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REASONS FOR NOMINATION (please justify why you think your candidate is qualified):  

 
Highly innovative: ARANZ Medical (AML) is a specialist in highly innovative imaging, 3D scanning and informatics 
solutions for the healthcare sector that transform clinical assessment processes, improve the quality of care for patients, 
and make healthcare more cost-effective.  
 
First to market: AML were the first to market with their key innovations: Silhouette, an FDA-approved advanced wound 
surveillance system; and FastSCAN which enables the custom-fit of orthotics and prosthetics.  
 
Exceptional ICT achievement to transform healthcare: ARANZ Medical has demonstrated exceptional achievement in 
using ICT to transform aspects of healthcare and in doing so benefit societies, governments, organizations and individuals. 
AML’s systems have transformed assessment methodologies in woundcare and orthotics & prosthetics, bringing smart 21st 
technology to some of the most primitive processes in healthcare, to better serve the needs of clinicians, researchers, patients, 
communities and governments. 
 
Market leader: ARANZ Medical, not only created their market niches and educated the markets that there was a better 
way, they have retained their market leader status.  They have done this through the technology and design advantages 
their products have over emerging competitors, strong long term relationships with leading healthcare players and 
researchers, and successful early implementations.  These advantages have also led to widespread deployment and 
benefit.  
 
Global impact: ARANZ Medical’s solutions are having a global impact and are now helping people in 35 countries from 
Africa to the largest healthcare players in the US & UK.  Increased prevalence of diseases like diabetes, which are 
reaching epidemic proportions, an ageing population, and more accountable healthcare is driving the increasingly rapid 
update of their solutions.   
 
Rising to the challenge: ARANZ Medical continues to innovate and meet the demand head on. It is rapidly growing its 
team to ensure continuous innovation, excellent customer service and support and widespread implementation.  
 
Success: ARANZ Medical’s success has been recognised widely with a number of awards over the past 18 months: 
 
- 2015: Winner: AmCham Export Company of the Year  
- 2015: Winner: United Nations World Summit Award - Health & Environment category 
- 2015: Winner: Champion Producer/ Manufacturer at the Champion Canterbury Awards 
- 2016: Winner: Emerging Company category at the NZ HiTech Awards  
 
www.aranzmedical.com 

http://www.aranzmedical.com/
mailto:russell.watson@aranzmedical.com
http://www.aranzmedical.com/about-aranz-medical/
http://www.aranzmedical.com/
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1. Global Impact/Potential 

 
ARANZ Medical (AML) is a specialist in highly innovative imaging, 3D scanning and informatics solutions for the 

healthcare sector that transform clinical assessment processes, improve the quality of care for patients, and make 

healthcare more cost-effective. ARANZ Medical’s highly effective solutions are having a global impact and are used in 35 

countries from Africa to the largest healthcare players in the US & UK benefiting thousands of people globally. 

 

The company’s mission is to “Help People Heal People”, by using their skill in structured light technology and IT to give 

researchers and clinicians the tools to accurately assess external body surface features, such as wounds, amputations, 

and external anatonomy, to support best-practice treatment decisions. Their sophisticated, yet easy-to-use, medical 

technology provides valuable knowledge to improve the lives of millions of people, wherever they are in the world.  

 

ARANZ Medical have transformed assessment methodologies in woundcare and orthotics & prosthetics bringing smart 

21st technology to some of the most primitive processes in healthcare. Processes, where paper measuring tapes, 

measuring sticks and plaster casts are used to measure the dimensions of external body features.  The company has 

demonstrated exceptional achievement in using ICT to better serve the needs of clinicians, researchers and patients 

directly benefiting societies, governments, organizations and individuals. 

 

Increased prevalence of diseases like diabetes, an ageing population, a move to evidence base practice, and more 

accountable healthcare is driving the increasingly rapid update of their solutions.   

