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Aquabiliti
With over 14 years of success in the saline prefilled syringes marketplace, 
Aquabiliti is now leading the Next Wave in Healthcare. Founded by Baxter 
Healthcare in 2000, and until recently operating under the name AMUSA; 
Aquabiliti is now privately owned and focused on innovation and growth. 
The company is investing heavily in new product development to meet 
the ever changing needs of our evolving healthcare system and they are 
building on a history of success. 

Aquabiliti products are used in some 
of the most recognized healthcare 
institutions in the country. Employees 
work with pride knowing their efforts 
have a direct impact on human health, 
a motivating factor that is important 
for the growth and expansion plans. 

Aquabiliti’s location provides a 
competitive edge over other prefilled 

syringe manufacturers. Not only is Nashville extremely business friendly, 
but according to UPS, any place within the continental US can be served 
in three days or less when shipped out of Nashville. A brand new facility 
to support expanding product 
lines and corporate growth is 
the next step in Aquabiliti’s drive 
to become “The go-to company 
for water based products for the 
medical-surgical industry.”

 

Company Information

Many well known hospitals rely 
on Auquabiliti’s products.

Nashville is a central shipping hub for 
the U.S.

http://www.ropella.com
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Product Information Products
AQUASTAT SFR: 

 � Sterile field ready flush syringe.

 � 0.9% Sodium Chloride Injection.

 � Uses traditional disposable syringes.

 � Virtually eliminates rebound.

 � Eliminates needles and vials.

 � Places all info on the barrel, not packaging.

 � Provides all convenient size syringes & volumes.

 � Eliminates potential of cross contamination.

 � Complies with all PICC and INS standards.

 � Compatible with all needleless systems.

 � Properly licensed, insured and fully FDA cleared. 

 � Made in the USA.

New products to be announced at the corporate unveiling of the new 
Aquabiliti later this year.  

http://www.ropella.com
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Phil Kelsey, 
Executive Vice President
Phil Kelsey brings 35 years of experience in the medical/surgical 
business to Aquabiliti. Prior to joining the company, he was Executive 
Vice President, General Manager, and President of Global Sales of the 
North American division of Amsino. Earlier in his career, he founded 
Med eCom, which was later sold to GHX. He has also held leadership 
positions at Owens& Minor and Kendall. Phil has extensive experience 
sourcing from China, and has served on the board of Mira MedSource, 
a sourcing company based in Shanghai.

In his free time he plays golf routinely. Phil enjoys any sport that does not 
involve a judge; He confesses to having no interest in gymnastics, figure 
skating, or boxing, because he likes a clear winner/loser with a “score”. 

Phil’s vision for Aquabiliti is to successfully drive it to become the go-to 
company for water based products for the medical-surgical industry.

Hiring Manager

http://www.ropella.com
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Director of Quality Assurance     
& Regulatory Affairs
Role
The Director of Quality Assurance and Regulatory Affairs is responsible 
for the entire Quality System and interactions on Regulatory 
requirements. The candidate will assume the lead to continue 
transitioning from “inspection for quality” to “process controlled quality 
output”. The ideal candidate will be an addition to a management 
group that truly practices “hands on” with the team on the production 
floor and believes that associates make things happen. Engage the 
entire organization in the Quality Role and implement strategies to 
achieve and enhance individual growth of team members. The Director 
will embrace and engage in the opportunity to participate in product 
life cycle development from Concept to Commercialization. The 
candidate’s imperative participation in both tactical and strategic levels 
coupled with leadership skills will be critical to the candidate’s success. 

Responsibilities
 �  Day to day accountability for all Quality related activities, safety 

and efficacy of manufactured product, support new product 
life cycle development, high volume production, coordination 
of an effective training program, various quality sampling plan 
techniques, in-coming inspection and release criteria.

 �  Maintain and enhance the QMS in compliance with 21 CFR parts 
820 & 210-211 and ISO 13485.

 �  Enhance Supplier Quality System such as auditing, supplier 
corrective actions and supplier follow up. Lead auditor certification 
a plus.

 �  Enhance monitoring of product quality, identifying and prioritizing 
complaint trends as well as leading the charge on a highly effective 
and robust CAPA system.

 �  Be the focal point for implementation of Lean and Six Sigma 
initiatives, leading cross-functional teams in quality and process 
improvement/control.

