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Introduction: The Coronavirus (COVID-19) outbreak has 

demonstrated the need for a novel delivery of treatment for benign 

prostate enlargement (BPE) and chronic prostatitis / chronic pelvic pain 

syndrome (CP/CPPS). Their standard treatments with medications and 

surgeries require extensive contact between patients and healthcare 

professionals that worsens a pandemic. This study aims to determine 

whether therapeutic Dr Allen’s Device (DATD) and Thermobalancing 

therapy (TT) can be used as an effective self-management tool and at-

home treatment for chronic prostate diseases. 

Methods: This is a retrospective cohort study of 45 men with CP/CPPS 

and 124 men with BPE who were observed before and after applying 

TT with DATD at home for 6 months in 2 clinical controlled trials. The 

dynamics of clinical characteristics and parameters, such as pain, 

urinary symptoms, quality of life (QoL), and prostate volume (PV) were 

compared to the control groups without DATD. 

Results: DATD reduced pain scores from 10.3 to 3.5 (P<0.001) in men 

with CP/CPPS. In men with BPE, DATD reduced PV from 45mL to 

31mL (P<0.001) and urinary symptoms from 14.3 to 4.9 (P<0.001). 

DADT significantly improved QoL in both treatment groups. In the 

control groups, no positive changes were observed. 

Conclusions: The use of DATD with TT relieves chronic pelvic pain 

and reduces an abnormal prostate size in patients with CP/CPPS and 

BPE, improving their QoL and wellbeing. Thus, DATD is an effective 

at-home self-management tool and provides a novel delivery of 

treatment for non-cancerous prostatic diseases, especially important 

during a pandemic. 
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INTRODUCTION 
On March 11, 2020, the World Health 

Organization identified an outbreak of 

coronavirus as a public health emergency of 

international concern and declared it a 

pandemic [1]. Since evidence suggests that 

human-to-human transmission of the virus is a 

result of close contact, the prevention of 

transmission of infectious diseases to patients 

and the protection of health workers should be 

a top priority during viral epidemics [2].  

Due to the pandemic, the outpatient 

face-to-face clinics are canceled or changed to 

telephone or video consultations. The 

urological surgical care has undergone 

significant changes, offering surgical 

intervention only in emergency cases [3], 

while routine treatments for benign prostatic 

hyperplasia (BPH) and chronic 

prostatitis/chronic pelvic pain syndrome 

(CP/CPPS) should mainly be carried out 

remotely [4]. 

At the same time, the prevalence of 

chronic non-malignant prostatic diseases is 

high. A large study involving 8,627 men aged 

48–79 years showed that 75.3% of men 

reported mild form, 22.0% reported moderate, 

and 2.7% reported severe form of lower 

urinary tract symptoms (LUTS) due to benign 

prostate enlargement (BPE). The prevalence of 

symptoms increased with age [5]. According 

to this study, more than 97% of men with 

LUTS can handle the symptoms themselves 

without taking risky medications and 

undergoing surgeries. As for CP/CPPS, its 

prevalence is estimated to affect 8.2% of men 

[6].  

Currently, the standard BPE 

management is only pharmacological and 

surgical [7]. As there is no appropriate therapy 

for LUTS caused by BPE, urologists prescribe 

various combinations of pharmacological 

treatments [8]. Self-control strategies can be 

implemented initially, but the debate continues 

that they can delay drug or surgical therapy, 

which can lead to negative consequences, 

especially for men with worsening symptoms 

[9]. At the same time, drugs and surgeries can 

lead to serious side effects, as a study by Giatti 

points to the development of severe sexual 

dysfunction and depression after taking BPE 

drugs [10]. 

The treatment guidelines for chronic 

prostatitis/chronic pelvic pain syndrome 

(CP/CPPS) recommend using the “Five A’s” 

of CP/CPPS therapy: avoid dietary or physical 

activities (e.g., bike riding) that exacerbate 

symptoms, and use antibiotic therapy, alpha-

blockers, anti-inflammatories, and 5-alpha 

reductase inhibitors in men >50 years old [11]. 

However, it is important to remember that all 

these drugs are responsible for severe adverse 

events. Discussing post-finasteride syndrome, 

for example, Dr. Traish says: “The medical 

community must not turn a blind eye to this 

rare but debilitating condition, especially when 

it concerns young men” [12]. 

Innovative utilization of body heat in 

the management of chronic diseases, including 

BPH and CP/CPPS, by Dr Allen’s Therapeutic 

Device (DATD) and Thermobalancing therapy 

(TT) has been assessed in International Journal 

of Quality Innovation [13]. DATD and TT are 

patented as the "Therapeutic device and 

method" [14]. For over 10 years, TT and 

DATD have been used successfully for the 

treatment of prostate enlargement and chronic 

pelvic pain [15, 16]. The purpose of this study 

is to assess the delivery of treatment with TT 

and DATD for BPE and CP/CPPS, and the use 

of this novel treatment as a self-management 

tool for BPE and CP/CPPS, especially during 

a pandemic. 

