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A: Reglera is sort of a unique entity, it’s a combination of a typical quality and regulatory consulting company, for medical device and human tissue products, along with an outsourcing company, where we perform certain key, quality assurance activities on behalf of our clients as an outsource function, where we actually take them over, and perform them here an Reglera on behalf of clients all over the country.

Q: What do you mean by Quality Assurance, what does it mean in the science industry to keep track of quality?

A: well, I mean, I think it means different things depending upon the segment you’re in, but if you generally talk about medical device, pharma, biotechnology, biologics, quality assurance is a system the ensures that products get developed in a structured way, so that it’s known to be good on a very consistent basis, and it’s manufactured in a very consistent way so that you ensure the quality of the product when it’s delivered to the health care provider or to the patient.

Q: How did you get involved in Reglera? I mean, I understand that you had a founding role in all of that.

A: You know, my background is in mechanical engineering, when I went to college I really had no designs on necessarily being in the medical industry, but I did an internship, actually I did two internships, and I ended up meeting somebody who was involved in medical devices, and started in that right out of college, for me personally, I was in quality assurance and regulatory affairs from the very beginning, so, doing very detailed technical work in ensuring the quality in medical devices, and then helping the company manage inspections with FDA, ensure that they complied with the regulations, and I developed a sort of niche, skill set in that area. And, gosh, now it’s been seven or eight years ago we started a predecessor to Reglera, it was called Ansico Biomed, and it evolved into the business model that it is today.  I was the founder, when it started it was just me, and I hired a marketing person and a little small company, we were downtown Denver, and today we have over a hundred employees, we do business in I think every state in the United States as well as North America, Israel, the U.K. and a bit in Asia, so, we have a pretty broad client base.

Q: what are some of the things you really like about your job? What are some of the activities you like to do?

A: Well, the interesting thing about us is that we deal with a lot of small, start up, bioscience companies, who are bringing new technologies to the market, we help them get approval to market their products both in the U.S. and internationally, and then we help them set up their manufacturing operations and the quality systems within those manufacturing operations. And so we get to see the cutting edge technology from all over the world whether it’s orthopedics, or interventional cardiology, or diagnostics in imaging, or even invitro-diagnostics where we’re fortunate that we get to deal with some of these really interesting new things that are just beginning to be developed for the market place.

Q: What’s the role that you play now within your company?

A: Myself? I’m the President of Reglera. Until recently I was President and Chief Operating Officer but we just hired a Chief Operating Officer, so my role really is strategic in nature, I deal a lot with the very high level client agreements, and structures helping them determine what they need, how long is it going take, what kind of approval process for their products are necessary to bring them to the market. And then I am sort of the front-facing person for the company, I do a lot of public speaking, a lot of presentations, a lot of training, I do a fair amount of high level work with standards agencies, and with regulatory agencies helping interpret new regulations, figuring out how it’s going to work in the industry as a whole, so that’s kind of my job, it’s changed a lot  over the last number of years, originally it was very technical in nature, but as we’ve grown, you have to grow the business, and learn how to be an entrepreneur, learn how to be a business person and not just a technical person, so my role has really changed a lot recently.

Q: Tell us a little bit about where you went to school, are you from Colorado, or how you got here and sort of the qualities that you see looking back, what are the parts of Clay that, you know, have brought you to where you are, or sort of still persist and that you use more and more.

A:  Well, I grew up in Washington State, in a really small town at the base of Mt.Ranier, and I went to college at the University of Washington, I’ve always wanted to be an engineer since I was really young.  At that time though, in Seattle it was aerospace engineering, Bowing is one of the biggest employers, and I thought growing up I’d probably end up in aerospace engineering. Went to the University of Washington, as I said a degree in mechanical engineering, and right out of college took a job with a medical device company, and in quality engineering, which is really a special discipline, but very few universities actually have programs in quality engineering. 

The things that you learn in just about any engineering discipline are really applicable, it doesn’t really matter if it’s electrical engineering, mechanical, computer engineering, even some of the more obscure civil engineering, that rigorous, methodical thought process and problem solving is a skill set that I think quality engineers in general use a lot, so that’s where I started my career. I branched out and spent a lot of time trying to deal with the food and drug administration, they govern much of what goes on in the U.S. from a bioscience industry perspective, how products get introduced and how products get manufactured, and I spent five years basically in southern California working in a device company that deal with complicated software, hard work medical devices for ophthalmic surgery, so cataract surgery, other surgery, some imaging and diagnostic stuff, some laser stuff, it was very interesting job. 

