custom bfﬂlmgics

Discovery partners for your bioanalytical and biological product development needs

Assistant Manager-Quality Assurance

Custom Biologics™ is contract research laboratory that specializes in custom
bioanalytical and bioassay method development and validation. We have an
immediate opening for an Assistant Manager in our Quality Assurance

group.

As the Bioanaltyical Quality Assurance, Assistant Manager you will:
e OQversee proper implementation of the company's quality system.
Provide regulatory guidance and training.
Perform routine laboratory audits.
Prepare SOPs in accordance with company’s procedures.
Review study reports for data accuracy, adherence to protocol, format &
quality.
e Ensure records, documents, log books, SOPs and practices comply with
company policies, procedures and regulatory requirements.
¢ Oversee and manage equipment calibration and validation program.

Qualifications Required:

« A Bachelor’s degree in a science related discipline with 3 years of quality
assurance experience in a bioanalytical GLP environment.

o Possess knowledge of GLP and GMP regulations in accordance with FDA, ICH
and OECD guidelines.

« Knowledge of bioanalytical software, equipment.

« Knowledge of computer, software validation requirements.

« Excellent communication and interpersonal skills. Excellent organizational
skills @ must.

o Results-oriented, positive ‘can-do’ attitude.

e Willingness to learn on the job.

Please send resume with cover letter indicating the position of interest to:
careers@custombiologics.com

CUSTOM BIOLOGICS™ THANKS ALL APPLICANTS, HOWEVER, ONLY THOSE
SELECTED FOR AN INTERVIEW WILL BE CONTACTED. CUSTOM BIOLOGICS™ IS AN
EQUAL OPPORTUNITY EMPLOYER.
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