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     2.4 Evaluation of the regulatory impact of changes, following the notification of proposed
changes, is the responsibility of our clients.

3.0  PROCEDURE

     3.1 The change initiator completes the top portion of page 1 of the Change Control Form
(Appendix I). They will categorize the change as major or minor.

Major Change – A change that has the potential to impact the qualified or validated
state of equipment, computerized systems, utilities, facility, or test methods. This
includes, but is not limited to, the physical move, modification, or repair of
analytical instrumentation; changes in specifications or testing methods; software
changes that impact data calculation or security of the computerized system; and
changes in the supplier or specification of critical supplies, reagents, utilities, or
services.

Minor Change – A change that does not impact the qualified state of equipment,
computerized systems, utilities, facility, or test methods. This includes changes to
documentation procedures; software changes that do not impact data calculation,
quality systems, or security; and rewording of documents for clarification or
formatting purposes. Changes deemed to be minor require justification as to the
decision that revalidation/requalification is not required and that there is no
potential for data impact. 

     3.2 The initiator receives approval by their Department Manager of the intended change.
Department Managers do not require secondary approval to submit a Change Control.

     3.3 Like-for-like equipment component, reagent, and consumable item replacements do not
require a change control form.

     3.4 The QAU will assign a sequential number to the Change Control Form, documented in
the Change Control Spreadsheet.

     3.5 Document and test method change control

3.5.1 For minor changes such as creation of new SOPs, format, grammar, correction of
typographic errors, rewording or adding wording for clarity, addition of quality
control parameters, or expansion of the scope of the document, only the author of
the document and QA need to approve the change control. No client notification
is required and clients will be notified of the change in SOP revision number as it
appears on their Laboratory Reports. 
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