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SUBPART： 
TEST@AND@CONTROL@ARTICLES 

化 58.105 TEST、ND，ONTROL、RTICLE，HARACTERIZATION 
58.107 TEST、ND，ONTROL、RTICLE？ANDLING 
58.113@ MIXTURES@OF@ARTICLES@WITH@CARRIERS 

1.@ Are@laboratories@required@to@go@beyond@shelf@storage@of@reserve@samples@of@test 
article-carrier［ixtures》o『hatever［ethods・ ・ g ，， cryogenic》emperatures) ， 

reg 打 dlessofcost 伍 atwlllmaxjm ね establl1 ゆ ?  D ㏄ stheAgency  expects 毎 b 田け 
smdiesto  detem 五 e0pt ㎞ unlsto 迅 gec0nd ㎡ o ㏄ foreach  smlple? 

No,heroicme 養 Ⅲ esneednotbet 衣 en.  Storagecond 田 onsshouldbeco 睡 istent ㎞ 市 
山 e ㎞ owIedgeof 億 estab Ⅲ ty  of 億 emlXt ℡ eundercon 山 tlonsofusemdre 養 0nable 

so  asnottope ㎡ taccelerateddecompos ぬ on. 

  ，，ソタく   W 五 ， at 荻 e ぬ edetailsof 伍 eAgency.sreserVes 接 Blpleretentlonpolicy? 

With  reg 頷 d  to  reserVe  s 毎 nple  retentlon, ぬ e  GLPspro Ⅵ de  養ぬ Ⅱ ows: 

ReserVe  smples 荻 e  to  be  retained  仕 om  each  batch  oftest 却 d  control ㎡ cle 
prep 荻 ed  in  accord  wi 市 sectlon  58.105(a)for 田 lnonclinicall ぬ o 田 tory  s 山山 eslas 血 g 
more 伍 m  4  wee ㎏・ For 田 epu や osesof 市 ese  see 廿 0 ㎎， the4-w ㏄ k  pen ㏄ 下 eludes 
市 Ⅲ aldos 血 g  to  伍 e 且 Ⅱ別所 viW  obserVa は o Ⅸ・ O 田 y  s ㎡Ⅱ cient 鍵血 pleneed  ぬ穫仮 ned 
to  permitme ㎝ in がⅢ remalysis. Thesamplesneed  氏 叢ぬ血 ed  ei 田 ㏄ ぬ Ⅰ 小 eterms 
specifiedinsection  58.1950r ぬ 丘山 e ㎎ e 血 l1i 驚 of 山 esa 田 ple(d 申 endenton ぬ e 
stabll1 け or ぬ equah け of 億 esample)whicheverissho 「 ner. Sto 血 gecondltlonsshould 
be 由 osecom 血 o Ⅲ yaccepted  ㏄山田社㎡ zing 市 ede ね nom 行 on  ofsample 甲 lahi 呼 md 
neednotrequ 廿 lee 蛆 a 幡 tIvestudytodetenm 五 e ぬ osewhichmaxc な ⅠⅡ㌍ s ぬ b Ⅲ け ・Ⅲ 1 
batchesoftestmdcon 丘 pol 頒 tlcle 血 x 血 res 町 etobereta 面 edevenif ぬ ey  a ㏄ 
prepared  d 皿 y   

" ザ                 Formedic ぬ econ 血 杣 ued  devices,howc 伍 nc 廿 lom 血 g  ofa  皿 stabill de ㎡ cewith 呼 bedemo 伍鎚 び ec 市 mtea ca 廿 o 抽 於 ymoreeffectively d ℡ 血 g  m  肪 vivo ぬ mby 
nonclinical《tudy? 

The@stated@procedure@is@acceptable   

ゆ Thecostofche ㎞ caIaSsaydevelopmentmdassayofdosage ぬ Ⅱ㎎ pnorto 
conduct 面 ig  acute  s 血 diesf 虹 excee 山山 e  costofdo 田 g  血 e  expe 「 iment.  Will 曲ぬ 

con6lrming  伍 eweig 九五 g,m 汝田 g  抽 d  adm ㎞ s 廿 rradon  of ぬ etesta ㎡ clebe  co 邱 iderd 
su 田 cient? 

