CONTINUUS Pharmaceuticals Job Posting

Sr / Facilities Engineer

CONTINUUS Pharmaceuticals, Inc.

25-R Olympia Avenue
Woburn, MA
(20 minutes north of Boston)

Full Time - U.S.-based - Woburn and
Devens Massachusetts

Q2/Q3 2022

CONTINUUS Pharmaceuticals is a
spin-out company from the Novartis-
MIT Center for Continuous
Manufacturing. We design and
develop innovative continuous
manufacturing processes for
pharmaceutical clients, providing an
exceptional “one-stop solution” for
the entire drug development and
manufacturing cycle.

Rather than producing medicines
through traditional batch processes,
CONTINUUS offers a breakthrough
Integrated Continuous Manufacturing
(ICM] technology for small molecule
drugs. The synthesis of the active
pharmaceutical ingredient and final
dosage form are integrated into a
seamless and completely automated
process. This novel method will allow
“on-demand” manufacturing of
pharmaceuticals with significant
advantages in production lead time,
quality, and cost.

Our pipeline is rapidly growing, with
exciting projects with pharmaceutical
and generic companies, as well as
contracts with the US Government.
Concurrently, we are transitioning to
a commercial phase, where we will
leverage our novel ICM platform to
produce low-cost, high-quality drugs
for patients worldwide. Essential to
our evolution will be talented new
team members who will contribute
greatly to this mission. We look
forward to meeting you.

http://continuuspharma.com

hkandaras@continuuspharma.com

Job Description

CONTINUUS is looking to hire a full-time Senior / Facilities Engineer, who will be
responsible for the following:

Subject Matter Expert for the daily maintenance and operation of general office
space, laboratories, and cGMP manufacturing factories.

Engineering resource for the Metrology group. SME for clean and base building
instrumentation.

SME oversight of the CMMS Work Order system to be used for documenting
facilities request as well as triaging and compliance leveling of requested work.
Oversee the daily operations of the facilities team operations including process
mechanics, utility and HVAC mechanics, and cleaning.

Maintain the effectiveness and operational monitoring of the cGMP
manufacturing facility including, manufacturing clean suites, storage, labs, and
mechanical and utility space.

Coordinate the service and maintenance of plant utility systems including process
gasses and water, HVAC, solvent distribution, plant steam, electrical, waste
streams, and other site utilities.

e Provide supervision, training, and guidance to the facility mechanics.
e Responsible for 24/7 utilities operations and production support on the

manufacturing plant.

The position will grow to Head of ICM Facilities Maintenance and Metrology for both
the Woburn and Devens location.

Required Qualifications

Strong knowledge of PI&D drawings, sequence of operations, engineering
systems proposals SOP writing, Change Controls, Exception Investigations.
Experience with pharmaceutical or biotechnology manufacturing equipment,
complex GMP buildings and clean rooms, laboratory system operations, including
building automation systems, HVAC, electrical and plumbing systems.
Demonstrated abilities and evidence of training in repair, operation, and
troubleshooting of process and utility systems.

5+ years of relevant experience in pharmaceutical or medical device industries in
a leadership role and/or a supervisory capacity.

Effective written and oral communication skills at individual, team, and
organizational levels.

Experience working on cross-functional teams and managing relationships in
collaborative, constructive manner with internal departments and project vendors
and partners.

Ability to handle multiple priorities within rapid timelines to meet project team
goals.

Proficiency in Good Documentation Practices (GDP) and GMP documentation
review.

Ability to coordinate activities and make critical decisions related to facility issues
and emergencies.

Preferred Qualifications

BS in mechanical engineering or related engineering discipline and 10+ years of
pharmaceutical experience or Licensed Master Electrician - HVAC Mechanic .

Ability to obtain a Massachusetts Wastewater Treatment license.
Ability to obtain a Massachusetts Fireman's or 3rd Engineers license.
Experience using Microsoft Office Suite and CMMS software.
Previous cGMP Manufacturing experience.




e Knowledge of cGMP, 21 CFR 210, 211, and Part 11, and the International Council
for Harmonisation (ICH), GAMP 5, and United States Pharmacopeia (USP)

guidelines.

We are an Equal Opportunity Employer - all qualified applicants will receive
consideration without regard to race, color, religion, sexual orientation or
transgender status, gender identity or expression, pregnancy or rélated medical
conditions, workplace hazards to reproductive systems, national origin and
ancestry, age,; veteran status, current physical or mental disability or history of;
Intellectual or learning disability, genetic information, homelessness status, sexual
harassment, marital or civil union status, lawful activity outside of the workplace
such as tobacco use, or any other characteristic protected by law.