 

Their products enable facilities to feed accurate information from the “point of care”, through to clinical information 

systems that support overall clinical management, reporting, and analysis/ decision support, and include: 

 Silhouette® – an FDA-approved advanced wound surveillance system which supports precise and productive wound 
management in clinical practice and research.  Chronic wounds including pressure ulcers, venous and diabetic ulcers are 
the consequence of increasingly prevalent vascular diseases such as Type 2 diabetes and peripheral arterial disease.  
Key applications: clinical practice (hospital, community and telehealth settings) and research.  

 

 FastSCAN II – a 3D scanning system which enables the custom-fit of orthotics & prosthetics (O&P). 
Key applications: orthotics/ prosthetics and other medical applications (other applications include animal prosthetics, 
digital creation for film).   

 
Global Impact – Chronic wounds and amputations 
 
By thinking big ARANZ Medical has found new ways to approach wounds, a widespread health problem.  Over 40 million 
people around the world suffer from many different types of chronic wounds1 such as pressure ulcers, venous ulcers and 
diabetic ulcers, and this number is expected to grow to over 60 million by 20172. Wounds typically account for 2-4% of health 
expenditure3 and can lead to amputations, readmissions, social isolation, sepsis, significant pain, ill-health and death. 15% of 
diabetes sufferers experience chronic wounds and at any time 2% of a typical western population has wounds being treated  

 

                                                 
1 Https://woundcare-today.co.uk/news/world-at-glance/projected-global-wound-prevalence-by-wound-type 
2 http://blog.mediligence.com/2013/01/29/wound-prevalence-and-wound-management-2012-2020/ 
3 http://www.eucomed.com/disease-sectors/community-homecare/woundcare 

http://www.aranzmedical.com/about-aranz-medical/
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1. Global Impact/Potential .. 
 
Global Impact – Chronic wounds and amputations .. 
 
(i.e. 7M in the US alone). Because chronic wound patients frequently suffer from “highly branded” diseases such as diabetes 
and heart disease, the significance of wounds per se as a major health problem has at times been overshadowed.  ARANZ 
Medical has brought new focus to wounds as a major health issue and is positively impacting the daily life of thousands of 
people with chronic conditions as well as reducing overall cost to the health system. 
 
Amputation rates are also increasing4; every 30 seconds an unhealed diabetic foot ulcer leads to the amputation of a lower 
limb somewhere in the world. It is believed that, with the right care, at least 50% of all diabetic leg amputations can be 
prevented5.  Amputation rates are also increasing, and wounds and amputations are linked. There are around 185,000 
amputations per year in the US alone (almost half due to diabetes). 
 
Chronic wounds must be carefully monitored via regular assessment to ensure they are healing effectively – usually 
involving imaging, measuring and charting the wound. Wound assessments are undertaken by many people of varying skill 
levels and using different methods. In busy clinical environments, unskilled caregivers can assess wounds using the unreliable 
primitive methods described above, resulting in piecemeal and inaccurate information about wounds.  This can hamper 
clinicians’ ability to quickly make decisions about effective wound treatment. The system is particularly useful when multi-
disciplinary teams are collaborating on providing care to patients with complex conditions that include wounds. The information 
provided gives the wound a “voice”, ensuring that the needs of the wound are properly taken into account, and that this can be 
quickly and clearly communicated to all members on the care-team. 
 
VIDEO: Overview of wound-assessment issues: http://www.aranzmedical.com/silhouette-rationale/ 
 
Clinical Practice: Silhouette is having an impact by helping manage increasing global epidemics, such as diabetes, and 
chronic conditions affecting everyday life such as pressure ulcers.  Silhouette is also improving quality of care for patients with 
wounds, and also for people once a limb is amputated. Healing outcomes have improved for organizations using Silhouette 
and insights offered by Silhouette also assist patient concordance, motivating them to make choices that lead to more effective 
wound healing.  
 