No. Thetest 荻廿 clemustbesufimclentlych 領 @actenzedtoensure ぬ at 市 es 宙 me 紅血 cle 
lsused Ⅲ anytu 「 市 e 「 studles. 
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  つ 。 5 Does：DA‘xpect‖’irm》o…onduct〕ong-term《tability》ests｛n》est‖rticle-carrier mixtures,『hich‖re「sed『ithin‖‥ay｛f｝reparation? 

The 缶血 m ㎎ tdeten 田面 ethestab 田り of ぬ emixt ℡ esover 田 epen ㎡ of ぬ e Ⅱ use   
The  GLPs 氏 quireretention  ofsamplesofaIlbatchesoftesta 「 nicle-caI 「 herm 攻抽氏 s 
椅 rs ぬ dies 由 atlastlonger ぬ an  4  weeks.  Theregulationsdo  notrequ 廿 e  stabili け 
stu 田 eson  such  samples.  Sa 血 plesplaced  血 sto 照 gemay  be  皿 a け zed  が no 田 cally  to 
determ 血 e 田 eirusemlsto ね ge  l 倹 ・ 

、 @      .. A 血 Icorrect 田 ㏄ suming 由 at 億 echemicaltes 血 g  doneby 市 esponsorto 
characterize@the@test@article@is@not@covered@by@the@GLPs@when@the@test@article@is 
subsequent け subm 俺 edt0ac0ntmctlab0rato Ⅴ asablind  smlple め rsa 驚 け tes 伍 ng? 

TheGLPsdo  notcovertheb ㏄ jcexpIo 血 itorychemicaltestsdonetode 「 ive ぬ e 

speci 伍 cationsof 士 etest 照 icle. They  do  coverthosechemicaltes 宙 doneon  discrete 
batchesoftest 柱 rtIcleto  detemu 田 eidentl け ， streng 山 ， p ℡ ニけ andcomposi 廿 on. 

7.  Does 田 ep ぬ ase"miX 血 res0fa ㎡ cles 町 ldc Ⅱ dew"alsorefertosolu 廿 or は接 ld 
suspenslons,e.g.,asolutionofatest 領甘 clem 伍 stllIedwater? 

Yes   

び F0racute  s 山山 es,isitneces 軽 y  めァ 市日 abo 典 to 守 to  杣山 が eeach  batch  0ftest 
れ廿 cle モ荻 Her 山杖 抽 Ⅰ epHort0dosing 億 etestsystem? 

No. Un ぬ rmi け of 山 e 爪杖 ぬ remustbe ㎞ nown 皿 dpe 「 ho 田 cbatch 皿田 ys ㏄ needtobe 
done   

9.  WillWlll 山 alo 糾 essuch  ㏄ 血 s 皿 drecent 面や e 田 on 田 ex 睦 「 henceb 血 ga ぬ utsubs 血 ltlve 
chmges 田ぬ e 血由 reWlatlons 血 @OughFDAinitiatedproposedmlen 血 ientS?  What 
chmees 打 emfaClpated  m  thereserVesm.pleretentlon  requlrementS? 

TheAgenCyd ㏄ snotbelievethe 血ぱ a 毎 vetoch 皿 ge 市 eGLPsres 偲 両市 FDA. 
Petitions ぬ rch 皿 gemaybesub 血 ttedto 市 eAgency  山 accordwi 山山 e2lCFR 
10 ・ 30 ・ Aswasmentioned  at 比 e  mee 血 g,the  Agency  Feco 煕 es 田 at 伍 e  氏 se Ⅳ e 
s 田 Ⅱ plereten は onr0qI1 玉Ⅰ ements 荻 eeXte ㎎ ive 荻 )dexpensjve 君血 d  ape 廿仮 on  ぬ rchange 
would@be@conSdered   

