.10-707.19) and a secondary ICD-9 code from the diabetes range.
XXX XX
M A . of =
MM D3 W e DO Y !Mm CODE tw Mm'm“ LOAZAL LEBE
01/ 01 | 10/01/01 {1011 Q4101 g | L E
[
01501 i 10 01; 01510 11 15340 \k i ' N
! Apligraf is supplied in 44 units.
01,01 }10;01 01:10] 11 15341 ~ | [
! . . ! r: o i I I 1 1

L]
01-2345678 | il_l 012345678 [ven | | wo
3t AIGMATURE OF PRARIGLAs Of ST I 72 WA AND ADOTEAS O FACILITY WHERE S1PW0DE WITE
ISEEAICENG EEII Of CREQDNTIALG PREMOHPEED F citt than o o affes)

uummmmmmwm
& PHIME B

(APTIRONVID I AbA DOLSCEL 0% WECIZAL HIIVAOK &Y

PLEASE PRINT OR TYPE

FOAM CMBA500 200, FOAW AA3-1500,
FOAM OWCP-1580



Apllgrof

Model Documentation Form
for Wisconsin Physician Services

Pretreatment:

1.

2.

Indicate duration of ulcer (DFU: greater than one month, VSU: greater than three months)

Indicate duration of pre treatment conservative /conventional management (by you or the
predecessor physician)
months

Document exact location of ulcer

Indicate appropriate patient diagnosis codes:

VSU: 454.0, 454.2, 459.81, 459.10-459.11

DFU (Primary): 707.10-707.15, 707.19

DFU (Secondary): 249.60, 249.70, 250.60, 250.61, 250.70-250.71, 250.80-250.83

Document whether there is a failure to respond to conservative measures (VSU -2 months
duration and DFU -1 month duration), including appropriate off-load pressure during treatment

Document measurement of the initial ulcer size, size following cessation of conservative
management, and size at the beginning of Apligraf treatment

For a patient with diabetes, document current medical management and HgbA1C level

Document patient’s arterial blood supply to the foot as evidenced by a palpable pulse on the foot
(either dorsalis pedis or posterior tibial artery), or an ABI of 0.7 or greater

Document that wound is clean, free of infection and underlying Osteomyelitis

Continued on next page >

This document is for informational purposes only. Use of this information does not guarantee coverage or payment
for these services by Medicare or other payors. LCDs are updated by Medicare and Medicare contractors on a
regular basis. Physicians and other providers should regularly refer to the applicable Medicare local coverage
determinations (LCDs) for complete information on medical necessity documentation requirements. Physicians,
providers and hospitals are solely responsible for compliance with Medicare and other payors’ laws, rules, and
requirements.
Organogenesisi.
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Treatment:

10. Document measurement of ulcer (width and length or circumference and depth) immediately prior
to application of Apligraf sqcm
Wound Size CPT 15340 CPT 15341
<25sgcm x1 -
26-50 sgq cm x1 x1
51-75sgcm x1 X2
76-100 sg cm x1 X3
> 100 s cm 1 Continue based on

11

12.

13.

14.

15.

16.

17.

18

25 sqg cm or part thereof

. Document whether this is patient’s initial application of Apligraf or a reapplication. (Per FDA-
approved labeling, no more than 5 applications per ulcer is permitted. WPS’s LCD for Apligraf
states use of Apligraf is limited to 3 separate applications to any given ulcer, or more only when
utilized with adherence to specific FDA labeling instructions and criteria).

For Apligraf reapplications, document time between applications (There should be no fewer than
two (2) weeks between applications for VSU and there should be no fewer than three (3) weeks
between applications for DFU, except when more frequent applications are either a part of the
FDA product specific labeling instructions or are clearly supported by medical record
documentation of medically reasonable and necessary indications).

Document whether 50 percent or greater improvement was noted (For VSU's, two (2) applications
of the skin substitute are indicated. If after twelve (12) weeks of compression treatment, and two
(2) applications of the skin substitute, a 50 percent or greater improvement is noted and
documented, then re-application of a third skin substitute will be considered for coverage.
Otherwise, reapplication of the skin substitute is not recommended, and other treatment modalities
should be considered. For neuropathic DFU’s, if after nine (9) weeks of treatment, and three (3)
applications of the skin substitute, satisfactory healing progress is not noted, then reapplication of
the skin substitute is not recommended and other treatment modalities should be considered.).

For Apligraf reapplications, document whether prior applications have been successful
/satisfactory healing progress noted. Include documentation of the presence and extent of or

absence of necrotic, devitalized or non-viable tissue, or other material in the wound that is
expected to inhibit healing or promote adjacent tissue breakdown.

Document wound dressing accompanying the wound treatment during the healing period, as well
as compressive therapy and steps to off-load wound pressure.

