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Alcami
AAIPharma Services Corp. and Cambridge 
Major Laboratories, Inc. have joined 
to form Alcami, a world class supplier 
of comprehensive pharmaceutical 
development and manufacturing services. 
With seven sites across the globe, 
their combined capabilities include API 
development and manufacturing, solid 
state chemistry, formulation development, 
analytical development and testing services, clinical and commercial 
finished dosage form manufacturing (oral solid dose and parenteral), 
packaging, and stability services.

Alcami offers individualized development and manufacturing services 
that can be integrated for a less fragmented and faster pathway for 
products. They are the first company to offer a solution that is tailored to 
small and mid-size pharmaceutical and biotechnology companies. Their 
range of services extend from four distinct pillars. Beyond that, they can 
integrate their services so customers experience a simplified engagement 
with a single project management relationship, full visibility from 
development into manufacturing, and shorter turnaround times.

Development Services
Alcami offers all phases of pharmaceutical 
development for small and large 
molecules. Their state-of-the-art facilities 
located in Durham and Wilmington, 
North Carolina have supported over 500 
Investigational New Drug (IND) filings and 
over 50 NDAs, ANDAs and NADAs.

Analytical 
Testing
Their regional cGMP analytical laboratories 
in St. Louis, MO; Wilmington, NC; and 
Edison, NJ provide innovative analytical 
testing solutions for manufacturers’ 
new drug entities, generic drugs, 
animal health products, medicated 
consumer health products, chemicals and 
biopharmaceuticals.

Company Information

More Information:
http://www.alcaminow.com/

Committed to achieving World 
Class safety performance

Fully integrated, 
comprehensive development 
services are well established 

and ready to help

Comprised of three centers of 
excellence to serve its regional, 
national and global customers

http://www.alcaminow.com/
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Drug Product
Their cGMP drug product manufacturing 
services support preclinical, clinical and 
commercial supply. They operate in 
Charleston,  SC for parenteral products and 
Wilmington, NC for solid oral dose. Both 
facilities are fully integrated with their 
packaging and distribution center.

APIs
Two 
cGMP facilities in Germantown, WI and 
Weert, Netherlands support process 
development / scale-up, clinical and 
commercial supply of APIs. Their Weert 
facility also serves as their center of 
excellence for solid state chemistry.

Alcami makes it easy to begin any project with a well-integrated clear 
and collaborative approach that ensures a successful path for any drug 
product from early-stage development and scale up to integrated 
manufacturing and commercial success.

Their step-by-step process includes:

 � Evaluation / Proposals

 � Project Management

 � Regulatory Affairs / Quality Assurance

 � Quality, EH&S, and Compliance

 � Their Commitment

 � Community & Social Support

Highly integrated operations 
and manufacturing solutions 
continue to mitigate supply 

chain risk

Access to state-of-the-art 
manufacturing facilities and a 

well-managed supply chain
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AAI Pharma Services Corporation and Cambridge 
Major Laboratories, Inc. Are Now Alcami

AAIPharma Services Corporation (AAI) / Cambridge Major Laboratories, 
Inc. (CML), a leading provider of custom development and manufacturing 
services for the pharmaceutical and biotechnology industries, today 
announces its new brand and identity as a leading contract development 
and manufacturing organization (CDMO) with expanded capabilities and 
capacity, the organization to now be known as “Alcami”.

Originally joined together in late 2013, AAI and CML combined to offer 
analytical testing and development services for active pharmaceutical 
ingredients (APIs) with oral solid and parenteral dose finished product 
capacity. Providing an integrated offering for both drug substance and 
drug product at every development stage beginning with solid state 
chemistry and formulation development, Alcami believes they have 
created a robust new outsourcing offering.

Alcami has recently announced significant investments in additional 
capabilities and capacity for oral solid dose manufacturing, and 
parenteral fill-finish capabilities and capacity, including additional sterile 
lines and lyophilization capacity available now. Additionally, Alcami will 
be relocating its current St. Louis Analytical Testing Services to a new 
state of the art facility at the Cortex Innovation Center in St. Louis, MO, 
which provides innovative analytical testing solutions for manufacturers’ 
new drug entities, generic drugs, animal health products, medicated 
consumer health products, chemicals and biopharmaceuticals.

Stephan Kutzer, Chief Executive Officer stated “With nearly 1000 
employees at seven sites in the United States and Europe, these 
upgrades across our facilities in Wilmington, Charleston, Durham, 
Germantown, Edison, St. Louis, and Weert, The Netherlands, combined 
with enhancements in our quality, execution and customer focus, support 
the overall progress of our growth strategy as a contract services provider 
with a renewed commitment to meeting customer needs like never 
before. With increases in our capabilities and capacities across all our 
businesses, our ability to serve the market is stronger than ever.”

