
Who we are: 

Krystal Biotech, Inc. is using gene therapy to develop effective and novel treatments for skin diseases. 
Our goal is to make a meaningful difference in the lives of underserved patient populations with 
debilitating skin diseases. We work to accomplish that through scientific innovation, operational 
excellence and believe that “nature operates in the shortest way possible”. (Aristotle) 

Our vision: 

We strive to be the leader in the development of novel and proprietary “off the shelf” gene therapy 
products to fight some of the world’s most serious skin diseases.  

Our mission: 

To develop transformative, innovative, and science-based HSV gene therapy products and processes to 
dramatically improve people lives.  
 
Job Description Summary: 

The Director of Process Development and Validation is responsible for leading a team of scientists & 
engineers responsible for developing and validating the clinical/commercial process(es) for our pipeline 
assets. Once developed, the Director of Process Development will oversee efforts to characterize and 
optimize that process as well as the development of subsequent manufacturing processes for 
candidates advancing through the pipeline.  

The Director of PD will be responsible for upstream (cell culture & virus production) and downstream 
(harvest & purification) activities, as well as overseeing validation planning, design, and execution. 

The individual chosen for this position will work in close partnership with the Manufacturing Team, 
and/or external parties to support GMP manufacturing of clinical supplies, including generation of 
master and working cell and viral banks necessary to support process development and clinical 
manufacturing. The Director of Process Development will also work closely with the Krystal R&D group 
to facilitate seamless movement of projects through the development continuum.  

Specific responsibilities include but are not limited to: 

 Lead a team of scientists and researchers to deliver a sustainable pipeline from inception, 
through IND and BLA submissions. 

 Manage drug discovery projects and scientific and research efforts to ensure organizational 
scientific objectives are met. 

 Build out validation program, including but not limited to process validation planning, design, 
and execution. 

 Help develop and implement product development strategy in support of all assets in varying 
pipeline stages. 

 Working cross-functionally to ensure technology transfer process transition meets all 
specifications from site to site 

 Deliver high quality data and studies to advance product candidates. 
 Identify opportunities to advance existing and new technology to best position companies’ 

platform. 
 Managing multiple projects simultaneously on aggressive timelines. 



 Lead teams to establish and validate in-vivo/ex-vivo models. 
 Work closely with Clinical and Regulatory teams to provide support in advancement of all drug 

candidates through the clinical trial process. 
 Partner with CMC teams to ensure effective and efficient technology transfer through the 

manufacturing process. 
 Ensuring adherence to regulatory requirements of study conduct and industry standards of 

Good Clinical Practice. 
 Other duties as assigned. 

 
 
 
 

The ideal candidate is/has: 

 Ten (10) years of research experience in drug development.  Gene therapy experience 
preferred. 

 Five (5) years of leadership experience in a research capacity and team building skills as well as 
the ability to perform effectively in a dynamic and evolving environment. 

 PhD in a scientifically related field is preferred 
 Experience in rare disease preferred, with experience in pediatrics, dermatology, pulmonary, 

gene therapy or internal medicine a plus. 
 Strong communication (oral, written) skills to present internally and at scientific meetings and 

author scientific publications 
 Ability to collaborate with internal and external stakeholders and diverse workforce within a 

cross-functional matrix environment 
 Exceptional organizational, analytical, critical thinking, problem-solving abilities and strong 

attention to detail while working on multiple projects in a fast-paced, dynamic start-up and 
scaling environment. 

 

All interested applicants are required to submit their CV/Resume and Cover Letter to 
jsuskin@krystalbio.com. Please note, applications submitted without resumes and cover letter will not 
be accepted.  

Krystal Biotech, Inc. is an Equal Employment Opportunity and Affirmative Action Employers. Qualified 
applicants will receive consideration for employment without regard to race, color, religion, sex, sexual 
orientation, gender perception or identity, national origin, age, marital status, protected veteran status, 
or disability status. Headhunters and recruitment agencies may not submit resumes/CVs through this 
Web site or directly to managers. Krystal Biotech, Inc. does not accept unsolicited headhunter and 
agency resumes. Krystal Biotech, Inc.  will not pay fees to any third-party agency or company that does 
not have a signed agreement with Krystal Biotech, Inc.   
  


