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UNDERSTANDING ISO

What makes ISO important and how to play your part

by Silas Inskeep

The medical industry abides by standards set by the International

Organization for Standardization. These are in place to maintain IS0 13485 was first published in
assurance of the quality and safety of products. In the event of JV??fEaunri;e;?]nzgjlr;ti:;mpl'am
federal oversight, we will fall under ISO 13485. This standard standards as well.
encompasses design, development, production, as well as storage

and distribution. Everything we do will follow this standard.
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to be ISO certified through commencing these practices now.
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Proper practices give us an advantage in the market, as well as
forwarding our ability to grow. Most importantly we produce
products that get consumed; it is as simple as that.

Drug Administration

Charles Amadin, the General Manager at GTI Rock Island, is
developing this vision through the compliance team. It is up to us
to diligently follow through in practicing proper manufacturing
practices.




"Good manufacturing practices are recommended with the goal of safeguarding
the health of consumers and patients as well as producing quality products.”

Q&A: MARK KIMBLE

WHAT IS THE MOST IMPORTANT THING TO KNOW ABOUT ISO?

It is important for our company to implement ISO 13485 so that we can plan,
develop, and deliver goods and services that satisfy customer quality
requirements.

WHAT DOES A DAY ON THE COMPLIANCE TEAM LOOK LIKE?

A typical day for the quality and compliance team consist of writing policies and
procedures, internal compliance monitoring and auditing, enforcement of
standards, and most important having an effective line of communication with all
employees throughout the facility.

WHAT DOES THE ROAD TO CERTIFICATION LOOK LIKE?

Obtaining an I1SO 13485 certification will require a team effort from everyone at
the GTI Rock Island. The road to obtaining an ISO 13485 certification will be a
challenging and will be the first in the national for the cannabis industry. We have
put together a great team here at Rock Island to achieve this goal!

mkimble@gtigrows.com
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BRIEF OVERVIEW OF ISO REQUIREMENTS

Sustain a sanitary and tidy production area.

Maintain controlled conditions to prevent cross-
contamination and would be adulterants or allergens
that could make our product unsafe for human
consumption.

Any changes to the manufacturing process need to be
assessed to ensure there is no resulting change to the
product.

Instructions and procedures should be clear,
understandable, and accessible to everyone. These
ensure our processes are repeatable and there is no
deviation of quality. Any departure from a procedure
is expected to be investigated and documented.
Records are to be maintained throughout the
manufacturing and distribution process to ensure
there is an accessible history. Staff should be able to
look back and see every process the product went
through.

Records of manufacture and distribution enable a
complete history of a batch in an understandable and
accessible form. If a contaminated product made it
into the hands of a consumer, documentation allows
for measures to be taken to prevent the same
circumstances occurring again.




