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Abstract

Background: The choice of treatment for benign prostatic hyperplasia (BPH) and kidney stone disease (KSD) impacts the attain-
ment of successful ageing and the level of patient care required in the long-term. Medications and surgeries typically used for these
conditions have serious side effects and can interfere with healthy aging.

Objectives: This study assesses the impact of Dr Allen’s Therapeutic devices (DATD) and thermobalancing therapy® (TT) on the
ageing process of people with BPH and KSD.

Methods: This study evaluated the outcomes of a clinical trial investigating the dynamics of symptoms and parameters in 124 male
patients with BPH who used DATD as a monotherapy for six months athome and compared the results with a control group compris-
ing 124 BPH patients who did notreceive treatment with DATD. Furthermore, five case studies were randomly selected for assessment
from 10-year empirical observations of patients with KSD treated with DATD.

Results: DATD with TT reduced prostate volume (PV) from 45 mL to 31 mL (P < 0.001) and reduced urinary symptoms score from
14.2 to 4.9 (P < 0.001). It also improved quality of life (QoL) as measured by the reduction in the International Prostate Symptom
score (I-PSS) from 3.9 to 1.3 (P < 0.001), while the control group showed no positive changes. DATD with TT dissolved kidney stones
without renal colic in all patients. No side effects were observed.

Conclusions: Using DATD and TT to treat BPH and KSD demonstrated high efficacy, safety, and easy disease management at home.
In contrast, medications and surgeries for BPH and KSD often lead to sexual dysfunction, depression, hypertension, chronic kid-
ney failure, and other morbidities, requiring an increased care level in the long-term. Thus, DATD and TT generate high treatment
efficacy with lower exposure to coronavirus, reduce long-term care needs, and are vital to attaining successful ageing and longevity.

Keywords: Thermobalancing Therapy, Dr Allen’s Therapeutic Devices, Ageing, Longevity, Coronavirus, Benign Prostatic
Hyperplasia, Kidney Stone Disease, Quality of Life
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. Background duce patients’ care needs in the long-term.

Improved care for ageing individuals ultimately brings
positive changes to their physical and psychosocial func-
tion. It has been observed that chronic diseases are closely
linked to depressive symptoms in middle-aged and elderly
people and can worsen their physical and psychosocial
condition (1). However, most people with chronic diseases
have unrealistically optimistic expectations of their prog-
nosis (2). Therefore, a more active involvement of patients
and their families in managing chronic diseases is neces-
sary (3). Moreover, the means for effective disease manage-
ment at home can improve treatment outcomes and re-

When treating urological conditions during the coron-
avirus crisis, two main recommendations are made. First,
during the pandemic, patients with benign prostatic hy-
perplasia (BPH) should not undergo surgery, unless they
require hospitalization due to an emergency, such as
hematuria and clot retention. Second, all kidney stone
disease (KSD) surgeries should be suspended, apart from
emergency cases of patients with urolithiasis (4).

Atthe same time, surgical procedures are typically cho-
sen by urologists as preferred treatment options for BPH.
Adverse outcomes after various BPH surgeries, however, in-
dicate the need for conducting medical treatments, which
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reduce the use of surgical interventions (5, 6).

One of the most commonly prescribed drugs for en-
larged prostate is tamsulosin, the a-blocker with the high-
est persistence rate when compared to other a-blockers
(7). Alarmingly, a-blockers produce troubling sexual side
effects, including ejaculatory dysfunction, and do not pro-
vide adequate performance in the long-term (8). Therefore,
enzyme inhibitors, namely 5-alpha-reductase inhibitors,
became popular as a monotherapy or in combination with
a-blockers, although they can lead to sexual dysfunction
and depression even after drug discontinuation (9, 10).

Standard treatments for patients with nephrolithia-
sis are various surgical kidney stone removals. These
surgeries include extracorporeal shock wave lithotripsy
(ESWL) and percutaneous nephrolithotomy (PCNL). Unfor-
tunately, these surgeries frequently cause serious side ef-
fects such as bleeding and infection (11), trauma of adja-
cent organs (12), hypertension, diabetes, and chronic kid-
ney disease (13,14).

Dr Allen’s Therapeutic devices (DATD) and thermobal-
ancing therapy® (TT) have been patented in the USA as
Therapeutic Device and Method (15). The results of 10-year-
long observations on the use of DATD with TT as a physical
monotherapy in people with KSD revealed their capacity to
dissolve various types and sizes of kidney stones without
pain, renal colic, and adverse events. The use of DATD with
TT as a monotherapy in men over 55 years of age with BPH
showed positive dynamics of clinical symptoms (16). It has
also been discovered that DATD treats chronic prostatitis,
which often accompanies BPH (17, 18).

