Pramlintide (Symlin®) Criteria for Use
VA Pharmacy Benefits Management Services, Medical Advisory Panel and VISN Pharmacist Executives
The following recommendations are based on medical evidence, clinician input, and expert opinion.  The content of the document is dynamic and will be revised as new information becomes available.  The purpose of this document is to assist practitioners in clinical decision-making, to standardize and improve the quality of patient care, and to promote cost-effective drug prescribing.  THE CLINICIAN SHOULD UTILIZE THIS GUIDANCE AND INTERPRET IT IN THE CLINICAL CONTEXT OF THE INDIVIDUAL PATIENT.  INDIVIDUAL CASES THAT ARE EXCEPTIONS TO THE EXCLUSION AND INCLUSION CRITERIA SHOULD BE ADJUDICATED AT THE LOCAL FACILITY ACCORDING TO THE POLICY AND PROCEDURES OF ITS P&T COMMITTEE AND PHARMACY SERVICES.
	Exclusions

	· Patient has a HbA1c > 9%

· Patient experiences frequent or severe hypoglycemia*

· Patient has hypoglycemia unawareness

· Patient has a confirmed diagnosis of gastroparesis

· Patient is taking drugs known to alter GI motility (e.g. GI anticholinergics, metoclopramide, tegaserod)

· Patient is using an α-glucosidase inhibitor (acarbose, miglitol)

* Pramlintide carries a black box warning for insulin-induced severe hypoglycemia.  Hypoglycemic risk in greater in patients with type 1 diabetes, and usually occurs within 3 hours of injection.  

	Inclusions (all inclusion criteria must be met)

	· The prescriber specializes in diabetes management

· Patient is on insulin therapy

· Documentation that patient has not achieved desired HbA1c despite multiple titration and adjustments with various basal/bolus insulin dosing regimens (including the use of insulin analogs)

· Patient is willing to accept 2-3 injections/day of pramlintide in addition to that of insulin

· Patient has demonstrated proficiency and compliance of SMBG and is willing to perform self-monitoring of blood glucose pre- and postprandially and at bedtime (until stabilized on dose)

	Dosage and Administration

	Please refer to the product package insert for detailed dosing information

	Issues for Consideration

	· Patient and/or caregiver must be taught not to confuse insulin and pramlintide

· Pramlintide and insulin should always be administered as separate injections and never be mixed
· Do not transfer pramlintide from the pen-injector to a syringe
· Pramlintide must be injected into a site that is different from where insulin is injected.  Injection sites should be rotated

· Pramlintide is injected into abdomen or thigh immediately prior to each major meal containing >250kcal or > 30gm of carbohydrate

· Pramlintide should be at room temperature before injecting to reduce potential injection site reactions

· If a dose of pramlintide is missed, an additional injection should not be given 

· Patient should be warned for the potential for hypoglycemia and signs and symptoms of hypoglycemia be reiterated
· Concomitantly administered oral agents that require rapid onset (e.g. analgesics) should be taken at least 1 hour prior to or 2 hours after pramlintide injection

	Renewal Criteria

	Initially, patient should have at least monthly follow ups to ensure safety and efficacy

Discontinue if patient has:

· Less than a 10% decrease in HbA1c (unless glycemic target has been met)

· Significant or frequent episodes of hypoglycemia
· Has persistent or clinically significant nausea

· Is noncompliant with SMBG, dosing adjustments, clinic appointments 
· Now has any of the exclusion criteria since starting pramlintide
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