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Study Suggests Testosterone May Help Ease
Menopausal Symptoms Without Increasing Breast Cancer
Risk
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Early results from a study suggest that testosterone implantsd under the skin (subcutaneously) as a pallet about evary 3
months helped sase menspausal symptoms without raising a woman's risk of breast cancer,

The results were published online on Sept. 3, 2013 by the Journal Maturitas, Read the abstract of ‘Reduced braast eancear

Incidencs i1y Women treated with subculaneous testosterons of testosterone wilh anastrozole: A praspactive, gbservational

study.”

Menopeusal symptoms such as hot flashes and night sweats can dramatlcally reduce quallty of lifs for sorme women. Some
women use hormons replacement therapy (HRT) to ease these symptoms. But research has shown that HRT increases
braast sancer risk i wornen who haven't been diagnosed. HRT also Increases the risk of breast capcar coming back
(recurrence) in women wha have been diagnosed with the dissase. HRT Is not recommendad for women who've been
diagnased with breast cancer. Undiagnosed women who have severe menopausal symptoms need to welgh the bensfits of
HRT against its risks,

Earler research has shown that giving testosterons subcutaneously may ease several menopeysal symptorns, incliding hot
flashes, sleep problems, irmtability, and fatigue. While testosterone is considered a male hormone because men have much

higher levels, women do have testosterone. In men, testostsrone is mads by the testes, In wormen, the hormone Is made by
the ovaries and adrenal glands. Testostsrona helps maintain:

+ bone density

» fat distribution;

= muscle strength and maes

+ red blood csll production

+ gex drive

« sperm production (In men only)

In women, the enzyme aromatase converts some testosterone to estradiol, a type of estrogen. Because HRT has besn
found to increase breast cancer risk, doctors believe that estradiol converted from testosterone could affect breast cancer
rlsk.

[n this study, called the Testosterona Implant Breast Cancer Preventlon Study, the researchers wanted to ses if using
lestosterone instead of the hormones in HRT - estrogen and progesterone - to treat menopausal symptoms would
increase the risk of bresst cancer,
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While these results are promising, they are still EARLY results, The researchers are continuing the study and plan {o repart
more results as they're callacted. Also, testosterona pelleta are not approved by the U.8. Food and Drug Administration {o
{reat menopausal symptoms and aren't commonly used for this purpose.

I you're having troubling menopausal symptoms, talk to your doctor about all your options. Ask how you ¢an minimize yout
risk of bresst cancer AND relfieve your aymptoms. Be sure ta discuss the pros and cons of currently avaliable HRT optlons,
Research suggests that estrogen-only MRT Increases breast cancer risk logs than combination HRT, which conlaing
astrogen and progesterane. If you do declde to take HRT, ask if you can {ake a lower-dose formula and try fo talke It far the
shortest ime possible. You also may want to ask your doctor about vaginal or trensdermal HRT. :

Some oomplementary and holistic medioine technlques have been shown to ease hot flashes, including exercise, yoga,
cognitive behavioral therapy, and actpuncture.

\ou can learn more about menopause and steps you can take to ease bothersome symptoms in the Braastcancer.org
Managing Menopausal Sympioms pages.
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Testosterone in Treating Poatmenopausal Patients With Arthralgla Caused by Adjuvant Aromatasge
Inhibltor Traatmant

Thls atudy Is eurrenily recruiting pa rlclpanta, (ase Contacta and Locatlons) ClinlcalTrials.gav identifiar:
«  NCT01573442

First raceivad; April 8, 2012

Vedfied June 2016 by Alliance for Clinles! Trisls in Oncology

aponaon : Lagt updatsd: June 13, 2016

i . . Lastupdated: June 13,
Alliance for Clinlcal Trials In Oncology Last verified: June 2016
Collaborator: ' Hislary of Ghanges
Natlonal Cancer Inatituls (NGl , )

. . |

Informetton provided by (Rewponalble Party): !
Aliianes for Clinicat Trials In Oncology
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This randomized phase |(] irial studies testosterons (o sea how well it works compared to placsbo In treating pestmanopautal patients with
arihralgia (joint paln) ceusad by aneslrozala or fetrozale. Testoatarons mey help relieve moderata or sevare arthralgie assoclaled with the use of
aromalass [nhibltors, such as anasirozola or lakvozola.

| Sendition ! Intervention Phasg, !
1 Arthralgfa ] Drug: tesiostarona Phass 3 l
Brazsl Cancar Olher: pfacsbo ! }
Hol Flashes Drug: anasirozols J )
i Musculosksletal Compllcationa !
i Sexual Dysfunciion ! } l

Study Type;  Inlatventional

Siudy Dasiga:  Allocation; Randomized
Intervention Model: Paralls| Aeslgnment
Masking: Doubla Blind (Subject, invesugator)
Primary Purpose; Supporive Care

Official Title:  Randomized Double-Blind Placabo Contrallad Stwdy of Subcutansous Teslostarone in {he Adjuvant Trostmsnt of Postmenapausal
Women With Aromatase Inhibitor Induced Arthralglas

Aesource [Inks providad by NLM:
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Further study dstells ag pravided by Allfance for Clinleal Trlals In Onc¢ology; .