I came to Colorado. I got recruited because a company here was having difficulty with the FDA, and it’s a well known local company, it was originally called Cobe laboratories, and they were eventually bought by Gambro out of Sweden, and I came to Colorado to sort of help them solve some of their FDA problems, and eventually I became the Director of Quality Assurance for the organization, and had Quality Assurance responsibility for most of the plants in North America, their equipment and disposables, so I had Denver which was an equipment manufacturing plant, and then I had a Mexico disposables plant that I helped manage, and then I had also a plant in Newport, West Virginia which was a robotic, high automated assembly and testing facility disposables for dialysis, really a unique opportunity, and spent most of my career there reinventing the quality systems to comply with the regulations, and learning how to make those things work in a real world, factory environment. 

And when I got done I wanted to stay in Colorado, I didn’t want to move to Europe, I didn’t want to move to the coast, and so, my business partner here approached me and said would you come to the company and start a group that focuses on medical devices, and so I did. I didn’t really know anything about it and so I started from the ground up, and we defined the business model as we went along but it’s been very successful, as I said we have over a hundred employees, and do quality assurance and regulatory affairs from very early inception all the way to supporting very large companies doing places that employ thousands and thousands of people. So, it’s an interesting, very interesting, career.

Q: It sounds to me like you have a lot of curiosity, you must be interested in learning new things, so, an you talk a little bit about just generally what you think are some of the qualities that you have that have really served you well from maybe even childhood on up.

A: There are just a few things that seem to make a successful person in this particular area, first it’s just good problem solving skills, and I tend to lean towards technical educational paths whether it’s general science, microbiology, chemistry, engineering, but this basic, structured problem solving ability has served me very well, and it’s one of the skill sets we hire for, we hire a lot of fresh, college graduates and you know, that basic can I break a problem down, can I understand the elements, can I come to a solution quickly, that’s foremost in, me personally, my success and in the people that we hire on a regular basis. 

But you have to combine that with several other things you have to have good communication skills, it doesn’t do any good if you can understand a problem but not communicate it to anyone else, especially for us when we’re doing this on behalf of a customer, and we have to interface with a customer, so not only being able to solve a problem but being able to communicate a solution, and implement a solution. 

And then I think third on that list would be writing skills. Verbal communication is one thing, but in this business, in all of bioscience, it’s all about what you document, so you have to write it all down, and I think a lot of people tend to look at paper work as a necessary evil, but it’s what you leave behind when you’re done, so when we look to students for hiring out of college, we’re looking for a combination of these three things: can you solve problems, can you communicate clearly, effectively and efficiently, can you create documentation in writing skills, can you convey those idea for people in the future? 

Q: We were talking earlier about you just described the qualities you’re looking for, so tell us a little bit about what the near future holds for people in your company, what do you see happening?

A: We’re in a rapid growth mode, I mean we’ve been growing over 20% per year in our entire history, and I think that indicative of the entire bioscience industry, it grows on a very regular basis between 10 and 20% from a sales perspective, creates an ongoing outlet for jobs every year. 

Talent, and finding people is probably our single biggest hurdle, in being successful as a company. We are constantly recruiting for a variety of different kinds of folks, we recruit, you know, general science, microbiology, chemistry, we recruit tech writers, we recruit engineer’s and sometimes we even recruit people who are well outside of that, people that do very different things that bring specific skill sets to us.  Tech writers is an interesting one because so much of what we do depends upon documentation, so many of the folks here that work in our outsourcing group come from that kind of a background, some of the English, it’s a broad mix, and I think that people think of science and they think of research, and while that is a key part of it, we’re involved in bringing products to the patient, taking them from a concept and creating a real world, living product.  And to me that’s where the excitement is.

 It’s a wonderful thing to think of a new technology, but when you can go to work every day and say the things I’m helping bring to the market are going to save thousands and thousands of lives, it’s amazingly powerful. 
And so that’s what we’re involved with on a daily basis, and so for us it isn’t so much whether you’re an engineer, or scientist, or whatever, it’s about that you bring those three core things that I talked about, problem solving ability, good communication skills, and good writing skills, you put those together and those spell success for us when it comes to people that we hire on a regular basis.

