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The modern healthcare industry, with all of its complexities and challenges, traces its roots back two and 
a half thousand years ago, to a humbler time when the earliest practitioners developed their craft and 
established baseline principles centered around improving the quality of life for human kind. In more 
recent history, modern industrial design practices emerged from the intersection of art and commerce in 
the industrial age. And while the practice of medicine and design differ in many ways, at their origins they 
share the same fundamental intent of producing beneficial outcomes for society. Just as doctors pledge 
to uphold the ethical standards of their profession, we, as design professionals have an obligation to 
create products and experiences that are intuitive to use, delightful to behold, and—each in its own way--
uplifting to the soul.  

However, these shared altruistic goals often collide with stark differences in methodology and approach 
when it comes to the practical side of product innovation and development in the medical field. Two of the 
major tenets of medicine are “evidence-based” and “patient safety”. Following strict scientific principles, 
evidence-based practices dictate that a particular innovation must follow progressive steps of proof that it 
not only makes a measurable improvement to outcomes, but also that tradeoffs are fully considered in the 
process. Patient safety is an obvious concept, but specifically in this context relates to the process by 
which drugs, devices, environments, and services are developed posing no risk to anyone involved in 
their use. This extends beyond physical risk to include physiological risk and privacy as well. In all cases, 
the potential benefits of innovation are formally and objectively quantified and weighed against possible 
risk in all its forms. 

By contrast, the world in which most industrial 
designers are accustomed to working is a less 
rigid one, a freer form of art, industry, and its 
relationship to the people and the things they 
use. It is a culture where ideas are often born 
from pure intuition and creative thinking, then 
refined and ultimately commercialized with 
increasingly formalized methods and metrics. 
Many designers take pride in their unique 
abilities to navigate between creativity, industry 
and human empathy and intuition. And while 
many industries have embraced and integrated 

our profession—and consequently, benefited from it—the medical industry, for obvious reasons, imposes 
limitations to its application and unique challenges for wide-scale integration. If the practice of industrial 
design is to be fully embraced by the medical community, it is incumbent on design practitioners, as 
individual ambassadors of the profession at large, to understand and respect the culture and methods of 
the field, and to integrate without being assimilated. 

The elephant in the room, of course—the one casting 
the giant shadow over us all--is the FDA. The FDA 
ensures that processes are stringently followed and 
appropriate standards are met. Consequently, they 
wield substantial power to penalize anyone who works 
outside of the guidelines, including the ability to close 
companies and send people to jail. Not to be taken 
lightly! 

With full acknowledgement of the FDA’s regulatory 
authority, the medical field is still ripe for designers to 
make an impact in many ways. Two and a half 



thousand years of evolution and tradition provides fertile ground for new ways of thinking, streamlining, 
humanizing, optimizing, and re-imagining the future. From easy-to-use glucose monitors to natural orifice 
transluminal endoscopic devices, and just about everything in between, there are opportunities for design 
thinking. The industry understands this value, at least in part, as demonstrated by HE 74: Human factors 
design process for medical devices. It encompasses many of the practices that educators and 
practitioners alike would say, “We do that…but we don’t call it engineering, we call it design!” 

Many surgical devices still in use today were initially developed as 
function-driven “plumbing and carpentry” exercises focused on the 
procedure itself, with little attention paid to refined simplicity of use, 
ergonomics, or other human factors fundamentals. Now, with increased 
competition, pressure to cut costs, and emerging technologies, there is 
corresponding pressure for products to not only perform the same 
procedural function, but with those additional considerations that benefit 
the surgeon, nurse, patient, and manufacturer alike. The trained 
industrial designer is ideally suited to facilitate between engineering, 
marketing, clinical needs and human factors alike--but will only be 
accepted and seen as credible if he fully understands the clinical and 
regulatory environment, its culture, and its vernacular.  