せ 0 ， ・， 坤 『 concen hat 糾 旺 jdeunescm  ation  血 ysesshouldbemade? beused  by  ala ぬ mt0%  0rsp0nsor 田 deci 血 lgh0w  氏 quently 
TheAgencyh 養 notestablishedgulideljnesw ㎞ reg 荻 dto ぬ e 仕 equency  ofpe 「 io 伍 c 
re 荻 lalysisoftest 町代 cle 弍毎 mermjx 血 res.  Enough  batchesshould  be  毎 l 杣 ) 化 ed  to 
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assure  ぬ at 田 e  testsystems 町 e  being  exposed  to  the  qumtltlesoftestarnicle  jn  the 

specified@protocol   

1l.  How  long  mustoneret 曲 lsamplesof た ed  used  in  nonclinic 由 l%oratory  studiesmd 
should  市 ey  be  丘 @Ozen? 

The《ample〉etention｝eriod‥iffers’or》he」arious〉egulated｝roducts‖nd》he｝eriods 
are@listed@in@section@58.195.@ Feed@samples@need@not@be@frozen@for@storage   

12.  Ⅵ 伍 atisthe  def Ⅱ 市 on  ofc 紋 ㎡ er? 

Ca ㎡ erls ぬ e  mate 「 halwi 田 which  ぬ e  testannIcIeism 侠 ed  騰 rad 血 inistra 廿 on  to  ぬ e 
testsystem,  Itc 抽 befeed,water,soIvents 飢 ud  excipientsdepen 田 ng  on  dosage  form 
androuteofadmmls 血 tion. 

  
， 13.  Oncestab 田け ofagivm  concen 廿 a%0nofatesta Ⅰ 6cle-c 荻 Herm 汐 t ℡ eis 
substan Ⅰ iated,is れ necess 荻 y  to  estab Ⅱ ;Sh  astabl Ⅱ ヴ pro 且 le  ぬ reach  batch  at ぬ at 
concentration? 

No ・ Stability@need@be@determined@only@on@a@single@batch@of@test@article ・ carrier@mixture; 

however ， periodic@reanalysis@to@determine@concentration@must@be@done   

14.  Inthecou Ⅱ seofa  l4-C  は ssueresidues 抽 dyin 伍 e ぬ rgetanU Ⅰ n 杣 ， isltnecess 荻 、 yto 
re ぬ ln     

a.  asmlpleof 伍 e  14 。 C  l 朽 eledd Ⅲ g, 
b.  s 町 nplesof 億 e 山 et た dcon 甘 Dl 打 ldeXpehmen ぬ 1% Ⅱ 血 als, 
c.  鍵 mplesof ℡ 伍 e  蝕 d  た cesaf ㏄ comple 仮 lon  of ぬ eanalyses, 
d.  smlplesofcollected  hssuesaRerc0mpled0n  of 山 e  皿 alyses, 
e.  ifthey  mustberet 泣血 ed, 驚 rhow  long? 
f.  iss 廿 nnil 虹 s 往 npleretentionnecess 接 y  whendo 血 g  "cold"tlssueresiddues 抽 dies 下 
""9 。 。 """"" 

Alls 血 Ipleslisted  面 a.d  卸 d  f あ ove  should  ㎏ retained  ぬ r 億 e  tennlisted  in  section 
58.l95. 

15    Ifaba け lery  ofdi 昂 ㎝ enttestson  a  subs 牡皿 ceis.be 伍 g  conducted  by  di 億 erent 
cont ぬ ctorS,isitnecess 荻 @y  to  九皿㏄ plicate  stabil1 け荻 nalyses 丘 om  each  町 )d  every 
contractorespecially  when  long-tem  stab 田け hasbeen  documented  ぬ r 億 e 
subst 皿 ce? 

N0 ・ Once  stabi Ⅱ ウ h ㏄ been  deterI Ⅱ ined  in  accord  ) 内山 g ㏄ d  scie Ⅱ ce,itisn0t 

necessarytocontinulaIlyreplicate ぬ es 毎 blli ヴ determl Ⅱ rna Ⅰ on. 
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SUBPARTG 
PROTOCOLFORANDCO № UCTOFANONCLINIC 虹 L 佃 OMTORYST ⑪ Y 

