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Testosterone
Prescribing Issues

r MD

Alabama Board of Medical

The market is growing faster than clinical standards are being applied.

Up to one-third of men have never been d half have no follow
up monitoring,




Schedule I11 Controlled Substance The Goal

Significant adverse effects
Risk of abuse and dependence

Requires documented medical indication
Appropriate monitoring is mandatory
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Male Testosterone Prescriptions

230,622
286,385
241,038
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ho Is a Candidate for Androgen Supplementat

Confirmed Biochemical Deficiency Valid Symptoms Present
Totaltestosterone < 300 ng/L on two fasting early. Fatigue,decreased libido, £D, muscle loss, mood
morning samles change, osteopenia

Adequate Evaluation Completed No Contraindications

History, physical exam, confirmatory labs including Fertity not desired; no actve prostate/breast
LH, PSA, CBC, profactin cancer; no uncontrolled OSA or erythracytosis




History & Physical

Fasting earlymor
estosterone * Twoseparate morning

measurements required
LH and FsH
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out obesity, medications,
systemic iness frst
LH/ESH distinguish primary from
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@ Future Fertility

HPG in months. Recovery
not guaranteed.

@ Active / High-Risk Prostate Cancer

PsA >4 (or >3 AUA Guieines 2026

@ Untreated Obstructive Sleep Apnea

treat OSA frst
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& Polycythemia / Erythrocytosis

Ko el rol 2026

T patients; fsing
Het linked to MACE,

& Hepatic Dysfunction

Child-Pugh B/C. Oral 1
contraindication (hepatotoxicity).

@ Recent Major CV / Thromboembolic Event

Deer iniiation 3-6 months after MI,stroke, DVT, or PE (AUA). Long-term CV data are =SE
confiicting — see cardiacsection.

12




13

Testicular atrophy & impai

Erythrocytosis

Het 505 in 4% o patients; indpendently raises MACE

Up t0.95% azoospermia within 3 months e

Cardiovaseular & thrombotic events Cardiac arrhythmia

RCT (TRAVERSE) neutral long:term observational data

confcting Sl incressed risk with supraphysiologic levels

Estrogen elevation / gyne

Via aromatization; mood effcts possible Monitor PSA; avoid inactive prostate cancer

Libido Erectile Function

Insulin Sensitivity ? Bone Density
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Before initiating TRT, optimize: Often overlooked

hese variables willoften help normalize
Weight management — obesity s the single largest O AT AR
modifiable driver of functional hypogonadism replacement therapy

Sieep quality — untreated OSA independently suppresses
testosterone

Stress reduction — cortisol antagonizes HPG axis

Alcohol — heavy use reduces testosterone significantly

General medical evaluation — rule out systemic liness,
medications (opioids, glucocorticoids)
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Transdermal Gel oaly

iy lovels; easy dosing  Relisble devery;inexpensive

X skin transferisk; daly applicaton K/irough lucuations; njection

Testosterone Pellets 3-6 month Oral (Jatenzo/Tlando) n

¥ Noinjecton/skin

X insertion procedure; dose adjustmentdifficult X Gt sbsorptionvarabilty; cost
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Required at 3 Months

+ No benefit confirmed - discontinue

Serum total testosterone
+ Targetrange: el avoid >¢
Hemoglobin and hematocrit Target range: 450-600ng/dl. (AUA); avold >800

P5A evel  Lowest effective dose principle

+ Check POMP for potential abuse

Physical exam by physician
« Consider referral: urologist or endocrinologistif
uncertain

Evaluate symptomatic response

18
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Physician exam at least
annually
: 5800 ng/dL: reduce dose
Serum testosterone Telehealth alone is not
old; consider acceptable
phicbotomy.