The entire health care market is under enormous pressure to change; to 
drive down costs to insurers and patients alike; to improve outcomes; 
and to reduce complexity. These pressures are converging from all 
directions—from Washington, insurers, hospital administrators, 
clinicians, and consumers. No other sector of the US economy is so 

large and yet made up of such divergent components; thousands of unique hospitals, practices, systems, 
devices and people, for whom the road to change will be slow and difficult. The role of the design 
profession can have a profound impact in helping to create and deliver visions of the future that lead to 
improved outcomes and economic benefits. 

Ximedica has over seventeen years of experience 
in the medical field, and now over three years as 
one of the few ISO 13485 certified and FDA 
registered development companies of its kind in 
the United States. We are led by a balance of 
individuals who are trained and educated in the 
design profession as well as the medical device 
engineering field. Our experiences have 
demonstrated time and again that those educated 
in design bring unique value and perspective to all 
aspects of the regulated product and systems 
development. We have helped our clients develop 
and launch complex devices that are easier to use, 
faster to set up, more intuitive, less costly to 
produce and maintain, and ultimately more 
beneficial to patients. Beyond products, we have worked deep within hospital systems to demonstrate 
and implement innovative opportunities for improvement. And outside of the clinical environment, we 
have developed hundreds of consumer healthcare products based on insightful observations and 
learnings from customers. In every case, we have done it by combining multi-disciplinary teams of 
researchers, industrial designers, human factors engineers, and technical professionals of almost every 
kind, all collaborating closely with our regulatory compliance staff, and of course with our clients and 
health care partners.  

We can attest that the path to where we are today was not travelled overnight. Through focus, 
commitment, and significant investment, Ximedica and a handful of other companies have evolved from 
design firm origins to become credible development partners in the medical field. At Ximedica, we have 



had to adopt and adapt along the way, changing our processes to align with FDA requirements. We have 
implemented comprehensive document control procedures and systems. We continually train and re-train 
staff in ISO 13485 and our hundreds of SOPs; we have incorporated design controls, learned how to 
handle clinical studies, and adopted Six Sigma practices. We even removed the word “designer” from 
every business card in the building, because it is all but meaningless in the medical world. We are audited 
on a regular basis by our clients and independent auditors, and find ourselves listening intently to lengthy 
reports on quality details that would have had many of us heading for the door a just a few years ago.  

The upside is that while implementing all these requirements to 
operate in the medical world, we also seized opportunities to 
leverage all of our experiences and best practices from 25 years 
of developing consumer goods, industrial safety products, 
sporting goods and a myriad of other products. We have crafted 
our own compliance-oriented SOPs to be appropriate for human 
use; we have balanced the rigor of our process with the nimble, 
efficient, and collaborative methods that we know are vital to 
product development; and we have seen the benefits of having 
those staff members who are highly trained in the rigors of 
clinical methods participate (and become comfortable) in the 
“fuzzy front end” and consequently come to value the design 
perspective even in the structured parts of verification and 
validation.  We have ingrained the value of rapid concurrent 
activity in place of purely linear, iterative development, as well as 
the value of creating stretch scenarios as high level visions of 
the future. Bringing all of our constituents into alignment in the 
spirit of co-creation ultimately aids ownership and program 
success. 

Our own evolution from our humble origins was not without 
challenges, and it is by no means complete (in the spirit of 
continuous improvement), but the value of our output has never 
been higher. Credibility—and thereby the ability to be effective--
requires that designers be knowledgeable of FDA regulations, 
device classifications, device development processes and 

design  controls, the clinical environment and human testing, and risk management tools. Knowledgeable 
does not mean that one must become an expert, but designers at a minimum must be familiar with, and 
conversant in, HE74. This is the very basis of the area of medical development in which we can lead as 
professionals. We strongly encourage design students and design educators to build knowledge of the 
medical field, so that future professionals entering the workplace are well-versed in the principles of the 
industry, and comfortable working under the guidelines of the FDA, so that their unique training and 
expertise as designers can influence success and lead ultimately to beneficial outcomes for all. 

 

 

 