58.120  PROTOCOL 
58.130  CONDUCT  OF  A  NONCLINIC 虹 LABOMTORY  S ℡ Y 

1.  In  asmuch 養 0nlywethssues,blocks 抽 ds は des 荻 enecessW  toreconstmctthe 
histopathologic あ pectsofas 憶 dyby  a 市 irdp 荻呼 ， 荻 ew お且 ennotes,tapes,etc. of 
thehistopatholo 目 st.s 田 oug Ⅱ tpr0cessin  a ㎡ V 面 gata 月 m 田亡 epo 且 leg; 仮 l Ⅱ ately 
considered  "raw  data"in  宙 epresenceofasig 皿 led  皿 ddatedfnn 杣 repo 「 t?Does ぬ e 
Agency  havetherlghtto  inspect 市 e 而 tnen  notes 丘 om  thepatholo 伊 st? 

Raw‥ata（n》his…ase,〉efers｛nly》o》he《igned‖nd‥ated’inal〉eport｛f》he 

patho 油団 st. Agency  下 ves 廿 gat0w  maywishtoeXam 市 e ぬ e 田 te ㎞ notes 紅血 repo 丘 s 
in  an  a 甘 lemptto  ヰ peconsmctthe  study  butnotto  second-%ess 士 e  scienti 丘 lCprocess 
used  Ⅰ (O  aIrive  atthe  fnnalreporn,  Ⅰ№ eGLPsdo  notrequire  that 山 ese  市 tenm  repo れ s 
and  notesberet 血 ed. 

2.  Whatisc ㏄ト地 ered  to  beraw  da ぬ田 computersystemswhen  田 e  da ぬ isgenerated 
丘 om  djc ぬ ted  re 鍵 lts? 

Transcribed‥ictation ， which”as｜een｝roofread‖nd…orrected’or》ypographical・ 

甘荻 lSCnP 毎 On  e 血 O 俺 ， 1S 「 aw  data   

3,  DotheGLPsrequire ぬ attheprotocol ぬ mendedtorefnect ぬ eac ぬ als ㎞ lg  date 
ofthestudy? 

Yes,thisjsac 「 dtiCalpjeceofin ぬ m は 廿 on,w 田 ch  shouldbe 田 pplied  bywayofa 
ぬ Ⅱ malp ァ not ㏄ o¥ 挺 nen 山 nent   

4.  Itissaid  市 atraw  da ぬ may  be  皿 y  venf ㎡ exactcopy  of ぬ e  orlg 田 al ぬ ta.  血 a 
c0mpute ぬ ed 眩 tasy5tem  whe で eda ぬ isputd 辻 ectlyondisc 田 enceto 伍 pe,what 
documen ぬ Ⅱ 0n  of 田 epro 肝を皿 pe ㎡ om 下 g 血 s 丘 ms た ㎡ srequj 氏 dto  朴 s ℡ e 田 atthe 
tape…opy（s‘xact? 

℡ estan 面 @d  opera ぉ ngproced ま es,which  covercomputeroperations,shouId 
descrlbethecomputer 鱒 0 卿 mdtheprocedure ㎎ edto  ass ℡ e ぬ eproduction  of 皿 
exact》ape…opy   

5.  Ifrebrnla 伍 ngof む taisdone ㏄ p 蕪 0f 億 e 甘 ms ね rdeschbedin  que 繭 0n  4  a ぬ ve,is 
士 enew  Ⅲ en0tmw  dataeven  は all 曲 ta  is 廿杣 s ね %ed  in ね ct 杣ぬ 0u 曲面 adi 佃 erent 
o で 9 皿 1 ぬは on? 

meAgency  c 行 lnotprecisely  荻 lswert 面 sques れ 0nWjTout 伍 Ⅰ 廿 lerdet ぬ %  of 田 enew 
da ね fon Ⅱ at   
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One｛f》he》esting‥eficiencies’ound（n》he‘arly、gency（nvestigations｛fnonclinical 
studies@was@protocol@changes@that@were@made@without@informing@the@sponsor ， The 
ch 簗 gespre り u 山 ced  由 evaljdj ヴ of 田 es 山山 es.  AccoIdjngly, 田 e  GLPsrequire 由荻 
each@study@have@a@specific@protocol,@which@is@attested@to@by@the@sponsor ，   

13    Theidentity  oftheind ㎡ dualcollec Ⅰ ngdataentefed  intoacomputercan  berecorded 

viatheuseofacode ㎞ own  only  tothe 血 dividualbutdirectly  identi 印面 g  市 e 
ind ㎡ d ㎎ l;s Ⅱ Ⅲ㎡ 1 y 伍 eident け of ぬ e 市 d ㎡ duals ㎡ tnessing  orreview 血 g ぬ e 田ぬ 
c 杣 berecorded, Is 血 sacceptable? 