Alcami represents the combination of the legacy company names in a 
contemporary coined name reflective of our transformation to become 
a world class solution provider to meet the growing pipeline of new 
products in development within the pharmaceutical & biotech industry. 
It is their commitment to ensure they work seamlessly and tirelessly 
to ensure they aid in the clinical progression and commercialization of 
medicines for their customers.
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Corporate Culture
Alcami offers exciting and challenging career opportunities in a 
dynamic and supportive work environment. They believe individual 
employee contributions – combined with effective team chemistry – 
drive and sustain the development of the highest quality medicines. 
Their employees collaborate globally to change lives through science 
and medicine while exhibiting the highest standards.  They thrive on 
delivering customer centric service to clients, and they recruit top talent 
to provide that service.

Career Development and Training
Alcami believes that encouraging employees to achieve their professional 
goals while contributing to the organization’s mission leads to success 
for all. Professional and career development, continuing education, and 
training are integral to the lives of employees. As a company, Alcami is 
committed to offering career advancement opportunities that challenge 
employees to excel in their areas of expertise.

Diversity
A team’s power is best realized by valuing the experiences, cultures 
and diversity of its members. Alcami’s commitment is to maintain a 
relationship-driven culture that treats everyone with dignity and respect, 
to support each other in an open and creative environment, and to serve 
clients with a professional workforce that acts with integrity and delivers 
on its promises.

Community
Alcami has an established corporate Foundation team that manages 
employees’ contributions to the communities where they live as 
well as strategic community investments. That team’s mission is to 
determine how the company and its employees can provide resources 
to organizations around the globe to create positive community impact. 
The team supports organizations that will significantly advance health, 
STEM, economic, environmental and social initiatives that align with the 
company mission and values. In addition to monetary donations, Alcami 
makes long-term differences through strong volunteer partnerships in 
each of the communities in which they do business.

Corporate Culture
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Brian Dillion, Vice President Quality and 
Regulatory
Brian Dillion has nearly 30 years of experience working in GMP industries 
and multiple domestic and international regulatory agencies. This 
experience includes oversight of Laboratory Quality, Manufacturing 
Quality, Regulatory and Compliance, Business Quality, generic product 
development programs, implementation and oversight of Commercial 
Product Quality Systems. Brian earned a BS in Chemistry from Carson 
Newman College in 1986, and a MBA from University of North Carolina in 
2006.

Hiring Manager
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Senior Director of Regulatory Affairs

Role
The Director of Regulatory Affairs manages the regulatory group and 
drafts, writes, and submits on behalf of Alcami customers regulatory 
submissions with the FDA and other international regulatory agencies. 
This position reports directly to the Vice President, Quality and 
Regulatory.

Responsibilities
 � Direct the development of short and long range goals and 

objectives, and ensure that year-end goals are attained. 

 � Ensure that departmental processes and standards are in line with 
regulatory guidelines.

 � Ensure that departmental performance and personnel 
qualifications meet the expectations of customers (internal and 
external) and support the achievement of broader business goals.

 � Ensure that department activity is coordinated with departments 
within and outside of the Quality Organization.

 � Provide feedback and direction on talent acquisition, on-boarding, 
and employee development for the department.

 � Maintain departmental financial accountability and assist in the 
preparation and administration of budgets and monitor and 
analyze cost against budget.

 � Responsible for pricing and negotiation of regulatory services to be 
provided to clients.

Qualifications
 � BS degree with 10 years of pharmaceutical/regulatory/quality 

experience with at least 5 years of management experience.

 � Strong problem solving skills. 

 � Strong leadership, performance management and employee 
development skills.

 � Excellent written, verbal and presentation skills.

Position Information

More Information:
http://www.alcaminow.com/

approach/qa

http://www.alcaminow.com/approach/qa
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Location Information
Wilmington, NC
Coastal Wilmington, NC is a vibrant city that boasts a variety of cultural 
resources, a strong business climate, and a family oriented environment 
– all this and it’s only minutes from beautiful Wrightsville Beach. 
Wilmington is home to the University of North Carolina Wilmington, one 
of the top-ranked southern public universities. It has been recognized as 
one of the “The Best Places to Live” (Money Magazine) and ranked #13 as 
“Best Places for Business and Careers” (Forbes Magazine).   

From the historic river district and Riverwalk that winds around the 
storied Cape Fear River to three colorful island beaches, there’s something 
about the water in Wilmington, N.C. and their beach towns, Carolina 
Beach, Kure Beach, and Wrightsville Beach, that speaks, surrounds 
and transforms people.  The banks of the river embrace a variety of 
architectural styles and moss-draped live oaks that line the 230-block 
National Register Historic District, one of the largest in the U.S.

