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MEDICA.

UTILIZATION MANAGEMENT POLICY

TITLE: PANCREAS-KIDNEY (SPK, PAK) TRANSPLANTATION

Origination Date: January, 1995
Subsequent Endorsement Date(s): 01/1996, 02/1998, 01/1999, 01/2000, 01/2001, 03/2002, 02/2003, 01/2004,
02/2005, 04/2005, 02/2006, 02/2007, 02/2008, 02/2009, 02/2010

This policy was developed with input from specialists in endocrinology, nephrology and transplant surgery, and endorsed by the
Medical Policy Committee.

PRODUCT APPLICATION

This policy provides general information concerning Medica’s administrative processes. It applies to all fully insured
Medica Health Plans, Medica Insurance Company, and Medica Health Plans of Wisconsin products, unless a specific
limitation or exception exists. For self-insured plans, consult individual plan sponsor benefit documents. If there is a
discrepancy between a Utilization Management Policy and a self-insured benefit plan, the provisions of the benefit
plan will govern. With respect to Medicare and Medicaid members, this policy will apply unless Medicare or Medicaid
policies require different coverage.

IMPORTANT INFORMATION — PLEASE READ BEFORE USING THIS POLICY

Medica updates its Utilization Management Policies regularly, and reserves the right to amend these policies without
notice to Medica members. Medica also reserves the right to amend these policies without notice to contracted
health care providers unless the amendment materially alters the policy. If the amendment materially alters the
policy, Medica will disclose the change to contracted health care providers not less than 45 days prior to
implementation of the policy. Medica’s Utilization Management Policies contain general information only and do not
guarantee coverage. Receipt of benefits is subject to all terms and conditions of the member’s coverage document.
Members should consult their Certificates of Coverage or Plan Documents/Summary Plan Descriptions to review the
provisions relating to a specific coverage determination. If there is a conflict between a Utilization Management Policy
and the applicable coverage document, the coverage document will govern. Members may contact Medica Customer
Service at the phone number listed on their member identification card to discuss their benefits more specifically.
Providers with questions about this Utilization Management Policy may call Medica’s Provider Service Center toll free
at 1-800-458-5512.

Medica’s Utilization Management Policies are not medical advice. Members should consult with appropriate health
care providers to obtain needed medical advice, care and treatment.

PURPOSE

To promote consistency between reviewers in utilization management decision-making by providing the criteria that
determine the medical necessity of pancreas-kidney (SPK, PAK) transplantation. The Coverage Issues box below
outlines the process for addressing the needs of individuals who do not meet these criteria.

BACKGROUND

I. Definitions

A. Transplant or graft is a portion of the body or a complete organ removed from its natural site and
transferred to a separate site in the same or different individual. Pancreas transplantation has been used to
arrest or ameliorate secondary complications of diabetes by establishing insulin independence.

B. There are three types of pancreas transplantation:
1. Simultaneous pancreas/kidney (SPK)
2. Pancreas after kidney (PAK)
3. Pancreas transplantation alone (PTA).

C. Living donor kidney transplant is a procedure in which a kidney of a healthy individual is removed and
transplanted into a related (or unrelated) recipient.
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D. Pancreatic islet cell transplantation is a procedure in which the insulin-producing islet cells alone (without
the remainder of the pancreas) are transplanted from a donor to the same (autologous) or different
(allogeneic) individual. (Refer to the Coverage Issues section for additional information.)

. Comments

A. For uremic diabetic patients, combined pancreas and kidney transplantation usually removes dependencies
on both insulin and dialysis.

B. Pancreas transplantation represents an alternative means of treating insulin dependence. Because organ
transplantation requires commitment of the recipient to long term immunosuppression, the problems of
diabetes must be of a magnitude to justify anti-rejection drugs. Thus, the main pancreas transplant
applications have been in patients who are extremely labile or experience hypoglycemia unawareness
syndrome. The complications of uncontrolled labile diabetes with severe metabolic instability must be judged
to be more serious than being immunosuppressed.