Yes,》his｝rocedure（s‖cceptable ， The〔ey》o》he…ode［ust｜e［ade‖vailable》o 

Agency@investigators ， Do@note ， however ， the@final@GLPs@do@not@require@that@data 

entries@need@be@witnessed@by@a@second@person   

14.  Does 市 e ぬ llow 伍 g  proposalon 血 taent 卍 to  computer 丘 lessa6s ウ山 eGLP  intent? 

Dataisenteredt 血 @Ouehkeybo 荻 @d  comnm ホ mdstored  面 a"temporary" 
computernnlew 油 accomp 飢 y 田 g  血 te,t ㎞ e,md  皿田 ystcodes. Themalystmay 
betechmici 皿 levelperSomel, At 億 econclusion  ofasetofobserVahio ㎎， no 
more  thm  one  由 y,swo 拍 ㌔ 田 eda ぬ 五山 e  "tempormry  億 e"js 氏㎡ ewed  by  a 
scientist( 田 isperSon  may  ormy  notbe 億 e  ㏄ me  perSon  who  entered  田 e 
one 田 al 瞳 ta) 皿 d  "coIrected" わ rany  t 押伍 g  ore ㎡ 巧 /errorS. 仏山 enitis 
det 節也 血 ed  伍 atthe  億 ta  打 e  cor 氏 c ち田 e  da ね町 e  tram ㎎ ね ITed  to  a  "pe 前 lment" 
computerf6le, Only  au 宙 oH れ d  膵 rSonnelmay  m ぬ ech 簗 gesto  伍 e  "pennlment" 
且 1e   

No  audit ぬ illskept 椅 rchmgesto  "temporary" 皿 e. 杣 Q.Ch 皿 gestopem 曲 nent 
fhle 町 er ㏄ orded 下 ach 領 ge 卸 ewi ぬ appropnate 面体 perSonnelcode,md 
commemtsreg 荻 d 市 Lgrea 粟 n  ゐ rch 簗 gemdong 油団 mW. 

No. 刀廿 sme 士 od  wo 田 dpe 山市 unau 田 o 曲 ed 毎 Ⅲ 睦血 gwi 山山 etempora Ⅴ fli  e 
be 驚 rethe 典 w  曲ね虹 etrans た Ⅱ edto 田 epem 抽 mentfile   
15.  When  sh0uldap Ⅰ otocola 血 en 市 Ⅱ entis 帥 e?  Sh0uld ミ tbe 養 s ㏄ n 養 possibleorcould 
a〕ist｛f‖ll‥eviations’rom‖｝rotocol｜e｝repared‖t》he‘nd｛f》he《tudy? 

If 伍 ede Ⅵ atlon  仕 om  田 eprotocol 遮 lntended  to  bepermlanlent, 伍 eprotoc 刮 shouldbe 
mended  笛 s ㏄ n  ㏄ possible. If 市 edeviation  ism  error,itshouldbepromptly 
corrected 旭 dnotedin  由 eraw  da ね   

16    Section  58.120desc 「 hbesas 田 een-p 荻 protocol 如 dsec 廿 non  58.185des ㎡ besa 
飴 u 血 eenp 荻 ⅠⅡ n 杣起 po 「 n, Mustallof 田 esebe 田 eluded  ㎞ prot ㏄ oIsandrepo 尭偽 r 
LD  50 ・ s 皿 dothersho 「 n-termltes 尽 ? 

Yes   
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24.@ What@is@meant@by@the@statement@in@section@58.120(a)(12) ， W@ich@pertains@to@the 
method@by@which@the@degree@of@absorption@of@the@test@and@control@articles@by@the@test 
system『ill｜e‥etermined? 