Hemoglobin / hematocrit;
blood pressure « Check POMP atinitiation +
ol afer vear 11 PSA rise 14/yr: refer. annually
PR femnuallyafter year 1 Monitor 8P (FDA 2025)
Refer complex cases to
specialist
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Testosterone
in Women

fenopause, and Off-Label Use

e Cultural Moment: Media Normalizing Te:

No FDA-approved testosterone formulation for
women exists n the US. All use is off-label.
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e Disorder (HSDD)

DEFINED: Persistent absence of sexual desire or fantasies causing personal distress or relationship difficulty for 26
months — not explained by another condition or relationship problem.

re—— Psyehological Cultural/Social

Neuroen SSRIS/SNRS, e, Depression, anxiey, Religous or cuturalnorms
opi traum, el esteem, aroundsexcaly; partner
relationship distres. dynamics

ty ofife.
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Validated Sereening Tool

Decreased Sexual Desire Screener (DSDS)

5-question validated instrument

Total serum testosterone — mid-to-high normal
premenopausalrange may not need

Distinguishes generalized acquired HSDD from
supplementation

other sexual dysfunction

Sex Hormone Binding Globulin (SHBG) — elevated
SHBG reduces bioavalabilty;ess likely to benefit
from testosterone therapy

Free testosterone — especialyif SHG elevated or
poorresponse to therapy

Free testosterone may explain non-responsein women with

clevated SHBG — consider ifsymptoms persit on therapy,
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‘The evidence supports testosterone ONLY for HSDD in postmenopausal women. Other uses lack RCT evi

X Infertilty teatment X Depression or general wellbeing.

X sexualdysfunction other than HSDD. X c delayof

7/24/2026

X Low androgensdue to hypopituitarism, adrenal
X Cardiovascular,metabolic, or bone health nsufficiency, surgical menopause, or pharmacologic
Blucocorticoiduse
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® Pregnancy / Fertility

Testosterone s teratogenic. Absolute contraindication ifpregnant or attempting
conception. Effective contraception required during therapy.

ancer (Breast,

data.Islam etal nosignificant

s pendinglongs
data

& Polycythemia /

throcytosis

Less common
benefit discussion before initating.
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Treatment Options for Women: Off-Label Transdermal

No FDA-approved formulation for women in the US. Use male-formulation gels at approximately 1/10 the male dose.

‘ormulation Gel (off-

Compounded Transdermal Gel  rekres =

Custom compoundedat 1/10 male dose. Most widely used.

Avalabiecommercilly. Requires careful dose management.
Monitor serum T every 6 weeks untlstabl. Document off-labeluse and monitoring,

Testosterone Pellets secommnoen Oral / Injectable

FDAwWarningre: adverse event under-reporting (BTEcase), Notappropriate for womenat physiologic doses. No safety or
k . et
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FDA Warning: BIoTE Medical (Irving, TX) failed to report >4,200 adverse events including endometrial cancers.

No So t Irreversible Vi

y Endorsem

The Global Consensus Statemen on testosterone use in
women explicitlystates pelets DO NOT represent
approprite care.

zation

Mustache, voice deepening, cltoromegaly — some
patients discover these effects are permanent

Once implanted, peles cannot be removed.
Supraphysiologi lovels persst unil they dissaive. No
abilty to titrate down.

Dose Cannot Be Adjusted Regulatory & Liability Risk

Prescribers face sigificant lablty. Advrse events

underreported by manufacture
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Bascline T, SHEG,

Hematacrit, LFTs

symptom score:
505)

Contraindications.
exluded

Serum testosterone
Check for virlzation
signs

Symptom response?

7. 586G, free T
Assess symptom
benefit

Adjust dose T out
ofrange

Eualuate for
vilization

Repeat T monitoring

Ongoing symptom
scoring

Annual
mammography
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Prostate Safety

Large meta-analyses:TRT does not increase

prostate cancer isk inmen without pre-existing

PSA ise >1.4 ng/mi.above baseli
month period > urology referral

Monitor PSA at 3 months, 12 months, then annually

ineinany 12

Obtain baseline LF

s before intiation

Oral 17aalkylated androgens

meth

) rsk of pelosis hepatis,

cholestasis, hepatocellularcarcinoma — AVOID

Injectable and transderma formulations: minimal
hepatic ik at therapeutic oses
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ving Challenge

Intermittent Cycling.

