Sodium Tetradecyl Sulfate, straight chain Injection 

General Information
DESCRIPTION

Sodium tetradecyl sulfate (1-Tetradecanol, hydrogen sulfate sodium salt) injection is an anionic surfactant which occurs as a white, waxy solid.  The sodium tetradecyl sulfate used in this formulation is a straight chain sodium tetradecyl sulfate, CAS number 1191-50-0, and has the following structural formula:


Sodium tetradecyl sulfate injection is a sterile solution for intravenous use as a sclerosing agent.  Each mL contains sodium tetradecyl sulfate 2mg or 5mg, benzyl alcohol 0.03 ml and dibasic sodium phosphate, anhydrous 0.72 mg in water for injection.  pH is adjusted to pH 7.0-8.1 with  monobasic sodium phosphate and/or sodium hydroxide, if needed

DOSAGE AND ADMINSTRATION

For intravenous use only.  Do not use if precipitated or discolored.  If a precipitate is present, warm the vial to 85-104˚F using a heater or warm water bath.  Shake the vial to ensure complete dissolution.  Inspect the vial before injection.  The solution may become cloudy or precipitated if the vials get too cold (less than 65˚F), either upon storage or during shipping. The strength of solution required depends on the size and degree of varicosity.  The dosage should be kept small, using 0.5 to 2 ml (preferably 1 ml. maximum).   Store at a controlled temperature (68-86˚F). 

CLINICAL PHARMACOLOGY

Sodium tetradecyl sulfate is a mild sclerosing agent.  Intravenous injection causes intima inflammation and thrombus formation.  This usually occludes the injected vein.  Subsequent formation of fibrous tissue results in partial or complete vein obliteration.

INDICATIONS AND USAGE

Indicated in the treatment of small uncomplicated varicose veins of lower extremities that show simple dilation with competent valves.  The benefit-to-risk ratio should be considered in selected patients who are of great surgical risk due to conditions such as old age. 

CONTRAINDICATIONS

Contraindicated in previous hypersensitivity reactions to the drug; in acute superficial thrombophlebitis; significant valvular or deep vein incompetence; huge superficial veins with wide open communications to deeper veins; phlebitis migrans; acute cellulitis; allergic conditions; acute infections; varicosities caused by abdominal and pelvic tumors unless the tumor has been removed; bedridden patients; such uncontrolled systemic diseases as diabetes, toxic hyperthyroidism, tuberculosis, asthma, neoplasm, sepsis, blood dyscrasias and acute respiratory or skin diseases.

WARNINGS

Since severe adverse local effects, including tissue necrosis may occur following extravasation, sodium tetradecyl sulfate injection should be administered only by a physician familiar with proper injection technique.  Extreme care in needle placement and using the minimal effective volume at each injection site are, therefore, important. 

Allergic reactions have been reported.  Therefore, as a precaution against anaphylactic shock, it is recommended that 0.5ml of sodium tetradecyl sulfate be injected into a varicosity, followed by observation of the patient for several hours before administration of a second or larger doses.  The possibility of an anaphylactic reaction should be kept in mind, and the physician should be prepared to treat it appropriately.  In extreme emergencies, 0.25 ml of 1:1000 Epinephrine Injection (0.25 mg) intravenously should be used and side reactions controlled with antihistamines. 

ADVERSE REACTIONS

Local reactions consisting of pain, urticaria or ulceration may occur at the site of injection.  A permanent discoloration, usually small and hardly noticeable but which may be objectionable from cosmetic viewpoint may remain along the path of the sclerosed vein segment.  Sloughing and necrosis of tissue may occur following extravasations of the drug.

Systemic reactions, except for allergic ones, have been slight.  These include headache, nausea and vomiting.  Allergic reactions such as hives, asthma, hay fever and anaphylactic shock have been reported.  (See WARNINGS.)

One death has been reported in a patient who received sodium tetradecyl sulfate and who had been receiving an antiovulatary agent.

Another death (fatal pulmonary embolism) has been reported in a 36-year-old female treated with sodium tetradecyl acetate and who was not taking oral contraceptives.

MISCELLANEOUS

This medication was compounded, not manufactured, for a specific patient need.  This injection is not for retail sale and may only be used in the physician’s office.  Any questions concerning this compounded injection should be directed to the compounding pharmacist at Buderer Drug Co., Sandusky, Ohio, phone 800-259-6662 or the lab in Perrysburg, Ohio, phone 800-318-3408.  The information contained above is compiled from general information about sodium tetradecyl sulfate and the literature from the previously manufactured product.  It is only intended to be a guide for proper use and does not replace the judgment of the prescribing physician.  These statements on this sheet have not been evaluated by the Food and Drug Administration.  This product literature and the compounded medication is not intended to diagnose, treat, cure or prevent any disease.