Document patient compliance
Document how Apligraf was fixated to the wound

. Document whether all FDA labeling instructions have been followed

This document is for informational purposes only. Use of this information does not guarantee coverage or payment
for these services by Medicare or other payors. LCDs are updated by Medicare and Medicare contractors on a
regular basis. Physicians and other providers should regularly refer to the applicable Medicare local coverage
determinations (LCDs) for complete information on medical necessity documentation requirements. Physicians,
providers and hospitals are solely responsible for compliance with Medicare and other payors’ laws, rules, and
requirements.

www.apligr

OrganogenesiSi..

LIVING TECHNOLOGY

af.com | 888-HEAL-2-DAY (sss-432-5232)

Apligraf® is a registered trademark of Novartis ©2010 Organogenesis, Inc.



Apllgrof

ICD-9 CM Codes commonly used when
billing for Apligraf*

454.0
454.1
454.2
459.11
459.13
459.31
459.33
459.81

707.10
707.11
707.12
707.13
707.14
707.15
707.19
707.8

249.00

249.01
249.10
249.11
249.20
249.21
249.30
249.31

Varicose veins of lower extremities, with ulcer

Varicose veins of lower extremities, with inflammation

Varicose veins of lower extremities, with ulcer and inflammation
Postphlebitic syndrome with ulcer

Postphlebitic syndrome with ulcer and inflammation

Chronic venous hypertension with ulcer

Chronic venous hypertension with ulcer and inflammation

Other specified disorders of circulatory system, venous (peripheral) insufficiency, unspecified

Ulcer of lower limb, unspecified

Ulcer of thigh

Ulcer of calf

Ulcer of ankle

Ulcer of heel and midfoot (Plantar surface of midfoot)
Ulcer of other part of foot (Toes)

Ulcer of other part of lower limb

Chronic ulcer of other specified sites

Secondary diabetes mellitus without mention of complication, not stated as uncontrolled,
or unspecified

Secondary diabetes mellitus without mention of complication, uncontrolled

Secondary diabetes mellitus with ketoacidosis, not stated as uncontrolled, or unspecified
Secondary diabetes mellitus with ketoacidosis, uncontrolled

Secondary diabetes mellitus with hyperosmolarity, not stated as uncontrolled, or unspecified
Secondary diabetes mellitus with hyperosmolarity, uncontrolled

Secondary diabetes mellitus with other coma, not stated as uncontrolled, or unspecified
Secondary diabetes mellitus with other coma, uncontrolled

Continued on next page >
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249.40

249.41
249.50

249.51
249.60

249.61
249.70

249.71
249.80

249.81
249.90

249.91
250.60

250.61
250.62
250.63
250.70

250.71

250.72
250.73
250.80

250.81
250.82
250.83

Secondary diabetes mellitus with renal manifestations, not stated as uncontrolled,
or unspecified

Secondary diabetes mellitus with renal manifestations, uncontrolled

Secondary diabetes mellitus with ophthalmic manifestations, not stated as uncontrolled,
or unspecified

Secondary diabetes mellitus with ophthalmic manifestations, uncontrolled

Secondary diabetes mellitus with neurological manifestations, not stated as uncontrolled,
or unspecified

Secondary diabetes mellitus with neurological manifestations, uncontrolled

Secondary diabetes mellitus with peripheral circulatory disorders, not stated as uncontrolled,
or unspecified

Secondary diabetes mellitus with peripheral circulatory disorders, uncontrolled

Secondary diabetes mellitus with other specified manifestations, not stated as uncontrolled,
or unspecified

Secondary diabetes mellitus with other specified manifestations, uncontrolled

Secondary diabetes mellitus with unspecified complication, not stated as uncontrolled,
or unspecified

Secondary diabetes mellitus with unspecified complication, uncontrolled

Diabetes With Neurological Manifestations, Type Il Or Unspecified Type, not stated as
uncontrolled

Diabetes With Neurological Manifestations, Type | (Juvenile Type), not stated as uncontrolled
Diabetes With Neurological Manifestations, Type Il Or Unspecified Type, uncontrolled
Diabetes With Neurological Manifestations, Type | (Juvenile Type), uncontrolled

Diabetes With Peripheral Circulatory Disorders, Type Il Or Unspecified type,
not stated as uncontrolled

Diabetes With Peripheral Circulatory Disorders, Type | (Juvenile Type),
not stated as uncontrolled

Diabetes With Peripheral Circulatory Disorders, Type Il Or Unspecified type, uncontrolled
Diabetes With Peripheral Circulatory Disorders, Type | (Juvenile Type), uncontrolled

Diabetes with other specified manifestations, type Il or unspecified type,
not stated as uncontrolled

Diabetes with other specified manifestations, type I, not stated as uncontrolled
Diabetes with other specified manifestations, type Il or unspecified type, uncontrolled
Diabetes with other specified manifestations, type |, uncontrolled

* This brief summary is provided for consideration only. All codes provided herein are for information purposes only and shall not be
construed as a statement, promise, or guarantee that these codes are accurate or reimbursement will be received. Coding requirements
are subject to change at any time, therefore check with your local payer regularly to verify prior authorization requirements.

www.apligraf.com | 888-HEAL-2-DAY (sss-432-5232)
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