8-16 week supraphysiol
off periods

icoycles with

150-300 mewk s approp
mg/wk;no documented deficency

riste75-100

Blast-and-Cruise

Cydes ol
mainten:
suppression

wedby lower-dose
e prolonged HPG

Clinical Alert:

30

ina health
Tota

rongly suge

rnormal or low — do NOT rely on T level

10



anaging Androgen Abuse: Harm Reduction Framewor

‘Willing to Discontinue Fertility Considerations.

Nonjudgmentalapproach —
Strctured montoring maintaintherapeuti relationship
supportive care preferred

TRT contrandicated in men
mmendshortcycles at wishing o father children
lowest efective dose

Mt men-ecover spontaneausly Aoospermispersising 12

o routine T
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Avoid oral alkyated androgens
(Iver/lpidoxicy)
Spontaneous recovery canoccur

Wait212 months before
ngpersisient beyond 1 year

iagnosing persisen

Avoid blastand-cruise;
discourage PIEDS (lenbuterol,

ighene, Al fo fetity il GH) coanion

remain experimental

Treathypertensionand
dyslpidemia proactively
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12%

Lower cumulative Retrainedrom than
androgen dose cylingentirely theyhad planned

The Intervention ‘The Design No Enabling Effect

New-user rate unchanged (24%vs
23%) — engaging did notencourage

+ medical « 100
assessments +personalized foedback untreated (HAARLEM); Lyear follow-up

Bottom line

Structured harm reduction cut mean androgen exposure by 67
he i
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Glasgow

NHS Glasgow Cohort (2025)

Retrospective cohort: n=440 exposed vs. 136,051
unexposed

RCT: 25,204 — hypogonada, high CV risk

Mean 33-month follow-up (22 months on-treatment)

22 yr of fx (2012-16 window); ollowed 2017-22

Transdermal TRT only

Transdermal HR 1.67; injectable 1.43(Ns)

HR 0.96 (95% C10.78-1.17) — no significant MACE

Adjusted HR 1.55 (95% C1 1.18-2.01) — 5% higher
mace

+ ~60% discontinued drug; ~22 mo mean on-treatment

Adjusted for age, S, comorbidiis, ethnicty
+ Reassuring short-term signal

Observational — confounding by ndication lkely

33
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Formulation Subgroup Transdarmal W67 (1 1.13-2.48;p-0.010) njctabe R 143103
NS) N sdermal s the exact formulation TRAVERSE found neutral — arguing
Sosins s v dose sfeckan soward confounding

Context vs. TRAVERSE

TRAVERSE is a randomized trial (~22 mo on-treatment); NS is observational over 2 onger
window. Duration iffers — but so does design, and only the observational study shows

Study Limitations

kg no ly captard) T 7003 o et bt comorsiy urden Connot
establsh causation.

ottom line: one observationl cohort, weighed against a neutral RCT and the FDA's Feb 2025 removal o the CV boxed warning,
e e

Reconciling the CV Evidence: V They Differ & How to

Counsel

ne RCT and most real-world cohorts

“The disagreementis about study design and duration — ot a settled fa
reassure; asingle cohort does not.

RCT vs. Real-World TRAVERSE randomizes, balancing sck and healthy men; observationl cohorts cannot,
Sicker men get testosterone (confounding b indication), which can create a fase signal
The transdermal subgroup — TRAVERSE's own formulation — drove the NHS signal.

The Fuller Picture

 FDA removed (Feb 2025),acin
instead. Competing 2025 cohorts — Lin (US EHR) and a Canadian claims study — found no
increase,or reduced risk. NHS Glasgow s the outler.