In clinical practice, Silhouette is used in hospitals and community nursing settings, including telehealth. In the US, the system 
has also been identified as a way to reduce the tyranny of distance between veterans and the clinicians who can heal them.  It 
allows thousands of dollars to be saved per clinical assessment, as it removes the need to transport dependent patients’ long 
distances.  Silhouette is being demonstrated on a “Telehealth Education Delivered” (TED) truck that will make more than 200 
stops this year (for the second year in a row), including 150 Veterans Affairs hospitals. Telehealth is an important theme in the 
Department of Veterans’ Affairs’ outreach to its patients, many of whom are in remote or rural locations.   
 
CASE STUDY: Silhouette - University of Maryland Medical System: http://www.aranzmedical.com/umms/  
 
VIDEO: Overview of Silhouette http://www.aranzmedical.com/silhouette-demo/  
 
 
ARANZ Medical’s specialized FastSCAN II 3D scanning system, is used to ensure precise fit of orthoses and prosthetics for 
thousands of amputees.  FastSCAN II, is being used in other medical applications too, such as providing the accurate surface 
measurements to create burn masks and radiation therapy immobilisation masks. 

 
 

                                                 
4 http://www.medscape.com/viewarticle/502384 
5 http://www.who.int/diabetes/actionnow/wdd2005/en/ 

http://www.aranzmedical.com/silhouette-rationale/
http://www.aranzmedical.com/umms/
http://www.aranzmedical.com/silhouette-demo/
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Global Impact/Potential .. 
 

Clinical Research: The system is also used for wound-related clinical research. For instance, Silhouette is being used in rural 

Africa as part of an important study by the World Health Organization, seeking to simplify and reduce the cost of treatment of 

Buruli ulcer, one of the most neglected tropical diseases with devastating consequences (i.e. loss of limb or life).  

 

  

At Agogo Presbyterian Hospital in Ghana, Dr Albert Paintsil, plastic surgeon from the Korle-Bu Teaching 

Hospital, Accra, assesses a young Buruli ulcer patient using Silhouette. Looking on is Dr Richard Phillips, 

co-principal investigator of the study and physician specialist at the Komfo Anokye Teaching Hospital, 

Kumasi.   

 

WORLD HEALTH ORGANISATION BURULI CASE STUDY: http://www.aranzmedical.com/remote-wound-management/  

http://www.aranzmedical.com/remote-wound-management/
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1. Global Impact/Potential .. 

 
Clinical Trials: Silhouette also has an even wider impact as it is used to provide evidence in the development of new 
therapeutics.  It is being used by some of the world’s largest pharmaceutical companies, medical device companies and bio-
tech companies to prove their new therapies.   Clinical trials have a widespread impact as the results help improve treatments 
for i.e. chronic wound conditions, which also helps prevent amputation.  

ARANZ Medical’s innovations reveal the skin’s true landscape - the true status of patients’ wound healing progress and 
skin dimensions during orthotic and prosthetic assessment - to improve people’s lives.  ARANZ Medical’s innovations give 

healthcare providers the confidence to trust the data their systems are collecting, as they make decisions about the treatment 
of chronic wounds and restoration of physical independence after amputation.  They also give an important voice to 
patients suffering chronic wounds and amputations.   

ARANZ Medical’s transformative digital solutions are impacting the chronically-ill and underserved patient communities:  

 Meeting the healthcare needs of citizens and patients by creating a whole new standard of wound and 
amputation assessment, empowering both practitioners and patients; 

 Supporting healthcare professionals and healthcare providers, by providing them with accurate, comprehensive 
wound data on which to make better decisions;  

 Supporting policy makers by enabling for the first time the collection of accurate wound data that improves their 
ability to audit providers and hold them accountable; 

 Implementing client-centred models of healthcare by bringing laser technology to the bedside, so that experts in 
other places can instantly collaborate and intervene as necessary based on accurate assessments; 

 Utilizing ICT to support the healthcare system by digitizing assessment data with easy-to-use, productive tools 
that remove uncertainty and improve patient concordance and healing potential. 