C. Patients with Type Il Insulin Dependent Diabetes Mellitus (IDDM) may exhibit the secondary complications of
diabetes, including nephropathy, retinopathy, and peripheral/autonomic neuropathy and vasculopathy. In
these patients, insulin resistance may be an important factor in the pathophysiology of diabetes and a
pancreas transplant may not be helpful,, if residual beta cell function exists. In order to differentiate between
Type | and Type Il IDDM, a C-peptide determination or antibody studies may be necessary. In patients with
Type | IDDM, there should be no detectable C-peptide and antibodies may be present. In patients with Type
I IDDM, C-peptide levels may be normal or even elevated and antibodies are absent.

MEDICAL NECESSITY CRITERIA

I. Patient Suitability

A. All patients should meet the institution’s criteria for acceptable heart, lung, and liver function.

B. Additional studies to determine the patient’s suitability for transplant may be requested, if indicated,
including, but not limited to:
1. Cardiac evaluation for persons over age 40
2. Pulmonary function tests
3. Serology testing including, but not limited to, hepatitis A, B and C, human immunodeficiency virus (HIV),

cytomegalovirus (CMV), varicella, Epstein Barr virus, herpes virus , Rapid Plasma Reagin (RPR), and
Fluorescent Treponemal Antibody Absorption (FTA)

4. Psychosocial evaluation and clearance
5. Mammogram for women over age 40
6. Prostate-specific antigen (PSA) and digital rectal exam for men over age 50
7. Pelvic exam and Pap smear for women
8. Dental exam with completion of required dental work prior to transplant
9. Imaging studies
10. Colonoscopy for persons over age 50 with removal of any polyps
11. Immunizations up to date, including Hepatitis A, Hepatitis B, influenza and pneumonia
12. Carotid Doppler ultrasound for individuals with known coronary artery disease
13. Ankle-Brachial Index (ABI)
14. Ophthalmology exam for persons with diabetes (as baseline)

C. Patient or guardian is able to give informed consent. Patient/guardian and family/social support system are
able to comply with the treatment regimen and necessary follow-up

D. For patients with a recent (24 months) history of alcohol or other drug abuse, successful completion of a
chemical dependency program and documented ongoing abstinence

II. Indications for transplantation
A. For simultaneous pancreas kidney transplant (SPK) the following criteria must be met:
1. Type | insulin-dependent diabetes, and
2. Imminent or established end-stage renal disease.
B. For sequential pancreas after kidney transplant (PAK), the following criteria must be met:
1. Type | insulin-dependent diabetes, and
2. Previously successful kidney transplant with stable function.
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lll. Indications for retransplantation
A. Failed previous pancreas transplantation including, but not limited to, the following:
1. Non-function of the graft, or
2. Chronic rejection, or
3. Chronic allograft pancreatitis, and
B. The above criteria for initial transplantation must be met, and
C. No history of behaviors since the previous transplant that would jeopardize a subsequent transplant.

IV. Contraindications
A. Generally, transplantation is contraindicated in the presence of a medical condition that would itself
significantly shorten life expectancy or make transplant success unlikely.
B. Contraindications include, but are not limited to:
Active systemic or localized infection
Active untreated or untreatable malignancy
Irreversible multisystem organ failure
Acquired Immunodeficiency Syndrome (AIDS)
Active alcohol and/or other substance abuse
Irreversible severe brain damage
Current patient and/or family noncompliance, psychiatric illness or psychological condition, or a pattern of
substance abuse that would make compliance with a disciplined medical regimen impossible
Inability to obtain informed consent from patient or guardian
C. Relatlve contraindications* include, but are not limited to:
Infection that may be aggravated/activated by immunosuppression
HIV infection without AIDS and with sustained CD4 counts greater than 200/mm3
Malignancy other than basal or squamous cell carcinoma of the skin in preceding five years
Untreatable vascular disease
Unstable cardiac disease (e.g., Angina pectoris)
Chronic peptic ulcer disease, Gl bleeding, diverticulitis
Cachexia/severe malnutrition
Body mass index equal to or greater than 40kg/m sq (See Appendix 1)
Age greater than 70
. High dose systemic corticosteroid use
. Post-transplant lymphoproliferative disease (PTLD) unless no active disease demonstrated by negative
PET scan and resolved adenopathy on CT/MRI.
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NOTE: Additional consultation, evaluation, and/or treatment may be indicated in these situations. Refer to
Medical Director.

