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Excluded Products within the Selected Lines of Business (LOB)
N/A

Applicable to Vendors? Yes [1 No[lX

Purpose and Applicability:

To set forth Independent Health’s medical necessity criteria for intestinal transplantation and
multivisceral transplantation.

Policy:

Commercial and Self-Funded

Intestinal and/or multivisceral transplantation procedures listed below are medically necessary for
pediatric and adult members to restore function in those with irreversible intestinal failure when
meeting the following criteria:
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1. Transplantation Procedures

e |solated intestinal transplantation is indicated for members who have only isolated
intestinal failure and no liver disease.

e Combined intestinal and liver transplant is indicated in those with intestinal failure and
end stage liver disease.

e  Multivisceral transplant is indicated for adults and children who meet criteria for the
combined small bowel/liver transplant and require one or more abdominal visceral
organs to be transplanted due to concomitant organ failure or anatomical abnormalities
which preclude a small bowel/liver transplant.

2. Transplantation Criteria, all apply:
e Failure of total parenteral nutrition (TPN) in a patient with intestinal failure as indicated
by one of the following:

a. Impending or overt liver failure due to TPN, indicated by elevated serum
bilirubin and/or liver enzymes, splenomegaly, thrombocytopenia, gastro-
esophageal varices, coagulopathy, peristomal bleeding, or hepatic
fibrosis/cirrhosis;

b. Thrombosis of > 2 central veins, including jugular, subclavian, and femoral veins;
Two or more episodes of systemic sepsis due to line infection, per year, or one
episode of septic shock, acute respiratory distress syndrome, and/or line related
fungemia;

d. Frequent episodes of dehydration despite IV fluid supplementation;

e. Other complications leading to loss of vascular access;

e High risk of death if transplant is not performed;

e Severe short bowel syndrome (gastrostomy, duodenostomy, and/or residual small
bowel <10 cm in infants and <20 cm in adults);

e Frequent hospitalizations for complications directly related to intestinal failure;

e Significant hepatic cirrhosis associated with diffuse post-mesenteric thrombosis;

e Documentation of patient compliance with medical management.

3. Contraindications, any apply:

e Malignancy, except for non-melanoma localized skin cancer that has been treated
appropriately, low grade prostate cancer, a malignancy that has been completely
resected, or a treated malignancy determined to have a small likelihood of recurrence
and acceptable future risks;

e Untreatable significant dysfunction of another major organ system, unless combined
organ transplantation can be performed;

e Presence of other gastrointestinal diseases;

e Acute medical instability, including, but not limited to, acute sepsis or myocardial
infarction;

e Uncorrectable bleeding diathesis;

e Chronic infection with highly virulent and/or resistant microbes that are poorly
controlled pre-transplant;

e Current non-adherence to medical therapy or a history of repeated or prolonged
episodes of non-adherence to medical therapy that are perceived to increase the risk of
non-adherence after transplantation;

e Psychiatric or psychological condition associated with the inability to cooperate or
comply with medical therapy;
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e Absence of an adequate or reliable social support system;

e Severely limited functional status with poor rehabilitation potential;

e Substance abuse or dependence (including tobacco and alcohol) without convincing
evidence of risk reduction behaviors, such as meaningful and/or long-term participation
in therapy for substance abuse and/or dependence. Serial blood and urine testing may
be used to verify abstinence from substances of concern.

Medicare Advantage

There is currently a National Coverage Determination (NCD) for intestinal and multivisceral
transplantation. Please refer to the link listed in the Reference section for Medicare Advantage
members.

MediSource, MediSource Connect, Essential Plan and Child Health Plus
MediSource, MediSource Connect, Essential Plan and Child Health Plus cover intestinal and multivisceral
transplants utilizing the Commercial criteria above.

Background

Intestinal failure is the inability of the gut to absorb sufficient macronutrients, micronutrients or water,
resulting in the need for intravenous supplementation to maintain health or facilitate growth. The most
common cause of intestinal failure is short bowel syndrome (SBS), which accounts for over 70% of
cases, with the remaining cases caused by functional disorders. The core of therapy for intestinal failure
is total parenteral nutrition (TPN). TPN is considered safe and effective, and patients may be weaned
from TPN if bowel function improves, but when intestinal failure is irreversible and refractory to other
medical and surgical therapies, TPN may be required for the remainder of a person’s life. However, TPN
may be associated with severe complications such as central line infections and sepsis. Intestinal
transplantation has become an option for patients with intestinal failure who become ineligible for TPN.

Intestinal transplantation can involve the isolated small bowel, a combination of the small bowel and
liver, or the small bowel, liver, and one or more other visceral organs such as the stomach, pancreas, or
duodenum in a procedure known as multivisceral transplantation. The goal of intestinal transplantation
is to improve the life expectancy and quality of life for patients with chronic, irreversible intestinal
failure by allowing them to become independent of total parenteral nutrition, to receive nutrients and
fluids via absorption in the small bowel, and to begin or resume normal eating habits.

An evaluation of the peer-reviewed scientific literature, including but not limited to subscription
materials, has provided Independent Health the basis for its medical necessity coverage outlined above.

Pre-Authorization Required? Yes [] NolX

Pre-authorization is not required at the present time. Criteria above will be utilized upon retro-review.

Definitions

Intestinal transplantation is utilized in the management of patients with irreversible intestinal failure
such as short bowel syndrome. Primary indications for intestinal transplant include depletion of central
venous access sites, multiple episodes of catheter-related sepsis, electrolyte disturbance, dehydration,
and progressive cholestatic liver failure.
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Multivisceral transplantation includes the stomach, duodenum, pancreas, small intestine, and liver. A
modified multivisceral transplant excludes the liver if the recipient liver is normal. Multivisceral
transplantation reserved for those patients who develop end-stage liver disease as a result of intestinal
failure-associated liver disease.

Short bowel syndrome (SBS) is a malabsorptive condition most often caused by massive resection of the
small intestine and is the most common cause of chronic intestinal failure (approximately 60 percent of
the cases in adults).

Total parenteral nutrition (TPN) is the intravenous administration of fluids and nutrients with or without
enteral feeding supplementation.
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This policy contains medical necessity criteria that apply for this service. Please note that
payment for covered services is subject to eligibility criteria, contract exclusions and the
limitations noted in the member’s contract at the time the services are rendered.
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