ARANZ Medical live and breathe their commitment to being the trusted global provider of assessment solutions. ARANZ 
Medical is continuing to pioneer technologies that modernize skin assessment, connect clinicians and patients, save 
healthcare costs, and support improved healing outcomes.  

 

2.  Market Potential 

 
ARANZ Medical’s (AML) is leading the clinical world in demonstrating an acceptable standard of care in the assessment of 
wounds and amputated stumps. AML’s products have transformed assessment methodologies in woundcare and orthotics and 
prosthetics, bringing smart hardware and software solutions backed up by a strong patent portfolio, to some of the most 
primitive processes in healthcare.   
 
AML has opened up new niche market categories and is consquently helping people around the world better manage 
rehabilitation through innovation regarded as the ‘gold standard’ globally.  ARANZ Medical has retained their market leader 
status due to the technology and design advantages their technology has over emerging competitors, strong long term 
relationships with leading healthcare players and researchers, and successful early implementations have led to widespread 
deployment and benefit.  They have also developed strong relationships with key opinion leaders, particularly those 
advocating evidence-based medicine and the importance of accuracy and precision in assessment.  
 
Health budgets are under increasing pressure to find efficiencies and improve healthcare outcomes. AML’s solutions are 
growing in demand due to the increased prevalence of diseases like diabetes, an ageing population, and more accountable 
healthcare. Revenue drivers include risk mitigation, evidence-based care, optimization of patient therapy through 
benchmarking and best practices across treatment centres.  AML’s innovative uses of information technology directly increase 
a business'/ health providers’ ability to meet its objectives, improve its competitiveness and better serve its customer needs.   
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2.  Market Potential .. 
 

Key innovations are Silhouette® and FastSCAN. 
 

Silhouette® 

 

Silhouette® – an FDA-approved advanced wound surveillance system which supports precise and productive wound 

management in clinical practice and research.  AML was first to market with a solution for digital wound assessment identifying 

it as a large market opportunity that had seen no significant new innovation for decades.  

 

Advantages: Silhouette’s accuracy makes it unique. The only FDA approved solution available, Silhouette is viewed as the 

‘gold standard’ for wound-related clinical research documentation globally. Leadership status is retained as emerging 

competing solutions are not as accurate or comprehensive and where imaging is incorporated, conventional 2D photography 

is often utilized, which can be deceptive.  

 

Key applications: clinical practice (hospital, community and telehealth settings) and research.  

 

Market size: Estimates put the current annual spend on chronic wounds as high as $50 billion in the US alone. We estimate 

the total addressable wound imaging market in the US is $296M, and worldwide $888M.  

 

Users: We have strategic relationships with the world’s largest and leading healthcare providers – including the US 

Departments of Veterans Affairs, Defense and Indian Health, The World Health Organization, University of Maryland Medical 

System, Kaiser Permanente, and the NHS in the UK who are the largest healthcare provider in the world. 4 of the top 10 

global pharmaceutical companies and leading wound therapy companies are also customers.  These relationships are often 

developed over many years and provide excellent reference sites for new geographical and adjacent markets. 

The Silhouette system is used in more than 35 countries. Many customers serve rural or underserved populations, such as the 

Department of Veterans’ Affairs and Kaiser Permanente. Silhouette is also being used in more than 50 clinical trials to gather 

evidence that proves the effectiveness of new wound treatments. For instance, the World Health Organization is using 

Silhouette in rural Africa as part of an important study of Buruli ulcer, one of the world’s most neglected tropical diseases. One 

customer recently successfully completed a Phase 2b trial of a treatment for Epidermolysis Bullosa (EB), a rare, genetic 

connective tissue disorder that typically manifests at birth or early childhood. 

FastSCAN II  
 
FastSCAN II – a 3D scanning system which enables the custom-fit of orthotics & prosthetics (O&P). 
 
