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Application of pharmacy policy is determined by benefits and contracts. Benefits may vary
based on product line, group, or contract. Some medications may be subject to precertification
and age, gender or quantity restrictions. Individual member benefits must be verified.

This pharmacy policy document describes the status of pharmaceutical information and/or
technology at the time the document was developed. Since that time, new information relating
to drug efficacy, interactions, contraindications, dosage, administration routes, safety, or FDA
approval may have changed. If the Medical/Pharmacy Reviewer is aware of any new
information on the subject of this document, please provide it promptly to the
Medical/Pharmacy Policy Department. This information may include new FDA approved
indications, withdrawals or other FDA alerts. This type of information is relevant not only
when considering whether this policy should be updated, but also when applying it to current
requests for coverage.

Members are advised to use participating pharmacies in order to receive the highest level of

benefits.
Policy Androgens are indicated for the treatment of primary hypogonadism and
hypogonadotropic hypogonadism.
The use of androgens requires prior authorization (ie, clinical pharmacy and/or Medical
Director review
Policy The active ingredient for androgens is testosterone. Androgens replace testosterone in

description

Policy guideline
inclusion

Policy guideline
exclusion

Policy List of
Applicable
Drugs

Dosing and
administration

patients with low testosterone.

Androderm, Axiron, Fortesta, Striant and Testim are approved when the following
inclusion criteria is met:

e Documentation of a trial and failure/contraindication/intolerance to Androgel

Androderm, Axiron, Fortesta, Striant and Testim are denied when the following
exclusion criteria is present:

e No documentation of a trial and failure/contraindication/intolerance to

Androgel
Brand Name iGeneric Name
Androderm [Testosterone
AXiron [Testosterone
Fortesta [Testosterone
Striant [Testosterone
Testim [Testosterone

Refer to the specific manufacturer's prescribing information for administration and
dosage details for each specific agent.




Policy
references

Androderm Prescribing Information. Watson Pharma, Inc, November 2005.
AndroGel Prescribing Information. Solvay Pharmaceuticals, Inc., September 2009.
Striant Prescribing Information. Columbia Laboratories, 2003.

Testim Prescribing Information. Auxilium Pharmaceuticals, September 2009.
Lexi-Comp Online. Available at: http://online.lexi.com Accessed on 06/03/2010.
Micromedex Healthcare Series. http://www.thomsonhc.com Accessed on 6/3/2010.

Wang C, Swerdloff RS, Iranmanesh A, Dobs A, et, al. Transdermal testosterone gel improves
sexual function, mood, muscle strength, and body composition parameters in hypogonadal
men. J Clin Endocrinol Metab. 2000; 85(8):2839-2853.

McNicholas TA, Dean JD, Mulder H, et, al. A novel testosterone gel formulation normalizes
androgen levels in hypogonadal men, with improvements in body composition and sexual
function. BJU Int. 2003; 91(1):69-74.

Seftel AD, Mack RJ, Secrest AR, et, al. Restorative increases in serum testosterone levels are
significantly correlated to improvements in sexual functioning. J Androl. 2004; 25(6):963-
972.

Steidle C, Schwartz S, Jacoby K, et, al. AA2500 testosterone gel normalizes androgen levels
in aging males with improvements in body composition and sexual function. J Clin Endocrinol
Metab. 2003; 88(6):2673-2681.

Korbonits M, Slawik M, Cullen D, Ross RJ, Stalla G, Schneider H, et, al. A comparison of a
novel testosterone bioadhesive buccal system, striant, with a testosterone adhesive patch in
hypogonadal males. J Clin Endocrinol Metab. 2004; 89:2039-43.

Swerdloff RS, Wang C, Cunningham G, Dobs A, Iranmanesh A, et, al. Long-term
pharmacokinetics of transdermal testosterone gel in hypogonadal men. J Clin Endocrinol
Metab 2000:85:4500-4510.

Wang C, Cunningham G, Dobs A, Iranmanesh A, Matsumoto AM, Snyder PJ, Weber T,
Berman N, Hull L, Swerdloff RS. Long-term testosterone gel (AndroGel) treatment maintains
beneficial effects on sexual function and mood, lean and fat mass, and bone mineral density
in hypogonadal men. J Clin Endocrinol Metab. 2004; 89:2085-2098.

Dobs AS, Matsumoto AM, Wang C, Kipnes MS. Short-term pharmacokinetic comparison of a
novel testosterone buccal system and a testosterone gel in testosterone deficient men. Curr
Med Res Opin, 2004:20:729-38.

Shalender B, Glenn CR, Frances HJ, et, al. Testosterone therapy in adult men with androgen
deficiency syndrome: an endocrine society clinical practice guideline. J Clin Endocrinol
Metab. 2006; 91(6):1995-2010.

First-Testosterone Package Information. Curtis Pharma, Inc, November 2008.
http://www.cutispharma.com/pdf/TestosteroneWP-BoxInsert.pdf

Scott JD, Wolfe PR, Anderson P, et al. Prospective study of topical gel (AndroGel) versus
intramuscular testosterone in testosterone-deficent HIV-infected men. HIV Clin
Trials.2007;8(6):412-420.


http://www.cutispharma.com/pdf/TestosteroneWP-BoxInsert.pdf

Petak SM, et, al. American Association of Clinical Endocrinologists Medical Guidelines for
Clinical Practice for the Evaluation and Treatment of Hypogonadism in Adult Male Patients.
Endocr Pract. 2002; 8:439-456. Also available at:
http://www.aace.com/pub/pdf/guidelines/hypogonadism.pdf.

Axiron Prescribing Information. Eli Lilly and Company, November 2010.

Fortesta Prescribing Information. Endo Pharmaceutials, December 2010.

Policy link to
related policies

Version October 1, 2011
effective date

The Policy Bulletins on this web site were developed to assist AmeriHealth in administering the provisions of
the respective benefit programs, and do not constitute a contract. If you are an AmeriHealth member,
please refer to your specific benefit program for the terms, conditions, limitations and exclusions of your
coverage. AmeriHealth does not provide health care services, medical advice or treatment, or guarantee the
outcome or results of any medical services/treatments. The facility and professional providers are
responsible for providing medical advice and treatment. Facility and professional providers are independent
contractors and are not employees or agents of AmeriHealth. If you have a specific medical condition,
please consult with your doctor. AmeriHealth reserves the right at any time to change or update its Policy
Bulletins. ©2011 AmeriHealth, Inc. All Rights Reserved.
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