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Abstract 
Background  High-Intensity Focused Ultrasound (HIFU) has been widely accepted as a golden standard 

procedure for skin tightening. 

Objectives   The study compares clinical efficacy using two market-leading devices; Ultraformer III®  

(Classys, Inc. Seoul, South Korea) and Ulthera®  (Merz Pharma GmbH, Frankfurt, Germany). 

Methods   Twenty two female patients between the age of 45 ~ 55 were enrolled into the clinical study. All 

patients participated in a single session of High-Intensity Focalized Ultrasound (HIFU) treatment. Pre-treatment, 

high quality photographs were taken using the Vectra XT®  (Canfield Scientific, Parsippany, NJ). Patient ś face 

was divided into two sides (right and left). The left side was treated using the Ultraformer III®  and the right side 

was treated using the Ulthera® . Patients were followed up for 6 months after treatment and post-op photo-

graphs were taken with the same medical photography equipment (Vectra XT) as the pre-procedure pictures.  

Results   Pre and post-op photographs were evaluated by two independent plastic surgeons blinded to which 

part of the face was treated hence unable to determine which device was used for treatment. No patients re-

ported negative results (0, 0-25% sector). 85% of patients were highly satisfied with the treatment. Additionally 

most patients reported no evident difference between each half of their face. Only 13% of patients reported 

moderate improvement and were taken to complimentary follow-up treatment. 

Conclusion   As our results show, treatment outcomes were highly satisfying for both patients and physi-

cians. We found no significant difference in treatment outcomes between the Ultraformer III and the Ulthera. 

This is highly significant since treatment comparison was made between different halves of each patient ś face 

therefore excluding biological and selection bias. We found significant differences in treatment length (treat-

ment was up to 40% faster using Ultraformer III) and patient discomfort during the procedure (patients reported 

up to 50% difference in VAS). From a business point of view we believe the Ultraformer III to be superior as it 

required 25% less treatment lines per patient to cover the allocated area. As a consumer  

or physician, each treatment line has a cost. We find the cost reduction may significantly impact final  

costs and ROI. Neither device had technical difficulties and no treatment-related complications were reported. 

Both Ultraformer III and Ulthera are state-of-the-art devices with no outcome differences found according to 

this study.  

 

 

 

 

Introduction 
 

New technologies in facial rejuvenation seem to ap-

pear every day and it is easy to get lost in this sea of 

options as new companies develop their versions of 

these  technologies. 

This is also true for High intensity focused ultrasound, 

with each company bringing their take on the technol-

ogy to the table it can be diffcult to separate marketing 

from real results. 

 

With this in mind and our experience using HIFU 

utilizing Ulthera in over 300 patients we emabrked on 

an academic journey to compare different HIFU devic-

es  after running several trials with diverse competing 

devices on gel models and porcine models we estab-

lished that Ulthera®  (Merz Pharma GmbH, Frankfurt, 

Germany) and Ultraformer III®  (Classys, Inc. Seoul, 

South Korea) produced very similar results in ex-vivo 

models. 

 

The aim then was to compare the results from both 

devices in patient skin and tissue laxity. 
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Materials and Methods 
 

All patients were informed about the study and in-

formed consent was obtained. 22 female patients 

between 45 and 55 years of age (mean age 47.3yrs), 

with no prior medical history were enrolled. Patients 

with prior medical history including connective-tissue 

disease, pregnancy or prior aesthetic facial treatments 

(Laser, Ultrasound, Mesotherapy, Botulinum Toxin 

Inyections) in the previous six months were excluded. 

All patients were taken to a single session of High-

Intensity Focalized Ultrasound (HIFU) using the two 

market-leading equipments; Ultraformer III®  (Classys, 

Inc. Seoul, South Korea) and Ulthera®  (Merz Pharma 

GmbH, Frankfurt, Germany). Pre-treatment high quali-

ty photographs were taken using Vectra XT®  (Can-

field Scientific, Parsippany, NJ) All patients were treat-

ed using both brands in the same session. Patient ś 

face was divided in two sides (right and left). Right 

side was treated using Ultraformer III®  and left sides 

were treated using Ulthera® . All procedures were 

undertaken by the senior author (SH). Patients were 

prepared with a topic anesthetic (23% Lidocaine, 7% 

Prilocaine) 45 minutes before the treatment was un-

dertaken. Treatment time (minutes), number of 

treatment lines used, transducer size and energy 

(Joules), and patient discomfort (using pain Visual 

Analogue Scale, VAS) were recorded for each half.  