Primary Oulcome Measures:
* Inkra-pelienl changs In Jelnt pain al 3 months from bassline az measursd by ltem #3 (sverage) of the Brief Pafn Invenlary [ Time Frame: Upto 3
months | [ Deslgnated a3 safely issue: No |
* Peoportion of women with changss in pain at leas) 10 palnis an 8 converted 0-100 scale gt 3 months from bassline [ Time Frame; Up fo 3
months ] [ Designated as safaty lasue: No |
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Recelylng anastrozole (1 ma) or letrozole (2.5 mp) orally once a day, {or = 21 days prior 1o registration and plan to continue it throughout the
dumhon of atudy

Body Mags index (BMI) bebvesn 18 gnd 35 ka/m"2

. Woman ¥ho have undergons a fotal mestactomy or breast coneerving surgery for primary bregst cancer H-chamo, +/-radlotherapy.
. Muat have BOTH ER and PR rocaplor-posliive timors and BOTH must be 226% posilive. Alternalively, i ER and PR ara detarminsd by

Allad seota, e score needs to be 6 or higher

. Womsn who Bre poslmenupeusal by surgery, radiotherapy O presonce of natural emenorrhea 2 12 months
. 5110 arthraigla (In hands, wrisl, knees, ar hips) while bulny lruatad wilts unelio20te of letrazole which ia fait by the patlent {o be osusad by

their aromatase inhibitor aa dafined In the prolocol, Nota: Pallatits may, or mey nol, ba taking non-opiod analgesics
Abllity lo complete quastlonnalre(s) by {hemaelves or with assistance

ECOG Pedormance Status (PS) 0, 1 of 2 ’

Willing to peovide Informad Written cansant

Willing te relurn to en Allance enrolling inshtution for Iotlow-up

. Wililng to provida blaod samples for correfaile research purposse

Labaratory values priar to ragistration as daflned in the protocol:
a, Creglinina $1.5 x ULN
b, Hemoglobin = 11 gfdL
¢, wed>3.0 :
d, Pleialat Gount » 100,000
5. SGOT (AST) 5 1.6 x ULN

Excluslon Crilera:

i

Presence of egidual or recurrant sancar {lacslly o metastalic)

. Dlabetes mellius or glucose Intolerance. defined as a fasling glucoes 126 mg/dL
. Hiatary of coronary artery disease (anglna or myocacdlal Intarclion)

Palienls on hormone raplacement therapy {HRT) £ 4 woeks prior to reglstration, Thia includes lhe vea of vaginal eslrogen therapy.

. Knowmn hypersensilvity to any companent of tealosterons.

pralonged aystamlc corilcosterold treatment, excapt for lopical applicationa (a.g. for rash), Inhaled eprays (e for obalructive alrway
digeasws), eye drops Or Iocal inserfiop {e-A. intra-adicular), Nots: Short duration (< 2 weeks) of syslemic corlicostaroids i allowsd {e.g. for
chronic gbatructive pulmonary diseass) bul not within 30 daye prior to reglstration,

. Recelving any other investigations! agant
. Hiatery of a deap venous thrombosls o a thromboembolism

Congurrant usa of lba aromalassa inhibltor axsmestans, as ltis atruoturally similar to en endrogan -

. Concurrent rediatlon therspy of chamotharapy
11. Currenl or plannad use of cycloaporine, antcoegulants, oxphenbutazone, insull, oral o Injsctable ltamln D doses oyer 4,0001Usday, of

tantoxi{en

B Contacts and Locations

Chooaing lo periicipate in a aludy is &n impostant parsonal dacislon. Talk with your docter and family membars of frlands about deciding lojoin &
aludy, To learn mare about this study, you or your dactor may conlact the study resenrch elaff using the Contects provided kelow. For panaral
informallon, see

Please rafar 1o this study by lts ClinicalTrials.gov identffier: NCT0157344 2

Contacta
Gontact: Charles Loprinzi, MD (507) 284-4565

M Shew 276 Study Lacations

Sponsors and Calistorators

Alllance for Clinical Trials in Oncology
Nallone! Cancer Inglitute (NCI)

Invastigators
8tudy Chaln Charles Loprinzi, MDD Mayo Clinio

P Mare Information
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