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The following Protocol contains medical necessity criteria that apply for this service. It is 
applicable to Medicare Advantage products unless separate Medicare Advantage criteria are 
indicated. If the criteria are not met, reimbursement will be denied and the patient cannot be 
billed. Preauthorization is required and must be obtained through Case Management. Please 
note that payment for covered services is subject to eligibility and the limitations noted in the 
patient’s contract at the time the services are rendered. 

 

Description 

Transplantation of a normal pancreas is a treatment method for patients with insulin-dependent diabetes 
mellitus. Pancreas transplantation can restore glucose control and is intended to prevent, halt, or reverse the 
secondary complications from diabetes mellitus. 

Background 

Achievement of insulin independence with resultant decreased morbidity and increased quality of life is the 
primary health outcome of pancreas transplantation. While pancreas transplantation is generally not considered 
a life-saving treatment, in a small subset of patients who experience life-threatening complications from 
diabetes, pancreas transplantation could be considered life-saving. Pancreas transplant alone (PTA) has also 
been investigated in patients following total pancreatectomy for chronic pancreatitis. In addition to the immune 
rejection issues common to all allograft transplants, autoimmune destruction of beta cells has been observed in 
the transplanted pancreas, presumably from the same mechanism responsible for type 1 diabetes. (1) 

Pancreas transplantation occurs in several different scenarios such as:  (1) a diabetic patient with renal failure 
who may receive a cadaveric simultaneous pancreas/kidney transplant (SPK); (2) a diabetic patient who may 
receive a cadaveric or living-related pancreas transplant after a kidney transplantation (pancreas after kidney, 
i.e., PAK); or (3) a nonuremic diabetic patient with specific severely disabling and potentially life-threatening 
diabetic problems who may receive a PTA. The total number of adult pancreas transplants (pancreas and 
pancreas/kidney) in the U.S. peaked at 1484 in 2004; the number has since declined. (2) In 2013, 214 PTAs and 
651 SPKs were performed in the U.S. 

According to International Registry data, the proportion of pancreas transplant recipients worldwide who have 
type 2 diabetes has increased over time, from 2% in 1995 to 7% in 2010. (3) In 2010, approximately 8% of SPK, 
5% of PAK, and 1% of PTA were performed in patients with type 2 diabetes. 

The approach to retransplantation varies according to the cause of failure. Surgical/technical complications such 
as venous thrombosis are the leading cause of pancreatic graft loss among diabetic patients. Graft loss from 
chronic rejection may result in sensitization, increasing both the difficulty of finding a cross-matched donor and 
the risk of rejection of a subsequent transplant. Each center has its own guidelines based on experience; some 
transplant centers may wait to allow reconstitution of the immune system before initiating retransplant with an 
augmented immunosuppression protocol. 

Related Protocols 

Kidney Transplant 

Protocol
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Islet Transplantation 

 

Policy (Formerly Corporate Medical Guideline) 

A combined pancreas-kidney transplant may be considered medically necessary in insulin dependent diabetic 
patients with uremia. 

Pancreas transplant after a prior kidney transplant may be considered medically necessary in patients with 
insulin dependent diabetes. 

Pancreas transplant alone may be considered medically necessary in patients with severely disabling and 
potentially life-threatening complications due to hypoglycemia unawareness and labile insulin dependent 
diabetes that persists in spite of optimal medical management. 

Pancreas retransplant after a failed primary pancreas transplant may be considered medically necessary in 
patients who meet criteria for pancreas transplantation. 

Pancreas transplant or retransplant is considered investigational for all other indications. 

 

Policy Guideline 

General 

Potential contraindications subject to the judgment of the transplant center:  
1. Known current malignancy, including metastatic cancer 
2. Recent malignancy with high risk of recurrence 
3. Untreated systemic infection making immunosuppression unsafe, including chronic infection 
4. Other irreversible end-stage disease not attributed to kidney disease 
5. History of cancer with a moderate risk of recurrence 
6. Systemic disease that could be exacerbated by immunosuppression 
7. Psychosocial conditions or chemical dependency affecting ability to adhere to therapy. 

Pancreas Specific 

Candidates for pancreas transplant alone should additionally meet one of the following severity of illness 
criteria: 
• Documentation of severe hypoglycemia unawareness as evidenced by chart notes or emergency room visits; 

OR 
• Documentation of potentially life-threatening labile diabetes as evidenced by chart notes or hospitalization 

for diabetic ketoacidosis. 

In addition, most pancreas transplant patients will have type 1 diabetes mellitus. Those transplant candidates 
with type 2 diabetes mellitus, in addition to being insulin-dependent, should also not be obese (body mass index 
[BMI] should be 32 or less). According to International Registry data, in 2010, 7% of pancreas transplant 
recipients had type 2 diabetes. (3) 

Multiple Transplants 

Although there are no standard guidelines regarding multiple pancreas transplants, the following information 
may aid in case review: 
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• If there is early graft loss resulting from technical factors (e.g., venous thrombosis), a retransplant may 

generally be performed without substantial additional risk. 
• Long-term graft losses may result from chronic rejection, which is associated with increased risk of infection 

following long-term immunosuppression, and sensitization, which increases the difficulty of finding a 
negative cross-match. Some transplant centers may wait to allow reconstitution of the immune system 
before initiating retransplant with an augmented immunosuppression protocol. 

 

Benefit Application 

Individual transplant facilities may have their own additional requirements or protocols that must be met in 
order for the patient to be eligible for a transplant at their facility. 

 

Medicare Advantage 

If a transplant is needed, we arrange to have the Medicare–approved transplant center review and decide 
whether the patient is an appropriate candidate for the transplant. 

 

 

Services that are the subject of a clinical trial do not meet our Technology Assessment Protocol criteria and are 
considered investigational. For explanation of experimental and investigational, please refer to the Technology 
Assessment Protocol. 

It is expected that only appropriate and medically necessary services will be rendered. We reserve the right to 
conduct prepayment and postpayment reviews to assess the medical appropriateness of the above-referenced 
procedures. Some of this Protocol may not pertain to the patients you provide care to, as it may relate to 
products that are not available in your geographic area. 
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