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Software Saving Lives

SterlingTech Software Announces New DHF Remediation Service

New service allows client companies to prepare for the next audit to avoid costly
regulatory problems without impacting new product launch plans.

FOR IMMEDIATE RELEASE

SterlingTech Software, a leader in specialized software-development services for the
medical device industry, announces its new Design History File (DHF) Remediation
Service. This service allows client companies to develop the most cost efficient medical
product development strategy to bring a legacy product DHF up to meet the current
SOPs. It is an also a solution to a product line with a DHF that is not in conformance
with the Client’s Quality System. We quickly perform a “Gap Analysis” for selected
product. Based on the findings from the “Gap Analysis” we work with our customer to
develop a remediation plan. We will work under your quality system to retrospectively
perform the needed activates to bring the DHF up to date. We will deliver the project in a
cost effective manner. This enables the client to continue to focus its R&D team on new
product development while insuring that all existing products Design History Files are
ready for the next audit.

About SterlingTech Software

Established in 1998, SterlingTech Software has earned its reputation as the leader in
specialized software-development services for the medical device industry. The STS
team has a proven track record of successful FDA/CE submissions and approvals. We
encourage all interested parties to take advantage of our free analysis service. Meet with
our team and tell us your needs. STS experts will create a proposal that includes required
deliverables, an investment schedule and a working timeline—everything you need to
support a successful submission, all at no cost. You bring your vision; we’ll take care of
the rest.
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