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Step 1 [1] Unified understanding of Part 11, corporate consensus Output required at minimum Available Support from Shimadzu
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Part 11 unified g“ .E)Doccgjgjen;ed ofogs?tnqus on g(l?als for Part 11 compliance
understandings 2 Jective of "art 11 compliance )

o (@ Scope and time limit (deadline to achieve 100% compliance) . .
and corporate consensus 5 @ Gather Project Team (Objective: to establish process for é?c:efengzrlogr?oals (document) . ‘?';Jgigr;“e:tlol\r;f(:r ﬁrelparatlon
@ Goal agreement = |1 Part 11 compliance) T ar ? a R aining f: erials ;
document for Part 11 o @ Preparation of progress report system and templates Cra|n|ngtme(\:e'|:|t_e}_s " Sewew of ocurlm(wen S
compliance Q ® Preparation of corporate internal training materials orporate Gertitication upport for worl
®Internal notification g ® S.ubmissioln of Corporate Certification to FDA (when Electronic

. (=5 Signature is employed)
®Agreement on practical o
understanding on Part 11 = 2 @Proper communication of goals for Part 11 compliance CeEaED e feies Suggestion for procedure
@ |Internal education - notification of the related departments in the company Support for documentation
program and record
management system @Agreement on understandings on Part 11 clauses . Suggestion for procedure
3 Practical understandings on each clause of Part 11, and application to Pl:rr;cﬁrsggnmdlﬂgncic;cuments for Support for documentation
analytical systems P Referential information
4 @Preparation of the internal training program and record control Egzgzt:g: féggrrgm Suggestion for procedure
systems for project team and users ) - List for education materials
Education material lists
5 @Revision of User SOP Review of the d " + syst s tion "
- Addition of new documents to the document management system eview of the document management system uggestion for procedure
Step 2 (2] Part 11 c_o mpllance . . Output required at minimum Support from Shimadzu
w by employing a new system (before introduction)
- 2] - - Preparation of training records Suggestion for procedure
=h
. eview of training materials eferential information
;;?-ﬂl?aém;h:r:gg 2 1 @Personnel trainig and training records Revi f training al Ref ial inf :
@System requirement 2 Suggestion for procedure
specification and collection 3 |2 @Preparation of system requirement specifications System requirement specification Referential information
of vendor information o Support for reinforcement works
@Execution of DQ E‘ 3 .Collepting informe;tjon .and proposal documents from vendors related to the Proposal documents from vendors Proposal documents
/1Q/0Q/PQ 2 requirement specifications
@ System introduction, trial o ; " ; Suggestion for procedure
use. and internal audit 3 4 @Evaluation of vendor's proposal documents Gap analysis record Referential informatio
@ V/endor inspection Vendor inspection program document
5 @ Making vendor inspection program, and execution Inspection prog
@ Makin dor i i t Vendor inspection report
g vendor inspection repol
6 @Preparation of the Design Qualification (DQ) and validation records DQ documents
7 @Review of the validation program including Part 11 compliance Review of validation SOP
Suggestion for procedure
Referential information
Validation master plan .
@Making validation documents additionally required for Part 11 1Q program document Support for reinforcement works
@ Validation master plan 0OQ program document
@ 1Q program document / 1Q report PQ program document
@ 0Q program document / OQ report System operation management
8 @ PQ program document / PQ report procedure document (for administrator)
® System operation management procedure document (for administrator) System operation procedure
® System operation procedure document (for operator) document (for operator)
@ PM program document / PM report PM program document
(including back-up program)
9 @Discussion with vendors for system introduction + Confirmation of document and record content Suggestion for procedure
@ Making system introduction program document . . gu?gestigr} fofr procidure
10 including trial period, review of procedure documents System introduction program document eterentia information
Support for reinforcement works
. . 1Q report (record)
@System installation )
" ® Execution of IQ/0Q/PQ 0OQ report (record) Supprt f_or I G/OQ/PQ execution

— N e . . PQ report (record) Suggestion for practical procedures

S @ Execution of training and making education record Education record
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E 12 @Participation to training course offered by vendor for Part 11 compliance Education record 8;::2: i;z::::g
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g 13 @Making internal audit program and confirmation of Procedural control Internal audit program document Support for contents reinforcement

~ = Suggestion for
14 iz e . ) Internal audit execution record countermeasures for §
to be done at the end of trial period points raised up by the audit
3] Part 11 compliance after new system
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Part 11 compliant @ . @System change management oh ol d Suggestion for practical procedure
system operation % Client/User Addition/deletion etc. ange controf recor Change control document support
@®Change control 5 —
@Internal education ‘g 2 | @Periodic education, new user education Education record 8;}:2:;: :g:::g
@Execution of PM S oM Y ” p— P—
o . ) . ) ’ ~ report (recor uggestion for practical procedure
®Periodic internal audit B 3 ®Execution of PM (including back-up record) (including back-up record) Support for documentation
=

g 4 Rieshs el suah Internal audit execution record e Suggest\or_w for countermeasure

for points raised up by the audit

(Correction record/Re-education record)