Q: and if you could sit today with somebody from high school, whose thinking that some of the qualities that Clay’s talking about I have:  I like to solve problems, I like to break things down, I’m interested in new things, what would you recommend that they do? Would you recommend that they stay in Colorado? What would you recommend that they study?

A: You know, I think, again it really isn’t exactly what they study, if it’s a science-based discipline, it can be applicable there, there are a huge variety of careers in biosciences, an amazing variety. It’s sort of underpublicized, and I think the most difficult thing is really putting your foot in the door. And so from my perspective, when we hire people for internships, fresh college graduates, I look for work experience, I look for a good, basic, some sort of science background. 

So my advice would simply be choose something that you really enjoy that’s technical in nature, that science related, it’s not really that important, at least for us, which discipline you come from, you really have to go into it with a desire to be in this industry, and you have to seek out opportunities, because they’re not going to come to you. Many of the companies that are here in Colorado, and there are quite a large contingent of bioscience companies here, they’re not big in advertisements, you don’t see them on billboards, there’s lots of organizations you can be involved with, lots of activities you can be involved with, most everybody has an internship program, focus yourself on getting some experience as an undergraduate in the biosciences, whether it’s at a hospital, whether it’s at a research institution, whether it’s with a company, personally that is one of the key things that we look for. Do you know, what this industry is, do you know who we are, and do you know what we do? And you couple that with a good, basic science, and you provide yourself with a good opportunity for employment here. 
You mentioned, would I recommend staying in Colorado: I love it here and part of the reason we formed the company here is because it’s a great place to live; there’s also a number of medical device, a number of pharmaceutical, a number of human tissue, a number of biologics companies based here in Colorado. If you want to stay here, you can stay here and be in this industry and be successful. 
It’s very stable, this is not an industry that consistently goes through the boom bust cycle, employment growth is very stable, there’s always interesting, new technologies, especially with the aging baby boomers, lots of money going into research, lots of money going into product development here, and if it’s something that’s interesting to a student, I think there’s a lot of opportunity to get involved with it here in Colorado.

Q: Can you talk a little bit about the skills set and the pay, the whole why from a selfish perspective, for why a person would enter this field. 

A: You know, I don’t like to sell this industry based upon things like stable employment and pay scale, and those kinds of things, but when you look at what creates a career, not just a job, it’s all those pieces put together. I mentioned the basic things that you need to get your foot in the door in the industry from a basic science or technical degree, a good internship or a co-op program with a company, but, you know, you think about what keeps you in a career long term, and it’s stability, and it’s the ability to earn a good living, and this industry has both of those, in spades actually. 
If you looked around at the Colorado bioscience companies, almost without exception, talent, finding the right talent is a huge barrier to growth, so these companies are consistently hiring new individuals, and these jobs consistently pay more than the commercial jobs. And so, not only do you get to do exciting work on cutting edge technology, but you get stable employment and you get paid very well for it. To me, when I was a young engineer just graduating from college I didn’t have the vision of really where I wanted to be long term, but I knew I wanted to do something really interesting. This is a field where you can do something really interesting, and provide yourself with the ability to have a great lifestyle long term. 

Q: Once again a brief blurb about the technological innovation and perhaps how it’s kind of a unique way of being both technologically adept and exciting, and serving a human need.