As the population ages and individuals suffer from
multiple illnesses or comorbidities, it is imperative that
the various health care providers address the adverse ef-
fects of standard treatments in a timely and effective man-
ner (19). The side effects of medications and surgeries
used to treat urinary stones and BPH increase the number
of chronic conditions that require additional treatment,
which impedes successful ageing. Given the potential for
side effects of treating chronic diseases, researchers and
healthcare professionals must work together to ease the
burden of treatment and optimise health outcomes (20).

A study of medical therapies for BPH, with the focus
on the effects of different medications on sexual function,
showed that a-blockers cause ejaculatory dysfunction at
a rate of 30%. In comparison, the 5a-reductase inhibitor
finasteride causes problems with erection (15.8%), ejacula-
tion (7.7%), and libido (5.4%) (21). It has been observed that
the physical health of BPH patients after a prostate surgery
was poor, and many of them were experiencing moderate
lower urinary tract symptoms (LUTS), sexual dysfunction,
and anxiety (22).

The undesirable complications described above cause

well-documented side effects on men’s quality of life
(QoL) and, therefore, on their normal ageing process and
longevity. Thus, the optimal treatment must demonstrate
efficacy and safety with the least possible side effects.

2. Objectives

This study aimed to assess the impact of using DATD
on the ageing process in patients with BPH and KSD based
on the dynamics of symptoms and treatment outcomes,
and to assess the role of TT in the provision of high-quality
healthcare for successful ageing.

3. Methods

3.1. Study Protocol

The DATD was registered with the Medicines and
Healthcare Products Regulatory Agency in Great Britain in
2010 as a class 1 medical device. The device is non-invasive
and does not have a measuring function. In addition, it is
permitted to use DATD at home. Empirical observations
stretching over a 10-year-long period between 2010 and
2020 involving men and women with KSD and men with
BPH receiving treatment with DATD and TT have been con-
ducted. During 2013 - 2015, the Yerevan State Medical Uni-
versity’s Department of Urology conducted a clinical trial
on DATD and TT in men with BPH. The University’s Ethics
Committee approved the design of this study. The con-
trolled clinical trial was registered at the German Clini-
cal Trials Register (DRKS) of the World Health Organisation
(WHO). The effect of DATD in men with BPH was compared
with data obtained from the untreated control group by
calculating prostate volume (PV), urinary symptoms, and
QoL. A group of patients consisting of men and women
with kidney stones and treated with DATD was also ob-
served at the Department of Urology. The obtained data
included the dynamics of KSD symptoms, kidney function,
and the treatment effect of DATD on kidney stones.

3.2. Study Design

In this study, two distinct patient groups treated with
DATD were assessed; the first group consisted of male pa-
tients with BPH, while the second group comprised of men
and women with KSD.

The assessment of patients with BPH involved 124 male
patients with enlarged prostate who used DATD for six
months. Their clinical parameters were examined before
and after this treatment period. The data were compared
with the control group, i.e., with clinical parameters of
other 124 men with BPH who were in watchful waiting.
The dynamics of symptoms and QoL were measured by
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the International Prostate Symptom Score (I-PSS), while
PV was measured with ultrasound. The I-PSS consisted of
an 8-item questionnaire, in which seven questions mea-
sured urinary symptoms, and evaluated incomplete blad-
der emptying, frequency, intermittency, urgency, weak
stream, straining, and nocturia on the scale of 0 - 35, with
the higher score describing higher severity of these uri-
nary symptoms. It also included one more question that
measured QoL on the scale of 0-6, with the lower score de-
scribing a better QoL. The standard ellipsoid formula, cal-
culated as length x width x height x 0.52, was used to
determine PV.The parameters were compared between the
treatment and control groups.

The assessment of patients with KSD involved five case
studies of men and women with kidney stones randomly
selected from a group of patients with various sizes and
types of kidney stones and treated with DATD. The duration
of their treatment with DATD varied on a case-by-case basis.
Patient observations before and after treatment with DATD
were recorded. The data included patient age, gender, his-
tory of KSD before treatment, dynamics of KSD symptoms
(renal colic and pain), kidney function, and the treatment
effect of DATD on kidney stones.

