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I trttrrratiolral L,trrrpliance i-earrr

P resen fn t ion {)us y1, is 71,

r Whr:ru1 tve go.".

- itisk-ij.rsetl 5ite Srlci:tic,n

r l,Vlr;rt rve lt: u'hen ive get tlit:rr-1. .

- "5)'st"ms" inspectiou PLogr.rm

Wtere rue g0... .

Risk-b nsed S ite Sele t:tion Apf, ronclt

More on this topic hter.



S_r's tenrs Inspection Progla r n

lMmt is tlw Progrnnt nbt-trtt7

r Dirt,cfs rouiine irlspcction to ver ifr,'
t ort ltt'r'it.urce r.vitir CNII']s

o lttsllet:tiolls ilre to lre tr,r' t$Iglll
r 'SYstenrs' appfrrcrch pto.,'icies ir-rl a

- rratuial giOUpittU. Of t'er1urre llrlttS/,/r'\itrj(:t.rtilrs irv
Givll) regul.rtions

- ulsf'rgqtil;11 oi stu:re ()}\lriiiorr-s 1,c'r.-st.nr;) at cacir
sitr":at:h insPg;1i6n

- a ltasil; {',tl rlverall irlf if' r[t:crsion artrc,iri Sitt

Svsterns Iu.spectior r Prograur

VVhnt rlrt' fht: sVSteilts?

r Qutrlitv Svstenr

r Materials Sl,stt-nr

r Facilities and Equil-rnteni 51.'stt ut
r Prot{uction 51'str.nr

r Packaging and [.,trlreling Sr'stenr

r L,alrclratorv L-orrtrol Systenr

Systelns ¨
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51'str-llIs Ittspection Progr;rnr

lMu:tt cnn tlte " Ahbrat,intetl
Ittspet:tiorl" he usetl?

r lVhen not cioing Full Inspection
r Strrvcillancc inspections (r.outine)
r 5atisfies lriennial irrsprecti<xr

rerlLlirenlent
r Itotarte svstems vvith the Abtrr*viatetJ

0prti<;n

St's tettr..i I l rsp-rg1;1j o1"t Progt .r rrr

Hotp is n systtt.rt cortL,reil?
r Sr"rflit:ient det;riIs, n.itir sfreci[ic exi,rmg_.Ies

trr re'fli:ct state cI control filr.t,]\,et.\, llrlfile
class

r If st'stent is atieqr-rate, all proiiles t-(r\:rreri
bv s1'stenr arrt rilleLluate

o LTnique profile class materialT process
review, unller a s1'stem, selected at
discreti on of trrrvestigator

S_ystems lnsprection l]rogrant

Horu couered, cont.7

r Otrservations related to reqr-rir.eurents
(.,.9., CN,lP regulations)

r Deficiencies fountl in one svstem rnal,
intlicate deficiencies in other systems.

r This may warrant expansion of
coverage to varying degrees oi the
other systems.



Mttterinls Systent

r \'Vrittcrr pror ecl urcs, arlhcrence verification
r Quarantinc provisiolrs
o Sarnrpiing. testing or examinoiiut-,, re-testinrl,

re-.exan1

r lcientiiication ancl accetptarnr]e / rejection

L'lsterinls Systt:ttt

r Storage controls - itrclur{ing r,'trliclation of
lrarnclling;

r Fir-risherl prolkut clistrit''uticn, rcturn,
salvaee -- ini ir-irling lot tlocur)terrlirtion -

Facilities & Equipment System

Eaciiities
o Lavout / clesign, engineering

- Separation of ol:erations
- Air handling
- Lighting r,vater / sewage
* Clearring ,1- sanitatiol, mainterrance, pest corrtr'l

r Renovation, revitalization
r Non-process utilities (rvaters, gases, I-tVi\C)



Pncknging & Lnbeling Srysturt

r lire-operati onal prep;rrations
- I.allcl clralacteristics (cr.rt, site, cuior'. fF,fr)

- l,abe'l storagc, proofinq

- ltltntific;ition ci etluipnrent, 1inc scp.riiltrirrr

r Pack / labcl - Definition *

- fr.rc'k /lahel r(.corri

- l-ahl .specimcu

Put:kngfug & LnLtcling Stlsttnr

r Pack / label (,)pcr.-riions crinh:ol

- V"rlicl.rtiorr

- l-.abel issue, exanr, rcr-tinciIi;rtitln, rir:irr-rcti,,rn
ir.r'.i icr t rrt r mbt-.r-c)

- Expri1,111,rn clating 1'prirrt contrtil)

- Ex.rmination of [ir-ris]-rerl plor-ltrct

r l,ine clearance, i n s ptecti on, c{oc urlr en t.rti o n

Lnbor atory Co rltrols Sy s te rn

e StaffinB & Equipment
- Adequate numbers of staff
- Calibration prL)granl

- Systenr suitability
r Specs., stanctards, sampling plans, change

control
e Methorls, ref'erence standarcls, change

control, OOS SOP