MATERIALS 

Study Protocol 
Two clinical trials were conducted at 

the Department of Urology at the Yerevan 

State Medical University. The Ethics 

Committee approved the clinical studies with 

TT and DATD (approval No 1 - 18.09.2014). 

These studies were registered at the World 

Health Organization via the German Clinical 
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Trials Register. Dr Allen’s Device has been 

registered with the Medicines and Healthcare 

Products Regulatory Agency in the United 

Kingdom since 2010 as a class 1 medical 

device. Class 1 medical device without a 

measuring function and supplied in non-sterile 

condition does not require the involvement of 

a notified body. 

Study design 
The first clinical trial assessed 124 men 

with BPH who used DATD for 6 months, and 

their symptoms and parameters before and 

after the therapy were examined. This 

information was compared with the control 

group, i.e. data received from 124 men with 

BPH who were in watchful waiting. The 

second clinical trial involved 45 men with 

CP/CPPS who used DATD for 6 months and 

their parameters before and after the therapy 

were examined. This information was 

compared with the control group, i.e. data 

received from 45 men with CP/CPPS who did 

not receive TT. Patients with BPH were 

measured using the International Prostate 

Symptom Score & Quality of Life. In men 

with CP/CPPS, the National Institute of Health 

Chronic Prostatitis Symptom Index score was 

utilised. In both clinical studies, prostate 

volume (PV) in mL was investigated. The 

parameters were compared between groups 

accordingly. 

Participants 
45 males (age <55 years) with 

CP/CPPS (NIH category III) and 124 men 

with LUTS due to BPH with PV <60 mL were 

receiving the treatment with Dr Allen’s Device 

at home, while being supervised by urologists. 

Evaluation 
Baseline evaluations were a full physical 

examination, medical history, digital rectal 

examination, serum biochemistry, 

measurement of prostate-specific antigen and 

electrolytes, urinalysis, and renal function 

tests. Written informed consent was obtained 

from all patients before the study. Evaluations 

were made at baseline and 6 months after 

treatment. The dynamics of the symptoms and 

indicators in each group were assessed at the 

beginning and at the end of treatment using the 

score systems.  

1. The International Prostate Symptom 

Scale (I-PSS) is a validated and widely 

accepted tool that is used to assess the 

dynamics of urinary symptoms and 

quality of life (QoL) in BPH patients. 

The I-PSS consists of an 8-item 

questionnaire that measures urinary 

symptoms (seven questions evaluating 

incomplete bladder emptying, frequency, 

intermittency, urgency, weak stream, 

straining, and nocturia) on a scale of 0–

35 with a higher score indicating higher 

severity of the urinary symptoms. The I-

PSS consists of another component (1 

question) that measures QoL on a scale 

of 0–6 with a lower score indicating a 

better quality of life. 

2. The National Institute of Health chronic 

prostatitis symptom index (NIH-CPSI) is 

a validated and widely accepted tool that 

is used to assess the dynamics of pain 

and QoL in CP/CPPS patients. The NIH-

CPSI assesses pain using 4 questions 

(evaluating pain location, frequency, and 

severity) on a scale of 0–21 with a 

higher score indicating more severe pain. 

The NIH-CPSI consists of another 

component that helps in assessing the 

QoL using 3 questions on a scale of 0–

12 with a lower score indicating a better 

quality of life. 

Ultrasound was used to determine the 

volume of the prostate gland. The standard 

ellipsoid formula length×width×height×0.52 

was used to determine the prostate volume. 

Evaluation at baseline shows that 

characteristics of the men were identical 

between treatment and control groups in the 

CP/CPPS and BPH studies. 

Statistical analyses 
The independent-samples t-test and 

paired-samples t-test are suitable only for 
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interval and ratio data, so the Wilcoxon 

signed-rank test was employed. P<0.05 was 

considered significant. Statistical analyses 

were carried out using SPSS v22 (IBM, 

Armonk, NY, USA). 

Therapeutic Dr. Allen’s Device (DATD) 
DATD applies a special thermoelement 

(comprising a mixture of waxes) topically in 

projection to the affected organ. The 

thermoelement accumulates the constantly 

emitted body heat and turns into a source of 

energy itself. DATD applies the 

thermoelement to the skin tightly, thereby 

overcoming the skin barrier and spreading the 

energy towards the prostate gland. It is 

comfortable to wear. In men with prostate 

diseases, the thermoelement is applied to the 

coccyx area and is supported by a specially 

designed belt (Figure 1). 