3.3. Patient Selection and Evaluation

In this study, 124 men with LUTS due to BPH with PV
< 60 mL who received treatment with DATD were inves-
tigated. Baseline evaluations consisted of medical his-
tory, complete physical examination, digital rectal exam-
ination, serum biochemistry, measurement of prostate-
specific antigen and electrolytes, urinalysis, and renal
function tests. Evaluations were recorded at baseline and
six months after treatment with DATD. Baseline evaluation
demonstrated that characteristics of men were identical
between treatment and control groups.

Also, five patients with nephrolithiasis who received
treatment with DATD were investigated. The samples with
theagerange of 23- 69 years were randomly selected froma
group of men and women treated with DATD at some point
during a10-year period between 2010-2020. The males con-
stituted 80% (n = 4), while females constituted 20% (n =1)
of cases. Baseline evaluations consisted of medical history,
symptoms of kidney stones, and size of kidney stones. Eval-
uations were obtained at baseline and after treatment with
DATD.

3.4. Statistical Analysis

Statistical analysis was performed on the data obtained
from the controlled clinical trial. Since the independent-
samples t-test and paired-samples t-test are suitable only
for interval and ratio data, the Wilcoxon signed-rank test
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was employed. A P-value < 0.05 was considered as signif-
icant. Statistical analysis was carried out using SPSS v22
(IBM, Armonk, NY, USA).

3.5. Dr Allen’s Therapeutic Device

Dr Allen’s Therapeutic Device (DATD) consists of a sup-
porting apparel, such as a belt, with one or more support-
ing pockets for one or more thermoelements. Such design
applies the thermoelements topically to the area of the
skin in projection of the affected organs. The thermoele-
ments consist of a special mixture of waxes. For treat-
ing prostate, the thermoelements are applied to the coc-
cyx area (Figure 1). For treating kidneys, the thermoele-
ments are applied to the area of the back in projection of
the kidneys (Figure 2). The thermoelements accumulate
the emitted body heat and maintain the temperature con-
stant, while worn on the body. The material of the DATD
and its design ensure a comfortable and adjustable fit for
its users.

Figure 1. DATD for prostate treatment covers the low back/coccyx area

4. Results

4.1. BPH Treatment with DATD

The QoL due to urinary symptoms (UrS) score was mea-
sured by the International Prostate Symptom Score (I-PSS).
In this study, 124 men with BPH were assessed before and
after the 6-month course of DATD with TT and the results
were compared with 124 men with BPH in the control
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Figure 2. DATD for kidney treatment covers the area of the back in projection of the kidneys

group. In the treatment group, the I-PSS QoL due to UrS
score decreased from 3.92 to 1.49 (P < 0.001), indicating
the increase in QoL by 62%. In the control group, the I-PSS
QoL due to UrS score increased from 3.42 to 3.83 (P < 0.01),
demonstrating the reduction of QoL by 12%. These results
demonstrated that DATD with TT significantly improved
QoL (Figure 3).

Other parameters that were assessed during the clin-
ical trial were PV (in mL) and UrS measured by the I-PSS.
These parameters were assessed in 124 men with BPH be-
fore and after the 6-month course of DATD with TT and
compared with 124 men with BPH in the control group. In
the treatment group, PV decreased from 45.1 mL to 31.8 mL
(P< 0.001)and the UrS score decreased from 14.3t0 4.9 (P<
0.001). In the control group, changes were either insignif-
icant or worsened. These results demonstrated that DATD
with TT significantly reduced PV and UrS (Figure 4).

4.2. KSD or Nephrolithiasis Treatment with DATD

KSD history and symptoms, including renal colic, and
the size of kidney stones were the parameters assessed dur-
ing the evaluation of five randomly selected cases. DATD
with TT successfully dissolved kidney stones ranging in

size between 6 mm and 5 cm. The symptomatic relief oc-
curred within the first few weeks of therapy. No renal
colic and other symptoms of kidney stones were experi-
enced by patients during the treatment with DATD and TT.
The improvement of kidney function was also observed.
While the age of the selected patients with nephrolithia-
sis ranged from 23 to 69 years, it is likely that younger and
older men and women would respond to the treatment
with DATD and TT similarly. The efficacy of this therapy was
evident even in patients with chronic KSD history (20 - 30
years) (Table 1).

