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1.0 Puipose

1.1 This procedure describes the process for performing inberral Sudls.

20 Pesponsibilities

21 The managemerd represendative and lead auior are responsible far scheduling and
infEating the sudis ard mairt sining B mastar schedule.

22 Top manapemert is respansioks 1or reviewing al correclive sctions resuling from intsrpal
aucls

23 mansgemenl iz responsible tor selecting an sudt coordinslor.

24 The sudit coordinator is responable for selecting the audi feam, commuricating with fhe
audies io arrangs Lhe aidil, and preganng he final audl repot.

25  Amaragement staff person is responsibie jo siend the opening and closing mestings

he audd coordinator or management sta person is responsible for infiating corective

aclions,

27 he sud® team is responsible far planring, organizing, performing and reporting resuls for
Ihi infernal auc

30 Defintions

11 Aud® Team: May be ang or move gudiors, inclpdog he Bad audior

40 Equignent/Sofisae

4.1 Mo additional eguipmeant o Softesre eguired

50 mstrucions

6.1 The managemert regresenlalive works with maragemenl 1o prepare 8 master schadule

Tor inleenal auctts. Tha schaduka includes all arass of 1he Taciily, and & Eoed on the
stabues and importanca of the area being sudied

511 The schaduls dentifies when the sudis will take place and whet sraes will be
auditad

812 Each area of bhe facility witt be sudied 7 munimum of bvo times per year

5.1.3 The sssociabad table, Applicabis Proceduras by Work Area (F-822.003) identies
which procadures of the gusity managament 2ystam saply bo asech work aras of
the facikty

514 The master schedule s evalualed & managemen] review, s revided bazed of
) The resuts of the audts

B The mdmier of comective alions generated. (s @ megsurs OF e slaius of the
areal

&) Syslern prablems identifisd by correclive actions




OP-E22-A
Byt nal Adaclite

) Other relevand information

The audt coordnstor inflimtes the intemal sudis based on the masier schedule

5.2.1 The sudt coordnetor schedues the audt with the manager of fhe aren 1o b
oo

5.2.2 The sudl coordinebor idendities an sudl leam and ked sudior by selecting rained
sliciors, indegencant of the aras 1o ba sudied and avellable an the schaduled deay
oF darys.

523 The audt coordinetor schedules the spening mesting for the sudi ors and
represeriative(s) of the ares to be sudited

53 The lead audtor documents the scope of the audi onthe audl plan. The scope i Esad
on the ares to be audbed, and the procedures of the qualty sy=tem that apply 1o that sres
5.3 The lead suditor preparas the audt plan. The auct team reviess soproprisie
dacLmentat ion
54 The audt ieam reviews previous sudt reports for the area, 81 correclive actions fhal have
baen complebed trom previous sudls thal reguire folioe-ug are dentinied on e sudit
reporte.
541 The lead audlor assigns Tolew-up onthe correclive aclions to the mambars of the
B taam.
543 The audtars o=t the sppropriste correclive aclion forms from the carrective sction
cocrdinsbar

556 The Bad aradiorleads the opaning masting wwith the representativets) of the aras to be
BLCEd

oy
(8]

56  Theaudt team partormes the audt accordng to the sudk plan and sporoved chacklsts.
Budtars document all non-conformances on the checkdst, (F-822-004)

5.7 Complance 1o the gqualty =yetem requirements and 1o Tha 150 13485 standard =
determined by chaervation, interviesw and record revies using the infemel suct checik kst
&t & guide

9.8 Follow-up on cormective action:s is complsted. The auddtor documents the results of the
carrective action on the correclive action form

581 Hthe corrective action has been effective, the audiior clozes the comective aciion
by checking the "Effective’ box, and signing and dating fhe date closed ns

5.8.2 i ihe corrective action wee not effective, the audior wil check the "Tiot Eftective
Box®

583 The sudiars nofe on the appropriste sudi repor if carrective aclions have been
efiective, or if hey will be raizsued

5.8.4 The audbors reburn the corractive action Tofms 10 the corractive ackon coor s

585 The corrective action coarchnatar vl handie fhe corrective sdions according o 1he
Correciive and Prevertive Aclion Procedure

58 Auwdbors recod awdt results on the checkiiztz,

510 The audt tesm hokls 8 redesy mesting 1o agree on and vwils ug corrective Scion
revjuests.

Copyright 2008 13485store.com




Inter nal Adsdits
511 The auditdear
nchcding & mensgement person with responsibiity tor the sraa baing audbed.

5111 a1 noncontoemances: are explained

511 2 The status of the area audted = summarized
512 Thelead sudlor preparas & Tiral repor inchoding

5121 4 summary of the findings

5.12.2 & table of cowactive action raguasts

512 34 capy of each carrective aclion request
513 Thelead audtor puts &l sud records il the audt fe.
514 Therecords inchided are

rtermal sudi plan
g Auciars checklisis
v Internal sudi repoet, including the Lable of corractive action regquesls

G Fodines aiwd Pecor s

B.1 F-G22-001 Inb=rral Aucl Plan

6.2 F-822-002 Inbarral Sudl Repar

6.3  F-822.003 Applicanls Procedures by Work Ares
6.4  F-A22-004 2udd Checklist

T4 Attachonents

7.1 L]

840 Related Documsnts

8.1 @P-B52 Corraclive Action
4.2  @P-BS3 Prevendive Ackion

9.0  References

91 Hiome
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Write up the Nonconformance

o |dentify the requirement
— Identify the procedure and what it requires

 |dentify the nonconformance

— What is happening that does not follow the
procedure?
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The Final Report

 The Lead Auditor prepared the final report

e The report summarizes:
— Nonconformances
— Any changes to the scope of that audit

— The affectivity of implementing and
maintaining the quality management system
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