Patients were followed for 6 months and post-op 

photographs were taken with the same medical pho-

tography equipment (Vectra XT) as pre-op pictures. At 

6-month follow-up patients were given a 5-point scale 

to self-assess improvement (Zero improvement, 0-

25%, 25-50% 50-75% and >75% improvement). Pre 

and post-op photographs were evaluated by two inde-

pendent plastic surgeons blinded to which part of the 

face was treated with each device. Visual improve-

ment was asessed using the same 5-point scale. All 

patients were clinically evaluated by both plastic sur-

geons who examined skin quality, tension and overall 

improvement in a subjective manner. Evaluators were 

blinded throughout the follow-up process. Patients 

who reported less tan 50% improvement were offered 

complimentary follow-up treatment.  

 
 
 
 

 

 

Results 
 

Twenty-two patients were taken to HIFU treatment. 

Ultraformer III was used on the right side and Ulthera 

was used on the left side of patients  ́faces. Treatment 

results and parameters are as follows: 

 

 Ultraformer III
®
 Ulthera

®
 

Treatment 

Length (Min.) 
19 (15 – 25 min) 38 (32 – 46 min) 

Treatment 

Lines Used 

Trans-

ducer  

Lines 

Used 

Transducer  Lines 

Used 

1.5mm 50 1.5mm 50 

3.0mm 150 3.0mm 200 

4.5mm 100 4.5mm 150 

Total Treat-

ment Lines 
300 400 

Energy 

(Joules) 

Trans-

ducer  

Joules Transducer  Joule

s 

1.5mm 0.2 1.5mm 0.4 

3.0mm 0.5 3.0mm 0.9 

4.5mm 0.6 4.5mm 1.0 

Patient 

Discomfort 

(VAS) 

3.8 7. 

 

Immediately after treatment all patients showed mild 

inflammation, visible 30 minutes post treatment. Pa-

tients reported mild to moderate discomfort (not pain) 

for the first 7-10 days after treatment. Collagen activa-

tion signs were visible from the second month on-

wards in both facial halves. No significant difference 

was found by expert evaluators (either clinically or 

photographically) or by patient self assessment. Pa-

tient and evaluation assessments are as follows.  

  

 Ultraformer III®  Ulthera®  Global 

Zero Improvement None None None 

0-25% None None None 

25-50% 14% 13% 13% 

50-75% 71% 72% 72% 

>75% improvement 15% 15% 15% 

 

No patients reported negative results (0,0-25% sec-

tor). 85% of patients were highly satisfied with the 

treatment with most patients reporting no evident 

difference between each half of their face. Only 13% of 

patients reported moderate improvement and were 

taken to complimentary follow-up treatment. 
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Base Line Post 6 Months 

 Right side was treated by ULTHERA (120 Lines; 80 Lines with 

3mm & 0.9J / 40 Lines with 1.5mm, 0.6J) 

 

Left side was treated by ULTRAFORMER III (100 Lines: 50 

Lines with 3mm, 0.4J / 50 Lines with 1.5mm, 0.2J) 

 

 

 

 

 

 

 

 

 

 

 

 

  

Base Line Post 6 Months 

 Right side was treated by ULTHERA (400 Lines; 200 Lines with 

4.5mm & 0.9J / 200 Lines with 3mm, 0.9J) 

 

Left side was treated by ULTRAFORMER III (300 Lines:150 

Lines with 4.5mm, 0.6J / 150 Lines with 3mm, 0.7J) 

 

 

 

 

 

 

 

 

 

 

 

 

  

Base Line Post 6 Months 

 Right side was treated by ULTHERA (400 Lines; 200 Lines with 

4.5mm & 0.9J / 40 Lines with 3mm, 0.7J) 

 

Left side was treated by ULTRAFORMER III (300 Lines: 150 

Lines with 4.5mm, 0.6J / 150 Lines with 3mm, 0.5J) 
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Discussion 
 

Patients are seeking the latest technology that can 

bring about the best results with the lowest discom-

fort levels and minimal down-time. HIFU is the state-

of-the-art non-invasive facial aesthetic treatment. 

Treatment outcomes were highly satisfying for both 

patients and physicians. We found no significant dif-

ference in treatment outcomes between the Ultra-

former III and the Ulthera. This is highly significant 

since treatment comparison was made between dif-

ferent halves of each patient ś face therefore excluding 

biological and selection bias. We found significant 

differences in treatment length (treatment was up to 

40% faster using Ultraformer III) and patient discom-

fort during the procedure (patients reported up to 50% 

difference in VAS). From a business point of view we 

believe the Ultraformer III to be superior as it re-

quired 25% less treatment lines per patient to cover 

the allocated area. As a consumer or physician, each 

treatment line has a cost. We find the cost reduction 

may significantly impact final costs and ROI. Neither 

device had technical difficulties and no treatment-

related complications were reported. Both Ultra-

former III and Ulthera are state-of-the-art devices with 

no outcome differences found according to this study.  

 