5. Discussion

5.1. Importance of DATD for the Ageing Population

According to our results, the DATD significantly im-
proved the QoL in men with BPH, while the QoL score de-
teriorated without this treatment. This QoL improvement
was associated with a decrease in the size of the enlarged
prostate resulting in the relief of LUTS. In patients with
nephrolithiasis, the use of DATD dissolved kidney stones
gradually without renal colic, side effects, and complica-
tions. TT demonstrated high efficacy in men and women

Nephro-Urol Mon. 2021;13(2):e110771.
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Figure 3. The dynamics of the I-PSS QoL score after six months of DATD with TT in the treatment group and after six months of watchful waiting in the control group
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Figure 4. The changes in the I-PSS scores showing the dynamics of PV (in mL) and UrS after six months of DATD with TT in the treatment group and watchful waiting in the

control group

of all ages with kidney stones of various sizes (small and
large), with nephrolithiasis lasting from a few months to
over 30 years. Thus, DATD with TT can provide an effec-
tive innovative treatment for people with BPH and KSD and
contribute to their successful ageing.

The effectiveness of DATD is essential as itaddresses the
health concerns of the growing ageing population. For in-
stance, BPH with LUTS is a common non-malignant disease
in older men: nearly one in four men will suffer from BPH
during their lifetime (23). In the case of KSD, a population-
based study showed that the proportion of men with kid-
ney stones remained stable for ten years, increasing from
82 to 83 per 100,000, while the number of women, as well
as the number of urolithiasis patients over 64 years of

Nephro-Urol Mon. 2021;13(2):e110771.

age, significantly increased (24). In addition, with age, the
prevalence of kidney stones in humans increases in almost
all countries (25).

5.2. Treatment of the Cause of BPH and KSD with DATD and TT

DADT offers a new physiotherapeutic approach to the
treatment of BPH and KSD. In this respect, a recent study
on thermobalancing therapy and Dr Allen’s Device showed
that the unique design of DATD utilises the emitted body
heat for the reduction of the abnormal size of the enlarged
or inflamed prostate gland and LUTS (26). These positive
changesin clinical symptoms and parameters are achieved
by tackling the cause of common urological conditions.
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The pathology emerges as a result of a chain of pro-
cesses at the capillary level. A progressive increase of
pressure in the tissue of the affected organ, whether the
prostate or the kidneys, due to the pathological activity
of capillaries plays the leading role in the development of
their chronic diseases (27). As described by physiologists,
the constriction of capillaries in response to various trig-
gers is associated with the formation of local hypothermia.
It leads to the spontaneous expansion of the capillary net,
which causes abnormal pressure in the organ, its dysfunc-
tion and, consequently, a chronic disease. These changes
in the prostate gland or the kidneys lead to chronic pelvic
pain, prostate inflammation or prostate enlargement, and
the formation of kidney stones.

The novel treatment with DATD is aimed at the cause of
these chronic diseases. Its innovative design accumulates
the emitted body heat and uses it as the source of energy
to then spread it to the affected prostate or kidneys, termi-
nating the focal hypothermia in their tissues. Gradually,
this therapyrelieves pressure in the tissue terminating the
symptoms (28, 29).

5.3. Side Effects of Standard Treatments for BPH

It is known that the prevalence of BPH increases with
age (30). This health condition is very common in ageing
men and can affect individuals and their families (31). At
the same time, BPH is a non-life-threatening condition, so
the aspect of treatment safety should be prioritised. Most
urologists, however, do not discuss the pros and cons of
standard medical treatments for BPH with their patients
and do not present alternative options to them (32).

Additionally, standard BPH drugs have serious side ef-
fects, especially in the long-term, and do not provide an ac-
ceptable performance (33, 34). Moreover, none of the new
drugs or combinations of drugs for the treatment of LUTS
associated with BPH showed that the results were superior
to conventional drugs, i.e., a-blockers and 5-alpha reduc-
tase inhibitors (35). Therefore, watchful waiting was intro-
duced in the guidelines for treating BPH (36).

Polypharmacy and the increased use of medications is
a growing problem, especially among people over 65, and
has many negative consequences, such as a higher risk of
adverse reactions to drugs. It has led to the introduction
of acomprehensive geriatric assessment, which is effective
in reducing the number of daily doses of drugs by stop-
ping inappropriate or unnecessary drugs (37). As DATD can
be used as an effective and safe monotherapy, it should be
included in the management guidelines for BPH that, in
turn, can decrease use of drugs and surgeries, increasing
the healthy lifespan of ageing men (38, 39).

Nephro-Urol Mon. 2021; 13(2):e110771.
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5.4. Side Effects of Standard Treatments for KSD

The KSD affects approximately one in 13 women and
one in seven men, becoming increasingly common across
the older population, which represents nearly 20% of all
stone formers (40). Age, together with male gender and
obesity, might be independent risk factors for the devel-
opment of nephrolithiasis (41). It should be noted that
urolithiasisis related to an increased risk of coronary heart
disease and stroke; moreover, this association increases
with age (42).

