Other Services

PROJECT LEADERSHIP

Sequence, Inc. consultants know the importance of completing a project on time and within
budget while adhering to the stringent quality standards mandated by regulatory agencies
and industry. Our consultants ensure the success of each initiative by taking ownership of
client’s projects from the minute they join the team. Initially, a Sequence representative
works closely with the client to determine the project goals and define a realistic timeline.
This information is then transferred to a formal project plan which is used throughout the
entirety of the project. Once the path is set to move forward, our consultants immediately
begin to bring the project team together in a cooperative effort so that progress may
be leveraged by each member’s contribution. The primary goal for a Sequence project Quality
management consultant is to achieve a balance between the constraints (i.e., scope, cost,and
schedule) that directly impact the quality of a project. The three main constraints cannot be
altered without directly impact each other and quality in turn. Utilizing our effective project
management strategies, we ensure you that our consultants will lead your organization

towards a successful project implementation.

AUDITING

Sequence, Inc. specializes in operating in GxP environments and has the experience to
perform an impartial third-party audit of a client’s quality system. Sequence has experience
performing audits for domestic and international Clients throughout the Pharmaceutical,

Biotech, and Medical Device industries.

Sequence, Inc. performs audits to ascertain the validity and reliability of information and
also provide an assessment of a system’s internal control. Auditing is a critical tool to ensure
your company is operating optimally by identifying issues that may cause a disruption in the
production process. Solutions are then implemented to either eliminate or reduce the risk

identified through the audit process.

SOP DEVELOPMENT
Sequence, Inc. has experienced validation personnel available to assist in developing and
implementing Standard Operating Procedures to ensure your organization is operating

consistently across business areas.

21 CFR PART 11 ASSESSMENT & REMEDIATION

21 CFR Part 11 compliance is an essential requirement for implementing any computer
system with electronic records that are created, modified, maintained, archived, retrieved,
or transmitted under any records requirements set forth under FDA regulations. Sequence,

Inc. consultants are not only current on the latest industry trends and guidance documents
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issued by the agency, but also have extensive experience validating systems that fall within

the guidelines of the regulation. Whether you have legacy systems you would like us to
Phone: 919.855.9955

assess and remediate or if you are contemplating purchasing a new system in which you are
Fax: 253.736.8446

unsure of the compliance status, Sequence, Inc.is here for you.
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