V. Documentation Requirements
Written documentation from the medical record specifying the medical necessity according to the above criteria is
required. Requested documentation may include, but is not limited to:
A. Patient suitability studies
B. Transplant protocol.

COVERAGE ISSUES

1. Prior authorization is required for pancreas-kidney transplantation.
2. Coverage may vary according to the terms of the member’s coverage document.
3. For Medicare members, refer to the following, as applicable:
e Centers for Medicare and Medicaid Services (CMS). National Coverage Determination (NCD) for Pancreas
Transplants (260.3). Available at:

http://www.cms.hhs.gov/mcd/viewncd.asp?ncd id=260.3&ncd version=3&basket=ncd%3A260%2E3%3A3%3
APancreas+Transplants. Accessed December 23, 2009.

e Centers for Medicare and Medicaid Services (CMS). Medicare Benefit Policy Manual. Chapter 11: End Stage
Renal Disease (ESRD), Section 140 - Transplantation. Available at:
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http://www.cms.hhs.gov/manuals/Downloads/bp102c11.pdf. Accessed December 23, 2009.

4. Medica has entered into separate contracts with designated facilities to provide transplant-related health services,
as described in the member’s coverage document.

5. Complex cases require medical director or external review and, as necessary, discussion with the patient’s
physician.

6. Underlying co-morbidity that significantly alters risk/benefit of transplant may preclude transplant eligibility.

7. Coverage of pancreatic islet cell transplantation is addressed in the member’s coverage document.

8. Living donor segmental pancreas transplants are investigative, and therefore are not covered.

9. If the Medical Necessity and Coverage Criteria are met, Medica will authorize benefits within the limits of the
member’s coverage document.

10. If it appears that the Medical Necessity and Coverage Criteria are not met, the individual's case will be reviewed by
the medical director or an external reviewer. Practitioners are advised of the appeal process in their Medica
administrative handbook.

11. See also related Medica UM Policy No. IlI-TRA.04 Pancreas Transplantation (Pancreas Alone).

References:

1. Abecassis M, Adams M, Adams P, et al. Consensus statement on the live organ donor. JAMA. December
2000;284(22):2919-2926.

2. American Diabetes Association. Position Statement; Pancreas and Islet Transplantation in Type 1 Diabetes.
Diabetes Care. April 2006;29(4):935.

3. Canadian Agency for Drugs and Technologies in Health (CADTH). Technology Report: Pancreas Transplantation
to Restore Glucose Control: Review of Clinical and Economic Evidence. Issue 84. March 2007. Available at:
http://www.cadth.ca/media/pdf/I3005 Pancreatic Transplantation tr e.pdf. Accessed December 23, 2009.

4. Centers for Medicare and Medicaid Services (CMS). Medicare Benefit Policy Manual. Chapter 11: End Stage
Renal Disease (ESRD), Section 140 - Transplantation. Available at:
http://www.cms.hhs.gov/manuals/Downloads/bp102c11.pdf. Accessed December 23, 2009.

5. Centers for Medicare and Medicaid Services (CMS). National Coverage Determination (NCD) for Pancreas
Transplants (260.3). Available at:
http://www.cms.hhs.gov/mcd/viewncd.asp?ncd _id=260.3&ncd_version=3&basket=ncd%3A260%2E3%3A3%3APa
ncreas+Transplants. Accessed December 23, 2009.

6. Carpenter CB, Milford EL, Sayegh MH. Transplantation in the treatment of renal failure. In: Kasper DL, Braunwald
E, Fauci AS, et al., eds. Harrison's On-Line: Harrison’s Principles of Internal Medicine. 17" Edition. New York, NY:
McGraw-Hill; 2008:chap 276.

7. Demartinesa N, Schiessera M, Claviena PA. An evidence-based analysis of simultaneous pancreas-kidney and
pancreas transplantation alone. Am J Transplant. November 2005;5(11):2688-2697.