History buffs will love touring the historic USS Battleship North Carolina, 
a focal point along Wilmington’s busy waterfront where the distinguished 
services and sacrifices of sailors live on - 70 years later, or simply 
exploring the cobblestoned downtown via trolley, carriage tour, or one 
of the region’s many evening ghost tours, which shed new light on the 
darkened brick alleyways and ancient southern mansions.

Step foot on a treasure hunt experience in boutiques, eclectic shops and 
vibrant nightlife venues. Your sensitive side will be fed by stirring theatre 
productions and the sounds of live music heard while strolling along 
brick lined streets. Because Wilmington is essentially the “Hollywood 
of the South,” and the backdrop for a number of nationally acclaimed 
movies and TV shows including The Prince of Tides, The Notebook, 
Dawson’s Creek, and One Tree Hill, among many others, it’s also a fantastic 
spot to see actors and artists before they make it big.

Or you’re welcome to sit down at the water’s edge, where your palate 
will be fed - and thirst, quenched - with fresh local seafood and regional 
specialties at over 40 locally owned restaurants and pubs in downtown 
Wilmington’s historic river district, many featuring live music long after 
the sun goes down. The restaurant scene is simply unparalleled, with 
world class and nationally famous chefs, (including a Bravo Network’s 
Top Chef contestant), anchoring the dozens of eateries in the area. 
Sample incredible local seafood, easy-going pizza and hot dogs, or the 
crème de la crème of French fare without leaving a three block radius. 
In Wilmington, good food is taken seriously in every establishment, and 

Wilmington, NC

University of North Carolina 
Wilmington

USS Battleship North Carolina

Wilmington Boardwalk
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food lovers will find themselves in a diner’s paradise

Soak up some island time at Carolina Beach, Kure Beach, and Wrightsville 
Beach – all no more than 25 minutes apart. Find a fresh catch of things 
to do from beach to boardwalk; exhilarating deep-sea fishing to new 
aquarium exhibits; birding sites and interactive adventures at renowned 
Civil War sites, to action-packed watersports and stand up paddleboard 
tournaments. With so many options for outdoor play both on and off the 
water and one-of-a-kind festivals and events, each beach offers signature 
things to see and do and quality time spent with family and friends.

Discover top family-friendly attractions and programs from surf lessons at 
one of the world’s nationally recognized surf destinations to a superhero 
kid’s camp at area resorts. Fly down the 40-foot-tall waterslide or float 
the lazy river at Jungle Rapids Family Fun Park. Test your skills on arcade 
games at a beachside boardwalk, nationally recognized as one of the 
top boardwalks in the country by USA Today. Or discover under-the-
sea animals at the NC Aquarium at Fort Fisher, voted one of the best 
aquariums in the U.S. by the Travel Channel. 

Wilmington, essentially, can please just about every palate. From foodies 
to fishermen, night owls to historians, and everyone in between, this 
small southern town is big on charm, and even bigger on diverse 
attractions and activities to enjoy. Wilmington is a fantastic combination 
of the old south and modern attractions, all rolled into one picturesque 
coastal Carolina location.

Wrightsville Beach

North Carolina Aquarium



Alcami
Senior Director of Regulatory Affairs

10

Ropella | Executive Search and Consulting — Chemical and Allied Industries | www.ropella.com

Location Links

Real Estate Agencies
Zillow - Wilmington
http://www.zillow.com/
wilmington-nc/

realtor.com
http://www.realtor.com/
realestateandhomes-search/
Wilmington_NC

Trulia - Chicago
http://www.trulia.com/NC/
Wilmington/

General Information
City of Wilmington
http://www.wilmingtonnc.gov/

Wilmington, NC
http://www.wilmington-nc.com/

Wilmington Beaches
http://www.
wilmingtonandbeaches.com/

Schools 
New Hanover County Schools

http://www.nhcs.net/

University of North Carolina 
Wilmington

http://uncw.edu/

Shopping
Wilmington Downtown
http://www.wilmingtondowntown.
com/explore/shopping

Wilmington Shopping
http://www.wilmingtonandbeaches.
com/shopping/

Attractions
Battleship North Carolina
http://www.battleshipnc.com/

Wilmington, NC
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Skill Survey 
Senior Director of Regulatory Affairs 

Name:        Date:       
 

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

      

2. Provide an overview of your Regulatory Affairs and/or FDA Review experience, including 
years' of experience. Highlight all experience related to pharmaceutical contract 
manufacturing. 

      

3. Outline the types of regulatory applications, US (e.g. IND, NDA, ANDA) and international, 
you have experience writing or acting as an FDA reviewer. Please put these in order of 
your level of expertise beginning with the types of submissions with which you are most 
familiar. 