Key applications: orthotics (cranial helmets for children, spinal braces, leg braces) and prosthetics (legs, arms, breast 
reconstruction etc).  Other medical applications include burn masks, radiation therapy immobilisation masks, and wig fitting.  
Applications beyond health care include animal prosthetics, digital creation for film – was used in the Lord of the Rings Films).   
 
Advantages: FastSCAN is the only accurate digital solution for 3D scanning stumps to enable the precise fitting of prosthetics 
and orthotics. The alternative is manual assessment.  
 
Market size: There are around 185,000 amputations per year in the US alone (almost half due to diabetes).  
 
Users:  The largest prosthetics and orthotics provider in the US and users in Canada, Europe and Asia. 
 

 



ARANZ MEDICAL - 2016 WITSA Global ICT Excellence Awards – Nomination  

7 | P a g e  

 

 

2. Market Potential .. 

 

EXPANDING GLOBAL FOOTPRINT: ARANZ Medical’s success to date, particularly in the US market, combined with wide 

clinical support, opens doors to similar customers in allied areas and other geographies.  A key focus is the UK and further 

expansion is planned for 2016 through building business in Australia and Singapore as well as the development of German 

speaking markets. We are also becoming more visible on the world stage with a recently awarded United Nations-sponsored 

World Summit Award, recognising innovation that benefits global communities. 

INNOVATION LEADERSHIP/ COLLABORATION: AML’s distributor Iron Bow, a technology provider to the federally-funded 

Department of Veterans Affairs (152 hospitals and 1400 community-based outpatient clinics), is working closely with us to 

highlight their world-class innovation. Last year they toured Silhouette as one of 10 telehealth solutions (alongside other key 

international brands, including Cisco, Canon, Samsung, Verizon, HP, Intel and Microsoft) on a yearlong tour of the US. The 

exposure has been invaluable and, due to the success of the first US tour another, is underway this year. Telehealth is a major 

global trend and ARANZ Medical is enabling this trend in the area of woundcare. 

 

 

 

3. Innovative Features and Functionalities 
 
 
ARANZ Medical’s highly innovative solutions use ICT to create advantages in the design, development, manufacturing, 
marketing and distribution. They are viewed as the ‘gold standard’ for clinical trials and lead the market in clinical practice. 
 
Early Background 
 
Silhouette’s founders specialize in measurement using structured light and medical informatics, and realized their knowledge 
had the potential to literally shed light on the status of the skin. In the early 2000s they developed the FastSCAN laser 
scanner, which found widespread use supporting the fitting of orthotics and prosthetics. In 2006 they developed a laser device 
to collect accurate, consistent wound information that would give clinicians and medical specialists the information they need 
to assess wounds accurately and consistently, regardless of how many assessors were involved.  
 
AML solutions Silhouette, for wound assessment, and FastSCAN, for the scanning of amputated stumps for orthotic/prosthetic 
fitting, represent an entirely new way to capture the changing landscape of the skin. Silhouette is an FDA-approved advanced 
wound surveillance system that images, 3D measures, and documents the healing process of wounds. Clinicians use a secure 
internet connection to review the wound assessment, perhaps issuing instructions to the caregiver, intervening if necessary. 
Patients can also view their wound’s progress over time.  
 
AML was first to market with a solution for digital wound assessment identifying it as a large market opportunity that had seen 
no significant new innovation for decades. Silhouette, an FDA-approved electronic wound assessment system, empowers all 
stakeholders in woundcare. Caregivers at the bedside can in one click capture digital wound content such as images, 3D 
wound measurement, and documentation, and synchronize this to a central database via a secure internet connection. From a 
web browser, experts can review the wound assessment and collaborate on care. Patients see the wound progress, and are 
motivated to make choices that can enhance their healing. 
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3. Innovative Features and Functionalities .. 
 