 

 
Figure 1. The application of Dr Allen’s Device to the coccyx area for the treatment of BPE and 

CP/CPPS 

 

RESULTS 
The clinical trial involving BPE patients 

reveals that, in the treatment group, PV 

decreased from 45.1 mL to 31.8 mL (P<0.001) 

and UrS score decreased from 14.3 to 4.9 

(P<0.001). In the control group, changes were 

insignificant or even worse. These results 

suggest that DATD reduces PV and UrS 

significantly.
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Figure 2. Dynamics of PV mL measured by ultrasound and urinary symptoms (UrS) measured by the 

International Prostate Symptom Score (IPSS) before and after a 6-month use of Thermobalancing 

therapy and DATD in 124 men with BPH and compared to 124 men in the control group. 

The clinical trial involving CP/CPPS patients 

reveals that, in the treatment group, there was 

a significant decrease of PV mL from 31.7 to 

27.07 (P<0.001) and the use of DATD reduced 

pain score from 10.3 to 3.5 (P<0.001). In the 

control group, changes were insignificant. This 

proved that TT with DATD decreases PV and 

pain in men with CP/CPPS. 

 

 

Figure 3. Dynamics of PV mL measured by ultrasound and Pain Score measured by the National 

Institute of Health-Chronic Prostatitis Symptom Index (NIH-CPSI) in 45 men with CP/CPPS before 

and after a 6-month use of DATD and compared to 45 men in the control group.
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Side effects of TT with DATD were 

not observed in both clinical trials. 

DISCUSSION 
TT with DATD helped patients with 

BPH and CP/CPPS to reduce the size of the 

enlarged or inflamed prostate and, 

consequently, to achieve LUTS and chronic 

pelvic pain relief. The success of this 

treatment confirms the validity of DATD as an 

effective self-management tool for patients 

with BPH and CP/CPPS. It should be noted 

that all men used Dr. Allen’s Device at home 

during a 6-month period. It confirms that 

DATD enables a novel at-home delivery of 

treatment for BPE and CP/CPPS. 

The rapid spread of coronavirus 

(COVID-19) led to a pandemic, which 

affected people globally. A social lockdown 

has become the only preventative measure that 

can be taken to combat this pandemic [17]. 

The infection of 2019-nCoV is more likely to 

infect older men with comorbidities [18]. 

Patients over 60 years showed heavier clinical 

manifestations, greater severity, and longer 

disease courses compared with those under 60 

years of age [19].  

During a pandemic, patients are 

advised to reduce visits to doctors and 

hospitals; the abolition of planned operations 

is required, so urological surgeries have to be 

prioritised according to their urgency and 

adapt to local resources [20]. Many different 

surgical interventions remove a part of the 

prostate gland; and after all of them, men may 

experience the loss of antegrade ejaculation, 

orgasmic dysfunction, or even erectile 

dysfunction with possible thermal effects on 

the neurovascular bundles [21], and this 

should not be simplified as it is a serious 

adverse effect [22]. 

Men troubled by BPE and CP/CPPS 

can benefit from the effective prostate 

treatment with DATD in the safety of their 

home [23], avoiding unnecessary visits to 

clinics and hospitals and so minimising the 

risks of contracting coronavirus COVID-19 

and passing it on to others. Therefore, TT with 

DATD should be used by healthcare providers 

for the management of BPE and CP/CPPS, 

particularly in older men [24]. The use of 

DATD can also reduce the burden of treating 

these prostate diseases on healthcare systems.  

As medications can cause serious side 

effects, clinical consideration for BPH and 

CP/CPPS drugs is difficult [25]. The use of 

medication for BPH and CP/CPPS can 

aggravate these health conditions by adding 

side effects. Although there are many medical 

options for treating BPH, their safety and 

efficacy relating to older adults are still under 

assessment [26]. Alpha-blockers can 

cause adverse events, including ejaculatory 

dysfunction, hypotension, and depression [27, 

28], and finasteride and dutasteride induce a 

constellation of persistent sexual, 

neurological and physical adverse side effects 

[29].  

The COVID-19 pandemic is a serious 

challenge for global and national healthcare 

providers. Thus, during the pandemic, 

unselective or inappropriate administration of 

antibiotics should be avoided [30]. The use of 

non-steroidal anti-inflammatory drugs 

(NSAIDs) should not be recommended as they 

can cause both respiratory and cardiovascular 

adverse effects [31]. Patients who take 

angiotensin-converting enzyme inhibitors and 

angiotensin receptor blockers may be at 

increased risk of severe disease outcomes due 

to SARS-CoV-2 infections [32]. 5-alpha-

reductase inhibitors, which are commonly 

used for BPE treatment, maybe one of the 

factors contributing to poorer prognosis in 

males [33]. 

