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1.0 SCOPE AND APPLICATION

Change contral is a procedure by which changes are reviewed by senior level managers to insure that
sysemsremain qudified for their purposes. Any changes or additions made to SOP documents,
equipment, instruments, facilities, or software which are subject to 21 CFR Part 11, 210, or 211 are
subject to this change control procedure.

2.0 SUMMARY

2.1 Changes to SOP documents are made according to SOP 101.

2.2 Changes, replacements, or additions made to equipment, software, or facilities are made
through purchasing and QA using the Requistion /Purchase Order Form. If an indrument is
moved from one location to another location within the |aboratory, it is documented on the
Requisition /Purchase Order Form and given to QA for review.

2.3 Changes brought about by internd development (not made through purchasing) must notify
QA using the Requisition/Purchase Order Form, noting that the change does not include a

purchase.

2.4 All changes go through QA to determine the gppropriate follow up to qudification,
cdibration, validation, or change in SOPs.

2.5 Mgor changes such asthat required by certifications, company location, or ownership may
be announced through the newdetter, individud client letters, or news publications.
3.0 RESPONSIBLE PARTIES

3.1 Change Initiator. The person who initiates the change is responsible to notify QA for
proper review and approva using the attached form.

3.2 QA will determine the proper follow up procedures necessary such as quaification,
cdibration, validation, or change in SOPs.

3.3 Group Leaders. Purchases <$1000 and changes to SOPs, equipment, or software require
the gpprova of a Group Leader.

3.4 Presdent or Lab Director must gpprove mgjor changes to equipment, software, or facilities,
and purchase over $1000.
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4.0 PROCEDURE

4.1 The change initiator notifies their Group Leader and QA of an intended change using the
attached Requisition/Purchase Order Form, supplying the information at the bottom of the
form.

4.2 QA determines the appropriate follow-up action, schedule, and protocol.

4.3 QA obtains the gpproval of the President or Lab Director on mgor changes.

4.4 1f changesrequire cdibration, |Q/OQ, validation, or SOP change, a copy of the
Requisition/Purchase Order is placed into a binder for tracking purposes. Once the required

work has been completed, the copy is removed from the binder and attached to the
completed work and filed with the insrument.
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The following people have read this SOP and are currently using these procedures in the laboratory:
(QAU, Group Leaders, Lab Director, President, QA Officer)

Sgndure Date
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‘ﬁ WEST COAST ANALYTICAL SERVICE, INC.
\ "' . 9240 Santa Fe Springs Road Santa Fe Springs, CA 90670

562.948.2225 « FAX 562.948.5850

Requisition/Pur chase Order

Vendor:
Reg. No.: P.O. No.:
Group:
Acct. No . Deliver by:
Phone No.: Ship VIA:
Fax No.: Terms FOB Point:
Reference No.: Contact:
Description
# Catalog No. Quantity (Instrument info. below) Job #/Price
Ordered by: Date:
Approved by: Date:

(if order exceeds $1,000)

Include instrument and serial number when ordering partsor servicefor an instrument.

Instrument No.: Equip. No. Serial No.:

Doesthis Replace or Up-Date an Instrument Component or Software:

Doesthisrequire ___ Calibration by QA 1Q/OQ Validation __ SOP Change?

Please explain above if necessary.
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