A: I have this bent towards, “let’s take an idea and make it into something,” to me ideas for ideas sake are not nearly as valuable if they sit on a shelf somewhere. Application, right? So I guess for me that’s why I chose to be on, let’s call it (the) product development side, versus the research side, because we get to take some researchers great idea and turn it into something that saves a life, or creates a better lifestyle for patients all over the world. And that to me is where the rubber hit’s the road.  
When I get the people in the company together, we get together quarterly and talk about the results, we always spend some time talking about what our products that we are delivering to the market are doing for healthcare worldwide. Whether that’s (?) for orthopedics that makes artificial joints last longer, or whether that’s the newest angioplasty catheter that incorporates embolic protection that makes balloon angioplasty a safer, more cost effective treatment for thousands of people every day.  I mean these are tremendously beneficial technologies that are also super interesting, I mean, we do mostly medical devices and human tissue products, so we work with complicated electro mechanical medical devices, and we work with tissue from cadavers, and living human tissue that gets transplanted directly into recipients. 
These are complex biological and technological systems, and I would say they have enough technical challenge for even the most technical person. And I think many college students who are highly technical think that research is the only place, and in fact it’s not.  The next generations of these products that we have all seen, and had used on family and on ourselves, all involve high levels of technical problem solving, whether it’s material science, whether it’s software, whether it’s technical engineering, whether it’s biologics in human tissue, and biological products are a huge new area, where we’re taking whether it’s skin or bone or ligaments, or reproductive tissues, processing them, manipulating them to be focused on curing a disease, or curing a disease, I mean amazingly challenging and interesting problems, everyday, and I don’t think we as an industry do a great job of promoting that part of it to students who are really interested in science, and challenging science problems. I think research is just one piece of this whole puzzle.  And for us an employee at Reglera is much more valuable if they share the passion for what we do in addition to being a good employee in the work every day.  It’s a very interesting business.

Q: Is there anything else you’d like to communicate that you haven’t had a chance to talk about yet? Anything about nanotechnology?

A: As with any cutting edge technology, there are often cutting edge without necessarily applications developed.  Nanotechnology is kind of crossing from, “hey it’s really neat and interesting and there are a lot of things we could do with this” to “what do we do with this and how can we develop a product that people can benefit from everyday?” At Reglera, I’m not seeing a lot of new products bring developed based on nanotechnology. But I think that’s simply a reflection of where it is in its life cycle. When we start to see things, or when they become commercially viable products, and a lot of nanotechnology stuff is going on in research, but that said I think you’re going to see a ton of that in the future. 
Today what we’re seeing more than anything is cellular and gene therapies, stem cells, a variety of products that are refinements on human tissue, whether it’s blood, whether it’s bone, whether it’s skin, there’s so much there that we don’t even understand that it’s being turned into treatments for so many things.  If you look at the hype around stem cells, and then whole discussion about the ethics of it, those kinds of things, we’re finding solutions to those problems that will make cellular and gene therapies available treatments not very far down the road for such a variety of diseases. And it’s not pharmaceuticals, it’s not chemical based, it’s biologics based, and that for us is an area we’re seeing tremendous interest and growth, and a lot of dollars being invested in taking human tissue products and bringing them to the market in a variety of forms. 

Q: Could you just run off a list of jobs?

A: Sure. Broad in biosciences, or within Reglera?

Q:  However. But starting with your turf.

A: Ok. So if you started with the kind of folks that we hire, that’s very broad. We hire folks with engineering backgrounds, mechanical engineering, electrical engineering, computer engineering, civil engineering sometimes, and I know civil doesn’t seem appropriate but as I said before, good, basic, problem solving skills. We hire these folks to do everything from supporting product development activities at our customers, helping put structure how you turn things into a product, to how do you manufacture a product in a structured, stable way that is done with excellent quality every time, so almost all the engineering disciplines are directly applicable to us. And these people do like I said, design and development engineering, they do quality engineering for manufacturing, they might support software validation, they might support equipment and process validation, we have microbiologists and chemists, obviously in both medical devices and human tissue there’s a great demand to ensure that products are clean, sterile, not contaminated, we do a ton of work managing the environments in which products are manufactured, ensuring that products are sterile when they’re introduced into the market, the whole microbiology, chemistry piece of it is a big part of the folks that we hire.  
As I said before writing and documentation is a big part of what we do every day so we have documentation specialists, we have tech writers, those folks help do things like manage document control for our customers, and they help manage the preparation and submission of marketing applications to the FDA or to the international regulatory bodies. We hire folks that are specialists in any particular area, there are lots of notch needs, so you might find a person that specializes in blood, you might find a person who has a specialty in bone, and you might find a person who has a specialty in genes, gene therapy.  It really depends on the particular need of a given client, the base is really broad, really broad, and that’s just Reglera. If you looked at the industry as a whole, just about any science based educational discipline has a place somewhere in biosciences. And so, I encourage students whenever I talk with them, find something you really enjoy, a science discipline, and then find an application for that in biosciences. It’s not a good idea to pick education based on or solely on a job that you want, you have to have some interest, you have to have some passion for it, if you don’t have a passion it gets old really, really easy.

