EUROPEAN UROLOGY FOCUS XXX (XXXX) XXX-XXX

available at www.sciencedirect.com

journal homepage: www.europeanurology.com/eufocus 0

eal

Clinical Studies Update

EUROPEAN M
UROLOGY FOCUS

Patient Satisfaction After Switching to Jatenzo (Oral Testosterone
Undecanoate): Update on an Open-label, Single-arm Clinical Trial

Rohit Reddy “*, Marco-Jose Rivero”, Mehul Patel”, Akhil Muthigi®, Ranjith Ramasamy”,

Parris Diaz”

2 Miller School of Medicine, University of Miami, Miami, FL, USA; ® Desai Sethi Urological Institute, Miller School of Medicine, University of Miami, Miami, FL,

USA

Accepted August 12, 2022
Available online xxxx

Associate Editor: Christian Gratzke

1. Introduction

Testosterone deficiency (TD) is defined as inadequate testic-
ular production and appears to affect at least 5% of men
aged >30 yr [1-3]. TD results in clinical signs and/or symp-
toms of losses in lean muscle mass [4], bone mineral density
[5], anemia [6], energy, and sexual function [7,8].

Patients with TD are candidates for testosterone therapy
(TTh). Oral formulations are convenient and easy to use and
avoid the side effects of other forms of TTh such as subcuta-
neous implantation, intramuscular injections, and skin-to-
skin transference.

Jatenzo, a testosterone undecanoate (TU) capsule (Clarus
Therapeutics, Northbrook, IL, USA), received US Food and
Drug Administration (FDA) approval in 2020 and can safely
restore patients with low testosterone to the reference
range [9]. Historically, oral TTh formulations were linked
to liver toxicity and lowering of high-density lipoprotein
cholesterol. However, TU involves a unique self-
emulsifying system that leads to greater lymphatic absorp-
tion and bypasses first-pass hepatic metabolism [10].
Patient satisfaction with this new form of TTh has yet to
be investigated. We report data from a prospective, single-

arm, open-label clinical trial evaluating satisfaction with
Jatenzo among patients with TD previously treated with
other forms of TTh.

2. Study details

2.1. Population

The study enrolled 40 adult males aged between 18 and 65
yr with TD adequately treated on TTh (biochemical testos-
terone levels between 300 and 1000 ng/dl). Before entering
the trial, patients had to have completed an adequate wash-
out period following prior TTh (4 wk for gels and injection-
based therapies, or 16 wk for subcutaneous pellets). A for-
mal diagnosis of TD was defined as two measurements of
serum total testosterone <300 ng/dl in combination with
clinical symptoms before initiation of Jatenzo [1]. Initial
evaluation ensured the absence of laboratory abnormalities
(such as hemoglobin >16 g/dl, hematocrit [HCT] <35% or
>50%, and systolic blood pressure >150 mm Hg or diastolic
blood pressure >90 mm Hg); cardiac abnormalities; and
clinical conditions such as obstructive sleep apnea, breast
cancer, prostate cancer, seizures, or a recent (within 6 mo)
of stroke or myocardial infarction.

2.2. Intervention

Following the washout period, patients started Jatenzo 237
mg twice daily with food (morning and evening). Serum
total testosterone was checked after completion of the
washout period and at each subsequent follow-up visit. At
the 1-mo follow-up visit, the Jatenzo dosage was titrated
on the basis of total serum testosterone in accordance with
FDA prescribing guidelines [11]. The 3-mo and 6-mo follow-
up visits included a physical examination, laboratory stud-

* Corresponding author. Miller School of Medicine, University of Miami, 1600 NW 10th Ave #1140, Miami, FL 33136, USA.

E-mail address: rohitreddy@med.miami.edu (R. Reddy).

https://doi.org/10.1016/j.euf.2022.08.005

2405-4569/© 2022 Published by Elsevier B.V. on behalf of European Association of Urology.