WhatIs Actually Solid Rising hematocrt independently precicts MACE, and supraphysiologic dosing i genuinely
fisky. Keep total T mic-normal, monitor hemstocritand blood pressure, and never chase
high-normal leves.

How 1o counsel: testosterone i reasonable for confirmed deficiency with symptoms. Disclose thatlong-term (2 yr) CV data
conflct, keep dosing physiologic, monitor Het and BP, and document the shared decision.

Conclusions

Rapidly Rising Prescriptions Demand Rig

11M+ R in 2024, Up to 1/3 of patients were never formaly ciagnosed. Rigorous evaluation, confirmed biochemical
deficiency, and documented indicaton are required b

Male TRT: Contraindications Must Be Systematically Sereened

dysfunction, and recent.

Individualize

re FDA removed the CV bored
i other real-world how none. Beyond -2

N
[ ———
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Conclusions (continued)

Women: Evidence Supports HSDD Only

The sam et .
5 y for

1 Abuse Is a Public Health Problem

Jarly amon young men in trenth training. Harm reduction (norjudgmer
ement)is medically and ethically defensible when abstinence

ing MonitoringIs Non-Neg

Serum T, GBC (erythroeytosis), PSA, lpds, LFT warning), OA reassessment, Tele
is inadequate i exam at least annually. Check POMP.

Case Studies

Applying the principles — three clinical scen

THE CASE - Would you prescribe testosterone Discussion

« 3ayear-old male presents requesting testosterone therapy. Single non-fastng ab s Insufficent — two.
fasing AM levels recuired
Functional hypogonadism likely: obesity,

+ Complaints:fatigue, reduced motivation atthe gy, slightly
bic
sleep deprivation, alcohol use, stress

 BMI31, works long hours, sleeps 5-6 hours per night drnks 3-

4 grinks/night leen

festyle first: weight
lcohol reduction
« Total T: 285 ng/dL (single morning Iab, non-fasting

e/ lene N e - indicated (STOP-BANG):
LK 52 1U/L (normal): FSH normal; PSA 0.6; Het 44%; o OSA (05K suppresses T independently
degnosis Defer TRT; reassess n 3-6 months ate

Ifestyle chane

Take-home: Obesity + alcohal + slep debt = functional hypogonadism. S festyle before prescibing. Sngle non-asting T s not
sufficient evidence.

39
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Case Study 2: "I Want Testosterone — But Also Want Kids"

THE CASE - Start testosterone — or not? Discussion
solutely contraindicated — szoospermia
s up to 95% within 3 months
ry not guaranteed

29.year-old male refered for atigue, low libido, difculy
concentrating

Two fsting AM total T: 218 and 231 g/ ;2.1 1U/L lw),
FSH: 181U/ (low) baselinend 3 manths;target
Diagnosi: secondary (hypogonadotropic hypogonadism 400-600 2 560 pe/mLadd

Married 6 months; actvely tyin to conceive with his wife Counselonoff-abelcomiphene us, lmited
long term male data, and visual symy
e

Prolactin normal; MRIpiuitary unremarkable; BMI 24, no
medications

[ ——
testosterone.
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Discussion
« " suppressed LW/FSH Ina young post pubertal male
exogenous andro i

26.year-old competitive bodybuilder: atigue,low lbido,
depressed mood — 3 months after stopping a cycl’
otal T: 310 ng/l (borderline). Li: 0.4 1U/L FSH: 031U/L
profoundly suppressed

Hematocrit 51%; HOL 28 ma/dL (severely low: LFTs mildy

elevated R —

Admits to 16-week testosterone enanthate 400 me/week + oral
stanozolol

Insiss he needs TRT because "my leves are low” — wil continue
cycling regardless

41

7/24/2026

14



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29
	Slide 30
	Slide 31
	Slide 32
	Slide 33
	Slide 34
	Slide 35
	Slide 36
	Slide 37
	Slide 38
	Slide 39
	Slide 40
	Slide 41