 �  Skilled in being the lead role during regulatory (FDA & ISO) audits.

 �  Drive best practices through the business by evaluating 
performance of existing QE Methodologies including Root Cause 
Investigation/Analysis.

Position Information

http://www.ropella.com
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 �  Leadership of all business related QA/RA functions to ensure 
company-wide understanding of how each associate impacts 
compliance as well as providing for clear, regular reporting of results.

Qualifications
 �  Bachelors Degree in Engineering, Mathematics or Science (Masters 

degree a plus). 

 �  Required 5+ years minimum Quality Assurance and Regulatory 
Affairs related experience, at least 3 years of which include 
demonstratable success in a managerial role.

 �  Class II/III Medical Device Experience required.

 �  Strong communication and leadership skills with demonstratable 
success in highly effective Quality teams.

 �  Experience in the ‘Lead Chair’ during Regulatory authority audits.

 �  Knowledgeable in Design Control and the regulations controlling 
Document Control.

 �  Proficiency in various Quality Sampling Plan Techniques and 
Sterilization.

http://www.ropella.com
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Nashville, TN

Nashville, Tennessee, offers more than just warm sunny weather and 
its famous music scene. Being the capital of Tennessee and county 
seat of Davidson County, the city is a center for the health care, music, 
publishing, banking, and transportation industries, and is home to a 
large number of colleges and universities. Nashville is home to over 
650,000 people and is Tennessee’s second most populated city after 
Memphis. Featuring a diverse assortment of entertainment, cultural, and 
architectural attractions, it is easy to make Nashville home.

From specialty shops to big name stores, you can find everything you 
need in Nashville. The Arcade, located in downtown Nashville; open for 
over 100 years, it is the city’s oldest mall. Today the Arcade plays host 
to several small eateries, artist studios, galleries and storefronts. Or you 
can shop at some of the more modern malls in Nashville, like Opry Mills, 
River Gate, Stones River mall, and so many more. If you are in the mood 
for outdoors activities Nashville has over dozen public and private golf 
courses providing some of the best golfing in the Southeast.

Nashville offers hundreds of things to see, enjoy, and do! Lend your ear to 
Nashville’s vibrant music and entertainment scene spanning a variety of 
genres. Look up at the Life & Casualty Tower, Nashville’s first skyscraper. 
Dance the night away at the numerous music clubs and honky tonk 
bars that can be found in downtown Nashville. Experience history by 
visiting sites pertaining to the Battle of Nashville, the nearby Battle of 
Franklin, and the Battle of Stones River. Check out several well-preserved, 
antebellum plantation houses such as Belle Meade Plantation, Carnton 
Plantation in Franklin, and Belmont Mansion. Or view several arts centers 
and museums, including the Frist Center for the Visual Arts, Cheekwood 
Botanical Garden and Museum of Art, the Tennessee State Museum, 
and the Parthenon. Enjoy the Nashville Zoo and see all the animals with 
friends and family. With hundreds of things to do, there is no reason to be 
bored in Nashville!

The Nashville area is characterized by a diverse array of education 
options. The Nashville area’s 21 accredited, four-year and postgraduate 
institutions are an integral part of the economic and cultural identity 
of the area. In addition, the area boasts six community colleges and 11 
vocational and technical schools. The availability of such varied higher 
education choices creates an extremely well-educated base of residents.

Location Information

Nashville, TN

The Arcade

Frist Center for the Visual Arts

Parthenon

http://www.ropella.com
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Nashville is host to over 10,000 acres of land and 99 parks and greenways. 
One notable park is Warner Park, situated on 2,684 acres of land, 
consisting of a 5,000 square-foot learning center, 20 miles of scenic roads, 
12 miles of hiking trails, and 10 miles of horse trails.  It is also the home of 
the annual Iroquois Steeplechase. Nashville also has great fishing out of 
several lakes. Percy Priest Lake is a 42 mile long, 14,000 acre man-made 
lake that offers several recreational activities such as boating, camping, 
fishing, horseback riding, hiking and so much more. Percy Priest Lake was 
created by the U.S. Army Corps of Engineers as was Old Hickory Lake, a 
22,500 acre reservoir with 440 miles of shoreline. Old Hickory Lake has 
exceptional bank and boat fishing with a large population of catfish, 
crappie and bass for the taking. Other notable parks in Nashville include 
Centennial Park, Shelby Park, and Radnor Lake State Natural Area. 