Please cite this article as: R. Reddy, M.-]. Rivero, M. Patel et al., Patient Satisfaction After Switching to Jatenzo (Oral Testosterone Undecanoate): Update on an
Open-label, Single-arm Clinical Trial, Eur Urol Focus, https://doi.org/10.1016/j.euf.2022.08.005



https://doi.org/10.1016/j.euf.2022.08.005
mailto:rohitreddy@med.miami.edu
https://doi.org/10.1016/j.euf.2022.08.005
https://doi.org/10.1016/j.euf.2022.08.005
https://doi.org/10.1016/j.euf.2022.08.005

ARTICLE IN PRESS

2 EUROPEAN UROLOGY FOCUS XXX (XXXX) XXX-XXX

ies (Fig. 1), and assessment of treatment satisfaction and TD
symptoms using validated questionnaires.

2.3. Primary outcomes

The primary outcomes were (1) changes in patient satisfac-
tion measured using the Treatment Satisfaction Question-
naire for Medication (TSQM-9) relative to baseline and (2)
changes in TD symptoms measured using the quantitative
Androgen Deficiency in Aging Males (qQADAM) question-
naire relative to baseline.

2.4. Statistical considerations

We hypothesized that patient satisfaction with Jatenzo is
noninferior to that with other forms of TTh. Analyses were
performed on the ongoing study population using SPSS soft-

ware (SPSS Inc., Chicago, IL, USA). Statistical testing at a
two-sided significance level of 0.05 was applied to assess
the statistical significance of TSQM-9 and gADAM responses
using a Mann-Whitney U test. The Shapiro-Wilk normality
test was used to determine which test was appropriate.

3. Results

Of the 41 patients enrolled in the study, 46% were previ-
ously on subdermal pellets, 41% on intramuscular injec-
tions, and 13% on nasal gels. Testosterone levels increased
from a baseline median of 192.0 ng/dl to 738.5 ng/dl
(618.3-896.8) at 1 mo, 481.5 ng/dl (349.3-646.3) at 14
wk, and 575.0 ng/dl (336.0-680.5) at 6 mo. Some 24% of
patients required uptitration, while none required downti-
tration. Patient satisfaction on oral TU in terms of TSQM-9
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Fig. 1 - Clinical trial roadmap and protocol. T = testosterone; E = estradiol; PSA = prostate-specific antigen; HCT = hematocrit.
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scores increased from 42.0 (34.0-51.0) on the prior TTh to
49.0 (39.0-57.0) at 14 wk (p = 0.02) and 55.0 (52.0-59.0)
at 6 mo (p = 0.0013).

Closer examination of the results revealed that individu-
als who were previously receiving testosterone pellets or
nasal testosterone were more satisfied than patients in the
intramuscular testosterone cypionate arm. Hypogonadal
symptoms in terms of gADAM scores were regarded as sim-
ilar at 34.4 at 14 wk (p = 0.16) and 35 at 6 mo (p = 0.83) in
comparison to 32.5 on prior testosterone therapy. The rea-
son most often cited for dropout was an unsatisfactory
symptom response. We evaluated changes in HCT,
prostate-specific antigen, and serum estradiol after testos-
terone therapy and found that the levels were similar before
and after TTh. Of note, phlebotomy was recommended for
16% of the men during the trial.

4. Discussion

This is the first study investigating patient satisfaction
among men receiving oral TU who were previously using
other forms of TTh. Over the course of the trial, oral TU
appeared to lead to greater patient satisfaction in compar-
ison to previous TTh modalities and a similar improvement
in hypogonadal symptoms. In addition, oral TU increased
serum total testosterone to the normal range (300-1000
ng/dl) in >90% of the men without a difference in side-
effect profile. While the study features of close bloodwork
follow-up and mandatory titration allowed for medical
optimization, twice-daily doses were far more frequent for
the oral form in comparison to intramuscular and pellet
therapies and posed a higher risk of missed doses and
poorer compliance. Beyond the results from this trial, future
studies should investigate patient satisfaction and side-
effect profiles in a larger population to support practical
adoption by patients and practitioners.
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