8. Hayes, Inc. Hayes Directory: Pancreas-After-Kidney (PAK) Transplantation in Diabetic Patients. June 2006.
Search last updated June 2009. Lansdale, PA.

9. Hayes, Inc. Hayes Directory: Simultaneous Pancreas-Kidney (SPK) Transplantation in Diabetic Patients. January
2008. Search last updated February 2010. Lansdale, PA.

10. Humar A, Ramcharan T, Kandaswamy R, et al. Pancreas after kidney transplants. Am J Surg. August
2001;182(2):155-161.

11. Institute for Clinical Systems Improvement (ICSI). Technology Assessment Report: Pancreas Transplant for
Insulin-Dependent Diabetes. October 2003. Bloomington, MN.

12. Israni AK, Feldman HI, Propert KJ, Leonard M, Mange KC. Impact of simultaneous kidney-pancreas transplant and
timing of transplant on kidney allograft survival. Am J Transplant. February 2005;5(2):374-382.

13. Larsen JL. Pancreas transplantation: Indications and consequences. Endocrine Reviews. December
2004,25(6):919-946.

14. National Heart Lung and Blood Institute. Clinical Guidelines on the Identification, Evaluation and Treatment of
Overweight and Obesity in Adults. September 1998. Available at:
http://www.nhlbi.nih.gov/guidelines/obesity/ob _home.htm. Accessed December 23, 2009.

15. Reddy KS, Stablein D, Taranto S, et al. Long-term survival following simultaneous kidney-pancreas transplantation

versus kidney transplantation alone in patients with type 1 diabetes mellitus and renal failure. Am J Kidney Dis.
February 2003;41(2):464-470.

Effective Date: May 1, 2010 Page 4 of 6




Pancreas-Kidney (SPK, PAK) Transplantation
Medica Policy No. 11I-TRA.05

16. Robertson RP, Davis C, Larsen J, Stratta R, Sutherland DER. Pancreas and islet transplantation for patients with
diabetes mellitus (Technical Review). Diabetes Care. January 2000;23(1):112-116.

17. Roland ME. Perspective: solid-organ transplantation in HIV-infected patients in the potent antiretroviral therapy
era. Top HIV Med. July/August 2004;12(3):73-76.

18. United Network for Organ Sharing (UNOS). Policy 3.8 Organ Distribution: Pancreas Allocation. March 3, 2009.
Available at: http://www.unos.org/policiesandbylaws/policies.asp?resources=true. Accessed December 23, 2009.

Effective Date: May 1, 2010 Page 5 of 6



11I-TRA.05

Pancreas-Kidney (SPK, PAK) Transplantation
Medica Policy No.

‘WIyTawoy qo/ANISaq0/Saulapinb/AoD iU IqIyuMMAY/-0NY 1@ s|qe|ieAy ‘s)npy ul AIseqo
pue 1yBIsMISAQ JO 1UBWILal] pue uoieneAl ‘uoiedlnuap| ay) Uo SaulidpIng [ealuld “81niisu| poojg pue Bun uesaH [euoneN :wolj paidepy

‘patenbs Ja1aw/6y o7 uey Jarealb 1o 01 lenba NG B se AlIsaqo awanxa pue ‘pasenbs Ja1aw/by
0€ uey) Jarealb 1o 01 renba NG B se Alisaqo ‘pasenbs Ja1aw/By 6'6Z Ybnoayl Gz Jo [INg e Se 1ybiamuano Ajisse[o sauljapinb (J97HN) a1nnsu| poojg
pue ‘BunT ‘WeaH [euoneN ayl ‘pasenbs (sia18w ur) ybiay / (sweisbopy ul) Wybiam se parendes si ybiay 1oy ybliam aaire|al saquosap |INgG ay.L

o% 92k 9l 0Lk 20 F6E SBE LIS 696 1T £5€ e 968 §%6 02E ZVE WOE 6 IST 6LT LIZ €90 VL QN.RN_ 062 122 €12 S0Z 61 681 OBL 2L vOL 961 9L
V¥ £2y S L0V 66C L6E £8C SE 498 655 198 66 SEE 28 BIE LIt B0 SGT 87 6LZ ZLT YT 9ST BT OVC UEC VEZ 9KC SOC 0OZ 264 AL UL GO 091 28} S