      

4. Describe your experience writing Drug Master Files. 

      

5. Share any experience you have with electronic regulatory filing and eCTD software. 

      

6. Share an example that demonstrates commercial/customer facing skills. The preference 
would be for an example related to analyzing and scoping potential regulatory projects for 
optimal pricing and interacting directly with clients to negotiate and drive pricing strategies. 

      



7. Describe your experience growing, mentoring and managing successful regulatory teams. 
What was the largest team you have led? What were the levels and functions of your direct 
reports? 

      

8. Describe your leadership style. What tools, strategies and techniques do you routinely 
utilize to retain high performers and maintain optimum productivity within your team? 

      

9. What is your comfort level with travel? Do you have a maximum % level of travel or # of 
days/weeks away from home that you could sustain? 

      

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

      

11. 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? 

      

12. Have you ever applied, either directly or through a third party, for any role with Alcami? If so 
what was the date of your most recent application (month/year)? 

      

Relocation Acknowledgement Agreement 
As evidenced by my initials below, I       acknowledge the requirement to relocate to the 
Wilmington, North Carolina area for the specific opportunity with Alcami and am willing to do so 
if hired. I fully understand that this acknowledgment is a requirement for the interview process 
and states that I have already spoken with any necessary parties (i.e. spouse, significant other, 
children, parents, etc.) who may directly be impacted by my final decision to relocate. 

Initials               



 
References  
Please provide three to six references. The first priority is current and/or past supervisors, then 
employees, then peers, then customers (where appropriate). 
 

Example: Bob Smith, currently - Business Director at ABC Corporation 412-123-4567,  
Email: bob.smith@abccorp.com. Was Business Director, my direct supervisor, 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 Comparison Score Card is to be completed on every candidate you have 
now screened as a potential fit. If you can tell that some of the candidates are probably 
Low level (in a superficial overview) in comparison to others you set those aside now 
and just score the rest. The Score Card will help you objectively weigh all the Must 

Haves and even the preferences in such a way that at the end of using the Score Card 
process you can be pretty sure who the High plus candidates are, who the High 

candidates are, and who the Medium candidates are. Then we focus on scheduling for 
the High Potentials. 

 

  

 

Candidate Comparison-Scorecard   Grader's Name: 

Candidate Name:   Grade: 

Client Name: Alcami   Hiring Mgr: Brian Dillion 

Position: Director of Regulatory 
Affairs   HR Contact: Pamela Hamilton 

Salary Range: 150K - 180K+   Candidate 
Base:                        Bonus: 

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

- Easy to Understand 
Comment: 
     

Attribute H/M/L Comment 
1. Education 
H = BS in Chemistry, Biology, 
Toxicology 
M = BS in a technical area of study 
L = +1/2 point for MBA 

    

      



2. Regulatory Affairs Experience 
H = 10+ years Total experience with 
more than 5 years in a management 
role 
M = 7 - 10 years total experience with 
5 years in a management role 
L = less than 7 years total experience 
OR less than 5 years in a 
management role 

    

      
3. Experience with relevant regulatory 
applications 
H = Has extensive experience in IND, 
NDA and ANDA application OR was 
an FDA reviewer 
M = Has extensive experience with 2 
of the following , IND, ANDA, NDA 
L = Has extensive experience in only 
one applicable area or has minimal 
experience in more than one area 

    

      
4. Experience writing Drug Master 
Files 
H = This is a significant part of current 
role 
M = Has done this in a previous role 
L = Minimal experience in this area 

    

      
5. Experience with electronic 
regulatory filing and eCTD software 
H = This is a significant part of current 
role 
M = Has done this in a previous role 
L = Minimal experience in this area 

    

      
6. Commercial Example 
H = Detailed answer outlining a 
specific project and demonstrating 
success 
M = General answer that indicates 
some success in this area 
L = Answer does not indicate success 
in this area 

    

      



7. Team Leadership 
H = Has managed teams of 6 or more 
people 
M = Has managed teams of 3 - 5 
people 
L = Minimal team management 
experience 

    

      
8. Leadership Style 
H = Answer indicated a well thought 
system for maximizing the potential of 
a team 
M = General answer indicating 
leadership abilities 
L = Answer does not indicate proven 
leadership skills 

    

      
9. Travel 
H = Road warrior open wide open to 
travel 
M = Will travel up to 20% 
L = Less than 10% travel 

    

      
10. Non-compete/NDA 
H = No applicable non-compete or 
limiting NDA 
M = Peripheral non-compete or NDA 
which may limit some activity for a 
period of time 
L = Significant applicable non-
compete or extremely limiting NDA 

    

      
Grading Point System: 
H’s = 4 
M’s = 3 
L’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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