ESWL and PCNL are responsible for severe bleeding,
infection, sepsis, hypertension, damages of other organs,
and diabetes. In many cases, additional surgical proce-
dures are needed. Moreover, recurrence of kidney stones
reaches over 50% after five years from the first stone, and
75% within 25 years (43). Recurrent renal colic is associ-
ated with the symptoms of both anxiety and depression
(44). Therefore, non-surgical management of urolithiasis
is needed (45).

Dissolving kidney stones with DATD represents a new
physiotherapeutic approach, which is not associated with
renal colic and any adverse effects. The choice of this inno-
vative treatment improves patients’ QoL, ultimately lead-
ing to successful ageing and increased longevity. There-
fore, DATD with TT should be introduced into the health-
care system as a standard treatment for KSD, thereby pre-
serving human well-being and supporting active ageing
(46).

5.5. The Role of DATD with TT in Patient Protection from Coron-
avirus (COVID-19)

The standard strategies of urology care have been af-
fected by SARS-COV2 infection (COVID-19), as most urologi-
cal patients are older than 65 and belong to the higher risk
group during the coronavirus pandemic. Many urological
procedures, such as prostate biopsies, urodynamics, cys-
toscopy, and intravesical treatment, are invasive and per-
formed at hospitals. Therefore, most surgeries for urolithi-
asis and BPH, both of which are non-cancerous chronic
conditions, are elective and can be delayed (47).

The chance of a male with BPH and LUTS experiencing
acute urinary retention is approximately 1% per year, with
a similar risk of developing infections. Therefore, given
the low risk of adverse events and the high risks associated
with COVID-19, it is reasonable to monitor BPH and KSD
symptom progression without active interventions (48).
Urinary stone disease also represents a benign condition.
Therefore, renal colic patients should be managed conser-
vatively as much as possible, while scheduled surgeries for
kidney stone patients should be carefully sorted according
to surgical priority (49).

Nephro-Urol Mon. 2021;13(2):e110771.

Patients with urolithiasis and BPH and affected by the
complications of drugs and surgery are likely to age faster.
The ageing process is accompanied by the gradual devel-
opment of a chronic subclinical systemic inflammation
(inflamm-aging). It is also associated with acquired im-
mune system impairment (immune senescence). Both of
these factors explain why older men with age-related dis-
eases are most likely to be affected by the adverse outcomes
of COVID-19 (50).

The COVID-19-related mortality rates of older men are
higher compared to older women and people at all ages
(51). Elderly patients with BPH are especially vulnerable
during a pandemic, so it is imperative to take preventive
measures and choose an at-home treatment whenever pos-
sible. A study showed that out of 18 patients with BPH who
were admitted and treated ata hospital, 10 (55.5%) men con-
tracted the coronavirus, two of whom were transferred to
the intensive care unit and one patient died (52).

Given that no side effects are associated with the use
of DATD, in contrast to what is routinely expected from
BPH drugs and surgeries, DATD and TT should be recom-
mended as the first-line treatment for men with LUTS due
to BPH, in order to improve men’s health and well-being.
DATD reduces the need for long-term courses of medica-
tions, and allows to decrease patients’ visits to hospitals,
diminishing the risks of contracting a viral infection dur-
ing a coronavirus outbreak (53).

The demonstrated safety and effectiveness of DATD for
the treatment of BPH stem from its innovatively designed
property to provide continuous heat exposure to the tar-
get area without exceeding the normal body temperature.
This TT terminates the trigger responsible for the devel-
opment and progression of BPH, namely focal hypother-
mia (54). Thus, by tackling the cause of chronic KSD and
BPH, this physiotherapeutic therapy ought to be used as
the preferred first-line treatment during the COVID-19 or
other pandemics (55).

5.6. Conclusions

The choice of inappropriate or unnecessary treatment
for BPH and KSD impedes successful ageing and undoubt-
edly shortens the healthy lifespan of the affected individu-
als. In BPH patients, the use of DATD with TT reduces PV,
and improves LUTS and QoL. In KSD patients, the use of
DATD with TT dissolves kidney stones without renal colic.
Improving physical and psychosocial functions in patients
with the innovative TT and DATD has a positive effect on
the ageing process. Furthermore, the disease management
with DATD at home allows the reduction of patients’ hos-
pital visits and is a way to protect people from the spread
of viral infections. This is particularly important during a
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coronavirus or other pandemics, as COVID-19 and other vi-
ral infections are especially dangerous for the elderly. The
safety and effectiveness of DATD and TT suggest that they
ought to be used as the first-line treatment for BPH and KSD
contributing to successful ageing and longevity.
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