 
The Silhouette System 
 
 

 
 
Product Portfolio - Key Innovative features and functionalities 
 

 Lasers to give 3-D measurements 

 3-D modelling software – initially used in Lord of the Rings and animation 

 Laser guidance to guide image capture and ensure images of consistent quality 

 The Silhouette camera has been designed and is manufactured to medical device standards.  Unlike competitor 
products, utilize commercial off the shelf devices, which have limitations in terms of infection control and 
sanitization.  
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3. Innovative Features and Functionalities .. 
 
Silhouette evidence-based wound assessment system: 
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3. Innovative Features and Functionalities .. 
 
SilhouetteStar™ + SilhouetteConnect™  
 
The SilhouetteStar camera is used with SilhouetteConnect application software for imaging, 3D wound measurement and 
clinical notes capture. The collection of wound information using SilhouetteStar + SilhouetteConnect is fast and easy:  
• Calculate accurate wound surface area, depth, perimeter and volume, plus healing progression at the click of a button;  
• Combine Silhouette’s smart imaging and measurement with assessment information to generate comprehensive reports; • 
Immediately store wound information in a secure environment. 
 
SilhouetteCentral™  
 
This integrated electronic wound information management system enables trial mangers to review, report, securely share, and 
analyze data collected by Silhouette point-of-care devices.  
• Access SilhouetteCentral remotely and provide feedback to the investigator;  
• Securely store wound information longterm in one central location accessible anywhere in the world.   
 
SilhouetteStar’s current variant connects via USB to a computer with SilhouetteConnect installed. SilhouetteConnect operates 
on a tablet, laptop or desktop PC computer. Wireless and mobile device variants are being released in 2016. 
 
SilhouetteCentral software can be accessed via a web browser. Silhouette exports data in a standard .csv file format, 
interfaces with other medical records systems using standard medical communication standards including HL7 and DICOM, 
and is designed to support HIPAA compliance. 
 
 
VIDEO: Silhouette Product Tour: http://www.aranzmedical.com/wp-content/uploads/reception/Revised-Silhouette-Product-
Tour.mp4  

 
ATTACHED BROCHURE: ARANZ Medical’s clinical research brochure for Silhouette. 
 
ADDITIONAL TECHNICAL INFORMATION: http://www.aranzmedical.com/interoperability/  
 
 
 
CONTINUOUS INNOVATION & LISTENING TO CUSTOMERS’ NEEDS 

 

ARANZ Medical are continuously innovating to ensure they retain their leading market position with their current products, as 

well as new products. ARANZ Medical has a laser like focus on their customers and their needs, and strong relationships. 

They take time to understand their customers’ needs to ensure they are developing highly innovative products that help them 

solve healthcare problems. Their strategic approach has led them to be viewed as a trusted innovation partner from Africa to 

the largest US players, which is translating into rapidly growing sales, with an upward trend set to continue.   

 

R&D AND PATENTS 
 

ARANZ Medical’s software and hardware solutions address a niche global market and we back this up with strong IP 
protection and great customer service.  ARANZ Medical invests a significant amount of its revenue into R&D and holds a 
number of patents http://www.aranzmedical.com/patents/

http://www.aranzmedical.com/wp-content/uploads/reception/Revised-Silhouette-Product-Tour.mp4
http://www.aranzmedical.com/wp-content/uploads/reception/Revised-Silhouette-Product-Tour.mp4
http://www.aranzmedical.com/interoperability/
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4.  Feasibility of Implementation 
 

ARANZ Medical’s innovations have been implemented over many years – and the company has a growing customer list 
around the globe.   
 
ARANZ Medical has established a sustainable market leading position in the US (globally important healthcare market) by 
partnering with healthcare leaders, positioning AML as the ‘gold standard’. This is no mean feat given the many barriers to 
entry in the notoriously difficult healthcare market.  They have established credibility by building long-term relationships, which 
is translating into strong growth.  AML work with some of the largest healthcare providers in the world.  The company is adept 
at implementation across large scale roll-outs.  Ongoing development aims to retain their advantages while further 
enabling/easing implementation. 
 