The@GLPs@do@not@mandate@that@absorpti   n@stud*   s@need@be@done,@or@which@kind@of 
study@is@satisfactory ・ The@GLPs@do@require ， however ， that@the@protocol@describe@the 

me ぬ od  used  辻 oneisnecessW  to  achievethe  s 抽 dy  o ㎏ ectjves   

25    Ple ㎎ ecl 田 砂山 eissueofhavingtoprovidere ㏄ ons 驚 Ⅰ 皿 correctionsto  dataen ㎡ es   

Itseemsu 憶 easonabIeto  requirerea5ons だ for"obvio Ⅸ "errorco 血 ectlonssuch  ㏄ 

田 lsspd Ⅰ mgs, な msposednumberS, 館 dWrongye 簗 e 田 y  lnacalend 荻 ye 町   

Itmust 氏 remembered  田 at"raw  血ぬ "isb 養 ically  面 eresul 尽 ofo 「 iginalobserVations   

Thus,thewrongye 打 isnot 曲 w  data な lde 接 lbee 養皿 y  corrected, Misspelljngsmay 
ormay  notbeIaw  datawhereas 市 allprobabi Ⅱ ヴ numberS 餌 @ermw  data. ℡ eAgency 
beIleves 廿胆 titissomet ㎞ @lesdimf Ⅰ CCult № rasecondp 町け， such  astheperSonnlelin  your 
qualj ヴ俺 s 田沖 lceu す Ⅱ t,todis 面 lg ㎡ sh  "obvious"em@ors. Consequently, 田 eAgency 
伍 sists ぬ at 囲 lco Ⅱ @ectlo ㎎ to 「 aw  dataen ㎡ eeSbemustl 丘 ed. 

26.@ How@and@to@what@extent@is@the@selection@of@the@test@system@to@be@justified@in@the 
protocol? 

Usu 杣 ly, 田 e  testsystem  isselected  a れ uerconside 典廿 on  of 市 e  s ぬ te-of-me-artof 
toxicol0 部『 tes は lng  田山 e  接 ea  of 田 terest. Thlep ヰ COtocolneed  notconta 伍 extensive 

ⅠⅨ 仮丘 ㏄ 仮 on. 

27.  Areweexpectedtola 氏 l 杣 lspecjmens(e.g. se Ⅲ 血 ， bIood, 睡血 e,tiSsueslides)wi ぬ 
their@exact@nature? 

Yes. Such 田ぬ Ⅰ mah0nisuse ぬ Ⅱ np 蹟 ven 伍 lgm 欣 -ups   

28.  Whyd0es"testsystm Ⅱ Smdy,nat ℡ e 杣 d ぬ teofc0Ilecd0n"havetobel0cated0n  a 
specimen@container?@Can@such@information@be@coded? 

Specimen  re ねト to 簗 ly ⅡⅡ ten 杣 denved 丘 @om  a マ I<estsystem  俺 rex もⅡ山頂 ね on  or 
皿 alysis. Consequently,bloo 屯 tissues, ℡ 下 e, 毛 ces,etc. 荻 econside ㏄ dto  ㎏ 
specimenswhosecon ぬ師 erSm ㎎ tc 荻 Ty  ぬ e 氏 甲丘 ed  labelin ぬ血 la 仮 Mon. Such 
滝 ぬ田畑 ぉ onw 皿 helpp 叢 eludemix-upsin ぬ esubsequenth 町田 ing  of 田 espec 田 lens. 
Accession  nu 血 ㎏ お orcodenum ㎏ 俺 ㏄ 且 beused  め fsa 山 pIesof 斗 ec ㎞ e び ， w 市 ch  坤 e 
su 可 ectedto 血止 erm 柑 ysis. Forexampie, ㎞ histopa 伍 o10 打出 eexcised  丘 xed 仮 s ① e 
jsaspecimen,wm ぬ m び tcarry  all 由 el め elin ぬ 前 lahon, However, ぬ ebloc ㎏ md 
slidesprep 領 ed  f 「 Om  t № ttls 帥 ecould ㎏ identi66edbyaccession  numberS.  Simi Ⅰ aarly, 
jntiSsueresidue 皿田 ysis, 市 eexcisedtis 田 eisas 匹 cimen;whereas,tiS 田 esamples, 
which 頒 ehomogenlZed 簗 dothe Ⅳ riseprep 酊 ed  ぬ ㎡山山 eranalysis,arenot 
specimens 田 adneednotc 簗 Ty/f 法 11llabeI ， 皿 9   
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S ㎎ PARTJ 
RECORDS、NDヽEPORTS 