G2 240 ¥0p 966 BE L0¢ €16 SOF 9%C 0ce 2 #eE 926 B8 HE 60C S67 L6 082 202 G2 062 GHZ VT €62 GZ0 912 012 202 %8l 981 6LL LL €91 G510 b
m_s_ 10p mwn wmm E.m g 5 mmm 8YC OVE GEE SZE 8IE Ea 206 962 997 08T 2UT 98T LST 0T VT GEX E”_Emmﬁw.__ﬁ.._.m_._._mww 281 PLL 991 BSL ISL HWL €L
. 196 §SE 9%% @6E _‘mm_am._m_.m 606 206 V6T 197 61 TUT SO 9SZ 0ST TWZ SET QCT 122 EAZ OO BGL LBL WBL LiL 0L 0L ¥OL Lyl OV
mﬁmﬁ S 96 998 16 BV B5E 625 206 SIE BOE L0 967 982 6.2 2LZ ST LSC 0SC BT 9K 60 2 m_u..&_m_a& £6) 981 6LL 4L 991 /) 0G) £V 961 L
_””_" /€ 69 796 gse SvE :.ﬂ _am h_n_ﬁm_.ma 906 662 262 Ew m.a Ve 92 1ST 052 €¥C 96T 62T 22T 91T mﬁ_nﬁ ﬁw— 88l __E.mmmt 191 081 €51 SVl BEL ZEL 0L
o8 8EE 186 ¥ZE .m;;w_m.sm_.ﬁ am..am E En €07 152 0GZ €47 O6Z 0FZ €22 9IZ 60T €02 OBl .%F ne 0LL 691 291 SSL B¥L ZHL SEL 6T
oo m% wa mﬁ. 206 S67 602 262 912 692 492 957 6¥7 SYZ 96T OGZ €22 OLZ 042 COZ L6h 0BL ¥AL LLL LiL ¥OL 8SL ISL vhL BEL bek 2
v B6e 1ee oz ﬁ.sm o8z #Z 997 1L G52 OVZ 29T 9T ST €22 LIZ LWZ VOZ 961 61 G8) 821 7L 99L 65L €51 9¥L OWb vEL 12 12
:ﬁ m.a nﬁ 962 097 ..u...w VT WT SEZ 67 €2C 91T 0IZ HOZ 86) 261 mmr__m.”_h_w_.ﬁ._r k;::ﬂ: 8vl Zvl 9€L OEL ¥Zb 811
2 01z En zﬁ _wﬂ_mﬁ_%ﬂaﬁ_ﬁ 822 222 91T OMZ Y07 961 261 9L 0L bLb B9V 20 9V 0L #¥h 861 28l 62 02 LI
192 %N mﬂ 052 V62 85¢ 262 12T 127 SIZ 607 02 L6k 76 98k OBK bLL 631 €9 IS JSh SBL OV ¥EL 8T T2h O4b O
P12 902 €0C 6} 161 99L 081 SII 69 OFh Ibh SEL OEL 421 9K €M 0L €9
£0Z 202 961 V6L 981 08L SiL 694 | €91 /Bl Tl 9L LEL 9ZL OZL SIL 6O0L ¥OL 29
L0z S6L 061 S8 08L VL 69} 9l %_.__n.mm__m__m__: 9 L6L 260 [T T2V 94 LLL 901 00 19
¥61 681 ¥B) 6L ¥Lb 991 €91 8% €1 9L €6V 620 €21 ®1L ZUL L0V 201 L6 09
88l €81 8.1 ELL 991 £9L 8SL €SI 8 nﬂnﬂ 920 421 BLL VAL 6OL ¥OL 65 ¥B 69
18) 424 TV 194 Z94 8SL €51 Svl C¥h BEL VEL 624 ¥ZL 6LL SIL OLL SOL 004 % 16 89

3 8 8 6 B8

(spunad) yyBap Apog (sayouy)

Wbiey

13

ajqe} xapuj sseyy Apog

APPENDIX 1 — Body Mass Index (BMI) Conversion Table
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