FastSCAN has been used by the largest fitter and manufacturer of prosthetics since 1998 and is used across the majority of 
their sites.  The customer has approximately 600 sites across the US and treat approximately 650,000 patients a year. 
 
Silhouette has been used in clinical practice since 2006, being used by key customers such as: 

 The VA where Silhouette is used across many sites across the US – the VA has 1665 treatment facilities and has 
8.97M people enrolled in it care system 

 Kaiser Permanente where Silhouette is used across many sites throughout the Western states in the United States – 
Kaiser has approximately 650 care facilities and treats 9.6M members.  

 Many regional hospitals, who have Silhouette across multiple sites, spread across many regions.  
 
Silhouette has been used in clinical trials: 

 since 2007 

 across multiple centres and multiple countries 

 across at least 15 countries   
 with investigator sites ranging up to the hundreds 

 
Silhouette is the only truly complete and integrated electronic wound assessment system on the market, extending from fully 
integrated image capture via SilhouetteStar all the way through to proven integration into the hospital’s Electronic Medical 
Record system  
 
A sample of clinical practice customers:  
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4.  Feasibility of Implementation ..  

 

A sample of clinical research customers: 

 

 

 

  

 
 

 

 
Customer case studies: http://www.aranzmedical.com/silhouette-customers/  
   

 
Implementation: SilhouetteCentral wound management database 

Enable care teams to access wound information instantly - SilhouetteCentral Wound Details screen 

 

http://www.aranzmedical.com/silhouette-customers/
http://www.aranzmedical.com/wp-content/uploads/2013/12/18/silhouettecentral/Screen-shot-of-SilhouetteCentral-2008-10.jpg
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4.  Feasibility of Implementation ..  
 
The Silhouette® system is designed to provide end-to-end wound informatics support, from point of care wound assessment to 
clinical management of wound information. At the heart of Silhouette’s wound informatics capability is SilhouetteCentral™, a 
flexible and easy-to-use database that manages and stores all information collected from the Silhouette point of care device in 
one central location using a web browser.  

Electronic Medical Records (EMR) integration and interoperability 

SilhouetteCentral can interface easily with other health information systems such as Health Information Management systems 
and Electronic Medical Records systems, including EPIC, Meditech and Cerner.  Silhouette supports a variety of protocols and 
functionality, including: 

 HL7 patient demographic information exchange or transfer 
 DICOM image creation and transfer 
 DICOM Encapsulated PDF report creation and transfer 

Data security, regulatory approvals and privacy compliance 
 
Regulatory approvals: Silhouette® supports robust data security, patient privacy and regulatory requirements: 

 FDA 510(k) approval 
 CE Mark 
 Health Canada – Therapeutic Products Directorate 
 TGA approval (Australia) 
 WAND registration (New Zealand) 

ARANZ Medical is quality assured as an ISO 13485 (Medical Devices) and ISO 9001 certified company and is audited 
annually by a notified body. 
 

Silhouette is designed to support HIPAA and HITECH compliance. 

Data security 

SilhouetteCentral allows for best practice information storage and communication between authorized practitioners.  The 
system is governed by username and password permissions, data encryption and an audit log of all access and changes 
made to the patient record.   

Silhouette products have numerous technical and design features to enhance data security and the privacy of patient 
information stored within Silhouette. Data security features include: 

 All information that identifies the patient is encrypted and cannot be accessed by unauthorized individuals. 
 Access is governed by username and password 
 Saved images can only be accessed via Silhouette point-of-care software 
 Users are locked out of the device after a period of inactivity 
 Both network and wireless options can be encrypted 
 Saved images can only be accessed via SilhouetteCentral software 
 Audit logging is standard; details of what, who and when are logged from SilhouetteCentral and the connecting point-

of-care devices. 


