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ODbjectives

AReview current literature regarding testosterone and the heart
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Summary of Recommendations

1.0 Diagnosis of hypogonadism in men

Diagnosis of men with suspected hypogonadism

1.1 We recommend diagnosing hypogonadism in men with symptoms and signs of
testosterone deficiency and unequivocally and consistently low serum total testosterone
and/or free testosterone concentrations (when indicated). (1 @@®0)

Screening and case detection for hypogonadism

1.2 We recommend against routine screening of men in the general population for
hypogonadism. (11@@00)

https://www.endocrine.org/gquidelinesand-clinicalpractice/clinicalpractice
guidelines/testosterongherap,



https://www.endocrine.org/guidelines-and-clinical-practice/clinical-practice-guidelines/testosterone-therap

Table 3. Symptoms and Signs Suggestive of T
Deficiency in Men

Specific symptoms and signs

Incomplete or delayed sexual development
Loss of body (axillary and pubic) hair
Very small testes (<6 mL)

Suggestive symptoms and signs

Reduced sexual desire (libido) and activity

Decreased spontaneous erections, erectile dysfunction
Breast discomfort, gynecomastia

Eunuchoidal body proportions

Inability to father children, low sperm count

Height loss, low-trauma fracture, low BMD

Hot flushes, sweats

Nonspecific symptoms and signs associated with
testosterone deficiency

Decreased energy, motivation, initiative, and self-confidence

Feeling sad or blue, depressed mood, persistent low-grade
depressive disorder

Poor concentration and memory

Sleep disturbance, increased sleepiness

Mild unexplained anemia (normochromic, normocytic)

Reduced muscle bulk and strength

Increased body fat, body mass index

Adapted with permission from Bhasin et al. (7).

Shalender Bhasin, Juan P Brito, Glenn R Cunningham, Frances J Hayes, Howard N Hodis, Alvin M Matsumoto, Peter d SBydenq|Bffnatederick C Wu, Maria A Yialamas, Testosterone Therapy
in Men With Hypogonadism: An Endocrine Society Clinical Practice Guitledirdeurnal of Clinical Endocrinology & Metabph&tume 103, Issue 5, May 2018, Pagesd.715
1744, https://doi.org/10.1210/jc.20180229
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Table 5.

Clinical Pharmacology of T Formulations Approved

in the United States and Europe

Formulation

Typical
Starting Doses

Pharmacokinetic
Profile

Advantages

Disadvantages

T enanthate or
cypionate

T transdermal gels:
1%, 1.62%, or
2%

T Axillary Solution

Transdermal T patch

Buccal, bioadhesive T
tablets

T pellets

Injectable long-
acting T
undecanoate in oil

Shalender Bhasin, Juan P Brito, Glenn R Cunningham, Frances J Hayes, Howard N Hodis, Alvin M Matsumoto, Peter J &8yder, Ronal
Swerdloff, Frederick C Wu, Maria A Yialamas, Testosterone Therapy in Men With Hypogonadism: An Endocrine Societyctimical Pra

150-200 mg IM every
2 wk or 75—100 mag/wk

50-100 mg of 1%
transdermal gel;

20.25-81 mg of 1.62%
gelor40-70 mg of 2%

transdermal gel applied
to skin; check package
insert for application
site and instructions

60 mg of T solution
applied in the axillae

One or two patches,
designed to nominally
deliver 2-4 mg of T
during 24 h applied
every day on
nonpressure areas

30-mg controlled release,
bioadhesive tablets
twice daily

Pellets containing
600-1200 mg T
implanted SC; the
number of pellets and
the regimen may vary
with formulation

United States regimen:
750 mg IM, followed
by 750 mg at4 wk, and
750 mg every 10 wk

After a single IM
injection, serum T
concentrationsrise into
the supraphysiological
range, then decline
gradually into the
hypogonadal range by
the end of the dosing
interval

With appropriate dose,
restores serum T and
E2 concentrations to
the physiological male
range; less fluctuation
of T concentrations
than T enanthate or
cypionate

Restores serum T and E2
concentrations to the
physiological male
range

Restores serum T, DHT,
and E2 concentrations
to the physiological
male range

Restores serum T, DHT,
and E2 concentrations
to the physiological
male range; absorbed
from the buccal
mucosa

Serum T peaks at 1 month
and then is sustained in
normal range for 3-6
mo, depending on
formulation

When administered at
a dose of 750 mg IM,
serum T concentrations
are maintained in the
normal range in most
treated men

Relatively inexpensive, if
self-administered;
flexibility of dosing

Provides flexibility of
dosing, ease of
application, good skin
tolerability; less
erythrocytosis than
injectable T

Provides, good skin
tolerability

Ease of application

Convenience and discreet

Requires infrequent
administration

Requires infrequent
administration

Requires IM injection; peaks
and valleys in serum T
concentrations that may
be associated with
fluctuations in symptoms

Potential of transfer to
a female partner or child
by direct skin-to-skin
contact; T concentrations
may be variable from
application to application;
skin irritation in a small
proportion of treated
men; moderately high
DHT concentrations (of
unknown significance)
Potential of transfer to
a female partner or child
by direct skin-to-skin
contact; T concentrations
may be variable from
application to application;
skin irritation in a small
proportion of treated
men; moderately high
DHT concentrations (of
unknown significance)
Serum T concentrations in
some T-deficient men may
be in the low-normal
range; these men may
need applications of two
patches daily; skin
irritation at the application
site occurs frequently in
many patients
Gum-related adverse events
in 16% of treated men

Requires surgical incision for
insertions; pellets may
extrude spontaneously;
rarely, local hematoma
and infection may occur

Requires IM injection of
alarge volume (3 or 4 mL);
coughing episode
reported immediately
after injection in a small
number of men
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FDA approves new oral testosterone capsule
for treatment of men with certain forms of
hypogonadism
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@ More Press Announcements 'f Immediate Release: ~ March 27,2019

Content current as of:
The U.S. Food and Drug Administration today approved Jatenzo (testosterone 03/2772019
undecanoate), an oral testosterone capsule to treat men with certain forms of
hypogonadism. These men have low testosterone levels due to specific medical Follow EDA
conditions, such as genetic disorders like Klinefelter syndrome or tumors that have Follow @US_FDA 2
damaged the pituitary gland. Jatenzo should not be used to treat men with “age-related €3 Follow FDA (& '
hypogonadism,” in which testosterone levels decline due to aging, even if these men have [_;O”ow @EDAmecla
symptoms that appear to be related to low testosterone. Jatenzo’s benefits do not

Press Announcements

https://www.fda.gov/newsevents/pressannouncements/fdeapprovesnew-oral-testosteronecapsule
treatment-men-certainforms-hypogonadism
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Hypogonadism and increased cardiovascular
risk