Many professional sports teams are found in Nashville, most notably the 
Nashville Predators of the National Hockey League and the Tennessee 
Titans of the National Football League. The Tennessee Titans’ home 
field at the Nissan Stadium is no coincidence as Nissan America has it’s 
headquarters just south of Nashville and they have a fierce commitment 
to the Tennessee economy. It doesn’t hurt that Nissan produces the 
aptly named Titan truck! The Nashville Predators hockey team have had 
upward mobility ever since their inaugural season, making it into the 
playoffs several times.  Several other pro sports teams also call Nashville 
home, as does the NCAA college football Music City Bowl.  The Nashville 
Sounds are a Triple-A minor league baseball team named, of course, 
after the city’s musical history. The Nashvillle Sounds play their games 
at the recently built and opened First Tennessee Park.The Vanderbilt 
Commodores are members of the Southeastern Conference and 
Tennessee State University’s football team also play their home games at 
Nissan Stadium.

Percy Priest Lake

Nashvile Predators

Tennessee Titans

http://www.ropella.com
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Nashville, TN
General Area Links
Nashville    
www.nashville.com

Visit Music City    
www.visitmusiccity.com

Nashville Downtown   
www.nashvilledowntown.com

Nashville Chamber of Commerce 
www.nashvillechamber.com

Shopping
The Mall at Green Hills   
www.shopgreenhills.com

Opry Mills    
www.simon.com/mall/opry-mills

The Arcade    
tinyurl.com/omvhezw

Arts & Entertainment
Tennessee Performing Arts Center 
www.tpac.org

Nashville Opera    
www.nashvilleopera.org

Country Music Hall of Fame 
countrymusichalloffame.org

The Frist Center for the Visual Arts 
fristcenter.org

Sports
Tennessee Titans   
www.titansonline.com

Location Links
Nashville Predators   
predators.nhl.com

Tennesse State Tigers   
www.tsutigers.com

Vanderbilt Commodores   
www.vucommodores.com

Education
Metro Nashville Public Schools 
www.mnps.org

Tennessee State University  
www.tnstate.edu

Vanderbilt University   
www.vanderbilt.edu

Belmont University   
www.belmont.edu

Real Estate
Zillow     
www.zillow.com/nashville-tn

News
The Tennessean    
www.tennessean.com

News 2     
wkrn.com

WSMV     
www.wsmv.com
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Skill Survey 
Director of Quality Assurance 

Name: Date: 

1. Outline University Degree(s):
(Please provide the Name, the Location, and the Phone Number of each Institution)

2. Outline your expertise, including years' experience, in Quality Management/Regulatory
roles. Highlight and detail all experience related to liquid-injection medical devices and/or
injectable pharmaceuticals.

3. Provide an overview of roles in which you held total responsibility for quality management
systems, including CAPAâ€™s , complaints, SOPâ€™s, training, and internal audits.
Briefly describe the product lines you were responsible for in each of these roles as well as
the size team you directly or indirectly managed.

4. Share an example that demonstrates your ability to prepare, participate, conduct and act as 
"lead chair" in an outside regulatory audits related to FDA requirements and/or ISO 13485.
(Note: this is an opportunity to highlight experience related to this role, confidential or
proprietary information is neither requested nor desired.)

5. Outline your research, product development, testing, validation and manufacturing
experience related to Class II/III medical devices and /or injectable pharmaceuticals.



6. Share an example of a product, preferably a Class II/III medical device or injectable 
pharmaceutical, that you took from concept to commercial launch. What were your specific 
contributions to the project? What were some roadblocks you faced during the project and 
how did you overcome those roadblocks? (Note: this question is an opportunity to show 
your technical and problem solving abilities, proprietary information is neither requested nor 
desired). 

      

7. Outline applicable certifications and/or licenses you have acquired such as Six Sigma, 
certified ISO auditor, or related. 

      

8. Provide an overview of your successful experience leading and implementing Lean and Six 
Sigma initiatives,leading cross-functional teams in quality and process 
improvement/control. 

      

9. Describe your leadership experience, including project,team and/or group management. 
What was the largest team you have led and what were the functions of your team 
members? 

