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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 

Autologous islet transplantation, performed in conjunction with pancreatectomy, is proposed to reduce the 
likelihood of insulin-dependent diabetes. Moreover, allogeneic islet cell transplantation is being investigated as 
a treatment or cure for patients with type 1 diabetes. 

Background 

In autologous islet transplantation, during the pancreatectomy procedure, islet cells are isolated from the 
resected pancreas using enzymes, and a suspension of the cells is injected into the portal vein of the patient’s 
liver. Once implanted, the beta cells in these islets begin to make and release insulin. In the case of allogeneic 
islet cell transplantation, cells are harvested from the deceased donor’s pancreas, processed, and injected into 
the recipient’s portal vein. Up to three donor pancreas transplants may be required to achieve insulin 
independence. Allogeneic transplantation may be performed in the radiology department. 

Chronic pancreatitis 

Primary risk factors for chronic pancreatitis include toxic-metabolic, idiopathic, genetic, autoimmune, recurrent 
and severe acute pancreatitis, or obstructive (the TIGAR-O classification system). Patients with chronic 
pancreatitis may experience intractable pain that can only be relieved with a total or near total pancreatectomy. 
However, the pain relief must be balanced against the certainty that the patient will be rendered an insulin-
dependent diabetic. Autologous islet transplantation has been investigated as a technique to prevent this 
serious morbidity. 

Type 1 diabetes 

Allogeneic islet transplantation has been used for type 1 diabetes to restore normoglycemia and, ultimately, 
reduce or eliminate the long-term complications of diabetes such as retinopathy, neuropathy, nephropathy, and 
cardiovascular disease. Islet transplantation potentially offers an alternative to whole-organ pancreas 
transplantation. However, a limitation of islet transplantation is that two or more donor organs are usually 
required for successful transplantation, although experimentation with single-donor transplantation is 
occurring. A pancreas that is rejected for whole-organ transplant is typically used for islet transplantation. 
Therefore, islet transplantation has generally been reserved for patients with frequent and severe metabolic 
complications who have consistently failed to achieve control with insulin-based management. 

Regulatory Status 

Islet cells are subject to regulation by the U.S. Food and Drug Administration (FDA), which classifies allogeneic 
islet cell transplantation as somatic cell therapy, requiring premarket approval. Islet cells also meet the 
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definition of a drug under the federal Food, Drug, and Cosmetic Act. Clinical studies to determine safety and 
effectiveness outcomes of allogeneic islet transplantation must be conducted under FDA investigational new 
drug (IND) regulation. While at least 35 IND applications have been submitted to the FDA, no center has 
submitted a biologics license application. 

 

Policy (Formerly Corporate Medical Guideline) 

Autologous pancreas islet transplantation may be considered medically necessary as an adjunct to a total or 
near total pancreatectomy in patients with chronic pancreatitis. 

Allogeneic islet transplantation is considered investigational for the treatment of type 1 diabetes. 

 

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 

Coverage may only be available through Original Medicare for pancreatic islet cell transplantation for Medicare 
Advantage members participating in a National Institutes of Health (NIH) sponsored clinical trial(s). Refer to 
Protocol Routine Services for Qualifying Clinical Trials. 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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