Stratosphere

CASE STUDY
A RESOURCE DEDICATED
TO EFFICIENCY

ARE YOU UTILIZING YOUR
STAFF IN THE MOST
EFFICIENT WAY?

THE CHALLENGE:

COST OF PRODUCT
VALIDATION PROJECTS

A major OEM Medical Manufacturer was experiencing
staffing issues because of a high volume product
of newly installed manufacturing equipment for
purposes of IQ/0Q/PQ inspections of the validation.

The sporadic timeline for validation projects caused
various internal staffing and scheduling issues,
and the validations were becoming too costly to
utilize FTE's from other departments. Subsequently,
utilization of other departments impacted budgets
and productivity.

The major challenge for the OEM was to figure out
a way to ensure that the product met all of the
requirements, but do so in a manner that did not add
to the already-present internal scheduling conflicts.

877-224-8584

(@) 12024 Exit Five Parkway, Fishers, IN 46037

THE SOLUTION:

OUTSOURCED, TRAINED
VALIDATION TEAM

Stratosphere Quality provided a consistent crew
of trained inspection personnel at various times of
the year as required. Inspectors were trained to the
project’s SOP, Stratosphere Quality’'s Basic Medical
Training and the customer’s safety program. The
project data was tracked and maintained by
Stratosphere Quality, an 1SO:13485 certified partner,
as required by the SOP.

Stratosphere Quality’s consistent workflow process
enabled the client to readlize significant cost
reductions dffiliated with product replacement
while eliminating the need for dedicated internal
resources.

stratospherequality.com




Stratosphere

THE RESULTS

W I T H ST RATO S P H E R E Stratosphere Quality’s supervised and
) managed teams are available to execute
Q U A L I TY S A D A PT I V E your project accurately and on time.
Stratosphere NG

STAFFING SOLUTION,
NOTIFICATION TIMES WENT

FROM WEEKS TO DAYS, |
RESULTING IN SIGNIEICANT e PR
COST SAVINGS.
TOTAL QUALITY
MANAGEMENT

Stratosphere Quality’s flexible staffing
resource has reduced the need for
customer notification from weeks {3} il
to days by improving response

levels for the numbers of inspectors
needed. This has allowed for larger

windows to resolve equipment and/or
o G |ONITOR REAL-TIME DATA PROJECT EXECUTION
dOCU mentation issues. | project data is captured in SOLAR. You Best practice processes and
1n customize your data and export it to documented work instructions

Increase efficiency to
reduce costs associated
with quality issues

e file format of your choice. ensure the project is done correctly.
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OR CALL 877-224-8584

START YOUR NEXT
QUALITY PROJECT
WITH US TODAY!

877-224-8584 @ 12024 Exit Five Parkwaly, Fishers, IN 46037 stratospherequality.com