      

10. In your current role, what percentage of your work is "hands on" where you are directly 
involved in most aspects of the project? What percentage do you act as a supervisor where 
a majority of the work is either delegated to other team members or outsourced? Which do 
you prefer and why? 

      

11. Tell us about any non-compete and/or employer restrictions that you may have. Please 
provide these documents for our review. 

      

12. Are you a US Citizen? If no, what is your Visa status and provide the type of Visa that you 
are currently working under and any restrictions/issues our client will have to deal with. 

      

13. If asked one of the following questions during an interview, how would you answer? 
 Why are you considering this opportunity? (or) What motivated you to consider a job 
change at this time? 

      



Relocation Acknowledge Agreement 
I      , acknowledge the condition to relocate to Nashville, Tennessee area for the specific 
opportunity with Aquabiliti and am willing to do so if hired. 

As evidenced by my initials below, I fully understand that this acknowledgment is a requirement 
for the interview process and states that I have already spoken with any parties (i.e. spouse, 
significant other, children, parents, etc.) who may directly be impacted by my final decision to 
relocate.  

Print Name       
Initials               
 

References  
Please provide three to six references. The first priority is past bosses, then employees, then 
peers. 
 

Example: Bob Smith, currently - Business Director at ABC Corporation 412-123-4567, 
Email: bob.smith@abccorp.com. 
Was Business Director, my direct boss, while I was a Manager at ABC Corporation. 
 

We will NOT contact any references until after completing the 

interview process and not without notifying you first. 

 

1)       
 
2)       
 
3)       

 
4)       
 
5)       
 
6)       
 

 



Our Candidate Scorecard is a form you complete on every candidate you have now screened as a 
potential fit. If you can tell that some of the candidates are probably C level in a superficial overview in 

comparison to others you set those aside now and grade the rest. The grading sheet will help you 
objectively weigh all the Must Haves and even the preferences in such a way that at the end of using the 
grading sheet process you can be pretty sure who the A plus candidates are, who the A candidates are, 

and who the B candidates are. Then we focus on scheduling for the A’s. 

 

  

 

Candidate Comparison-Scorecard   Grader's Name: 

Candidate Name:   Grade: 

Client Name: Aquabiliti   Hiring Mgr: Philander Kelsey 

Position: Director of Quality Assurance   HR Contact:  

Salary Range: $110 - $140   Candidate Base:                        Bonus: 

Communications: L = Heavy Accent - Hard to Understand    M = Accent - Understandable    H = No Accent - Easy to Understand 

Comment: 
  

 
  

Attribute A/B/C Comment 

1. Education 
A = BS in Engineering, Mathematics or Science 

B = +1/2 point for MS 
C = NA 

    

      

2. Quality Management/Regulatory experience 
A = 5 plus years in QA and RA 

B = 3 to 5 years in QA and RA 
C = Less than 3 in QA and RA or not medical 
device 

    

      

3. Quality Management Systems 

A = CAPA, complaints, SOP, internal audits 
B = Three of the above management systems 
C = Less than three of the management 

systems 

    

      

4. Regulatory Audits for FDA or ISO 13485  
A = Well defined answers  
B = Broad answer shows some experience 

C = General Answer 

    

      



5. Research, Product Development, testing, 
validation, manufacturing Class II & III Medical 

Device 
A = Well defined answers  
B = Broad answer shows some experience 

C = General Answer 

    

      

6. Class II & III Med Device or injectable 
Pharma  
A = Well defined answers  

B = Broad answer shows some experience 
C = General Answer 

    

      

7. Applicable certifications and/or licenses  
A = Certified ISO 13485 and/or Six Sigma 

B = Other applicable licenses or certifications 
C = NA  

    

      

8. Leading and Implementing Systems 
A = Well defined answers  

B = Broad answer shows some experience 
C = General Answer 

    

      

9. Experience leading teams 
A = Extensive part of current role  

B = Moderate, has led teams in the past 
C = Limited leadership experience 

    

      

10. Hands-on exp. leading projects and 
delegating 

A = Well defined answers  
B = Broad answer shows some experience 
C = General Answer 

    

      

Grading Point System: 

A’s = 4 
B’s = 3 
C’s = 2 

Bonus Points = .5 

Now add up the numerical value of each grade 
and then divide by the total number of grades 

  

Total Points:  

Divided by 10 grades =  

Avg. Grade:  
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