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Drugs e Dibenzyline (phenoxybenzamine)

Product(s):

FDA- e Treatment of pheochromocytoma, to control episodes of hypertension and
Approved sweating.

Indication(s):

Background: | e Dibenzyline is a long-acting, adrenergic, alpha-receptor blocking agent that
causes muscle relaxation and widening of blood vessels. This increases blood
flow to the skin, mucosa, and abdominal viscera, thereby lowering blood
pressure.

e Pheochromocytoma is the result of catecholamine secreting tumors present in
the adrenal glands. Symptoms include high blood pressure, heavy sweating,
headache, tachycardia, pallor, and dyspnea. It is estimated that the annual
incidence of pheochromocytoma is approximately 0.8 per 100,000 person-
years. The primary treatment for a pheochromocytoma is surgical removal of
the catecholamine secreting tumor. Before surgery, specific blood pressure
medications that block high-adrenaline hormones may be prescribed to lower
the risk of developing dangerously high blood pressure during surgery.

e Long-acting, selective, alpha-adrenergic antagonists increase blood flow to the
mucosa and abdominal viscera. This lowers blood pressure,increases
norepinephrine turnover, and releases neurotransmitters.

e For the diagnosis of pheochromocytoma, the role of functional imaging is
evolving. It is unclear what the preferred role of functional imaging should be in
pheochromocytoma. Functional imaging such as computed tomography (CT)
scans may be useful to localize a tumor after a biochemical diagnosis.

e There is compelling evidence that measurements of plasma free or urinary
fractionated metanephrines are superior to other tests of catecholamine excess
for diagnosis.

e Prescribing considerations:




o Case reports of carcinoma in humans after long-term treatment with
Dibenzyline have been reported; therefore, long-term use is not
recommended.

o Dibenzyline is not recommended in conditions where a fall in blood pressure
may be undesirable.

o Iftachycardia is excessive, it may be necessary to use a beta-blocking agent
concomitantly.

Approval Criteria

Initial Authorization
When a benefit, coverage of Dibenzyline (phenoxybenzamine) may be approved when all of the
following criteria are met (A. through D.):
A. The member is 18 years of age or older.
B. The member has a diagnosis of pheochromocytoma (ICD-10: C74.10) defined by one (1) of the
following (1. or 2.):
1. Elevated metanephrines in plasma or urine as defined by (a. or b.):
a. Plasma fractionated metanephrines (i. or ii.):
i. Normetanephrines > 0.6 nmol/L
ii. Metanephrine > 0.3 nmol/L
b. 24-hour urine fractionated metanephrines and catecholamines (i. through v.):
i. Normetanephrine > 900 mcg/24 hours
ii. Metanephrine > 400 mcg/24 hours
iii. Norepinephrine > 170 mcg/24 hours
iv. Epinephrine > 35 mcg/24 hours
v. Dopamine > 700 mcg/24 hours
2. Tumor evidence from computed tomography (CT) scan or magnetic resonance imaging
(MRI).
The member is experiencing excessive sweating and hypertension.
The member has experienced therapeutic failure to or intolerance to one (1) of the following
plan-preferred products, or all are contraindicated (1., 2., or 3.):
1. doxazosin
2. prazosin
3. terazosin

©0

Reauthorization

When a benefit, reauthorization of Dibenzyline (phenoxybenzamine) may be approved when one (1)
of the following criteria are met (A. or B.):

A. The member experienced an incomplete response to tumor resection.

B. The member’s tumor is unresectable.

An exception to some or all of the criteria above may be granted for select members and/or
circumstances based on state and/or federal regulations.

Limitations of Coverage

Coverage of drug(s) addressed in this policy for disease states outside of the FDA-approved
indications should be denied based on the lack of clinical data to support effectiveness and safety in
other conditions unless otherwise noted in the approval criteria.

For Commercial and HCR members with a closed formulary, a non-formulary product will only be
approved if the member meets the criteria for a formulary exception in addition to the criteria
outlined within this policy.

Authorization Duration




Commercial and HCR plans: If approved, up to a 12 month authorization may be granted.

Automatic Approval Criteria

None
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Pharmacy policies do not constitute medical advice, nor are they intended to govern physicians' prescribing or the practice of medicine. They
are intended to reflect the plan's coverage and reimbursement guidelines. Coverage may vary for individual members, based on the terms of
the benefit contract.

The plan retains the right to review and update its pharmacy policy at its sole discretion. These guidelines are the proprietary information of
the plan. Any sale, copying or dissemination of the pharmacy policies is prohibited; however, limited copying of pharmacy policies is
permitted for individual use.