Dr Allen’s Device uses a patented 

mechanism of action redirecting the body’s 

heat to the affected prostate to treat chronic 

prostatic diseases. It is, therefore, safe and can 

be used by various healthcare professionals for 

the management of BPH and CP/CPPS [34, 

35]. By utilising the emitted body heat and not 

requiring other energy sources, the innovative 
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design of DATD advances sustainability in 

healthcare. DATD should be tried by men with 

BPH before any long-term pharmacotherapy is 

initiated [36]. Personalized care by using 

DATD allows to effectively treat CP/CPPS at 

home in 93.4% of men, including full recovery 

in 42% of cases [37]. 

Limitation 

This is a retrospective analysis of 2 

non-randomized clinical trials. The presence 

of a "placebo" or "sham" group as control 

could have provided more statistical rigor 

concerning results. However, a high level of 

mental incidence in patients with LUTS is 

important when choosing a treatment [38]; and 

collectively, depression and catastrophizing 

are critically important variables in 

understanding the experience of pain in 

patients with CP/CPPS [39]. Thus, most men 

with CP/CPPS and BPE have depression and 

anxiety, and this is important for medical 

professionals in the development and 

implementation of effective interventions to 

improve the quality of life and psychological 

well-being of patients with BPE. [40, 41]. 6 

months may be considered an appropriate time 

for taking tablets/placebo, but not for using 

something tied to the body. Therefore, 

suggesting that patients should wear a 

"placebo-belt" for 6 months, which does not 

alleviate the symptoms, would be very 

difficult and impractical. Typically, patients 

included in the study experienced symptomatic 

relief within several weeks after starting to 

wear DATD and used the device as instructed. 

Pandemic considerations 

The need to prioritise an at-home BPE 

treatment is evident during a pandemic. In 

March-April 2020, out of 18 BPE patients who 

were admitted and treated at a hospital, 10 

men (55.5%) became infected with the 

COVID-19 virus, 2 of them were transferred 

to the intensive care unit and one man died 

[42]. Thus, it is imperative to take preventive 

measures for elderly men with BPE that would 

decrease the patient hospitalisation rate. The 

use of Thermobalancing treatment with DATD 

as a monotherapy improves men’s QoL and 

decreases their visits to hospitals, diminishing 

the risks of contracting a viral infection and 

transmitting it to others during a coronavirus 

outbreak or another pandemic [43]. 

During a pandemic, authorities in 

many countries recommend avoiding routine 

hospital visits as much as possible, but under 

certain conditions (especially in emergencies 

and cancer cases), care must be continued. 

Patients with benign prostate enlargement 

should not undergo surgery during a pandemic 

unless they develop a complication that will 

require hospitalization and possible surgery 

[44]. Most elderly people turn to urologists. 

Special strategies should be used to treat 

urological conditions during the COVID-19 

pandemic, keeping in mind the golden rule for 

any infectious disease at any time: "prevention 

is better than cure." [45]. 

Thus, during the coronavirus outbreak, 

staying at home saves lives, and therapeutic 

Dr. Allen's Device allows men to treat BPE 

effectively in the safety of their homes [46]. It 

is essential to emphasize the importance of 

staying at home and not going to work in case 

of flu symptoms to prevent exposure to other 

workers [47]. Based on information from 

different countries, the following guidelines 

for older people have been proposed: stay 

home as much as possible; avoid all non-

essential travel and non-essential in-person 

visits to your health provider (e.g., family 

physician check-ups), etc. [48]. Furthermore, 

the treatment of BPH with DATD increases 

men’s healthspan [49]. 

CONCLUSIONS 

This study has revealed several 

innovative aspects of treatment with Dr 

Allen’s Device and Thermobalancing therapy 

for BPE and CP/CPPS that generate additional 

value during a pandemic. DATD enables a 

novel at-home delivery of treatment for BPH 

and CP/CPPS. It enables effective self-

management of chronic pelvic pain and 
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urinary symptoms associated with BPE and 

CP/CPPS. The use of TT and DATD 

minimizes face-to-face contact between 

patients and healthcare professionals at clinics 

and hospitals, helping to protect them in times 

of coronavirus or another pandemic while 

reducing virus transmission and health risks to 

people. The efficient delivery of treatment 

with DATD and its innovative design advance 

sustainability in healthcare. Moreover, the use 

of DATD as a stand-alone self-management 

tool for BPE and CP/CPPS can significantly 

reduce the need for other interventions. Thus, 

it reduces the burden of treatment for these 

prostate diseases on healthcare systems. 

DATD is also particularly important during a 

pandemic. Dr Allen’s Device supports 

wellbeing and should be recommended by 

healthcare providers to patients with CP/CPPS 

and BPE. 
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