58.185  %PORTINGOFNONCLINIC 虹 L 佃 OMTORY  STUDY 
RESULTS 

58.190  STOMGEAND 旺 T ℡ VALOF 鯉 C0%S 棚 DDATA 
58.195@ RETENTION@OF@RECORDS 

What@types@of@storage@conditions@are@required@for@the@storage@of@retained@specimens? 

The@Agency@has@not@developed@guidelines@for@storage@conditions ， The@Agency@does 
not@expect@heroic@measures@to@be@used ， but@conditions@should@be@reasonable@in@light@of 
the@nature@of@the@spe Ⅰ     men ， Storage@conditions,@whi   h@foster@accelerated 

deterioration ， should@be@avoided   

In  sec Ⅱ on  58.185, 亜 isstated 山 attest む ldc0n 廿 o1% 廿 cleiden ぉ丘 ㏄ ぱ on  荻 ld 

characte Ⅱ 及 @tion  mlbt 叩 pe 町 inthe6ma け ep0 は sigIledby 市 es ぬ dy  田エ ector. 
However,ifthes 抽 dy  d 廿 ectorisaf 五 uatedwi 血 acon 甘 actlaborato ヴ， h ひ sheh 養 no 
need  to  ㎞ ow  such  de ㎡ lsofaprop Ⅱ etW  test ㎡ cle. Doyou  a 鱗 ee ぬ atsuch 
in ぬ ⅡⅡ a は on  c 打 )beappended  to  ぬ e 伍 l 杣 repo れ by  ぬ esp0nsor Ⅲ 億 erth 荻 lbe 
providedby  thes 抽 dy  d 廿 ector? 

Yes   

Isthesto 皿 geof 荻 c ㎡ va い mteHal ㈹ ssues,slides,raw  da ぬ )theresponsib Ⅲ り 0f 伍 e 

testhg  labomto ヴ 0rc 帥 Ⅲ sresp0nsibilW  beassi 伊 edto  ぬ espons0rof 血 es 抽 dy? 
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IfaspoI は ora 鱗 eest0ch 荻 acter Ⅴ e む ld5to て etest 打 な cle5subml は edforS 憶 dytoa 
conl ね ctor,must ぬ ec0ntmcto て alsove 皿な thech 簗 actenza Ⅱ on 荻 ldp 旺 ovldesto ぬ ge 
めて 士 etest 征毎 cles? 

No,but ぬ e  contractormustlden 廿 ゆ山 e  sto 市 geloca 廿 <On   

W 万 atis 田 e"completion 血 te"ofanonclimicallabo 憶 tory  師 ldy? 

The@completion@date@is@the@date@that@the@study@director@signs@the@final@report ・ Some 

discretion@must@be@used@however ， since@the@protocol@calls@for@a@proposed@"completion 
ぬ te."  ln  thiscase, れ w0uldbeadequate 驚ァぬ eprotocoltolistacompl0 行 on  date 騰 r 
士 heinvivoph 俺 e 餌 dqu れ Ⅱ ウは鏑 such   
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6.  Withrespectto 荻 chivalmate 「 iaI,whatisrequiredtobe Ⅱ stedas 伍 edateof 市 e 
s 巾 dy? 

Thesmdydatewo 田 dbe 由 e ㏄ me ㏄ ぬ ecom 可 edon ぬ teof 伍 es 抽 dy   

7.  Doa Ⅱ s 抽 dieson  atest 荻お cleneedtobesubmi は ed  in  suppo れ of 抽 lapp Ⅱ ca 廿 on  ぬ ra 
research@or@marketing@permit? 

All@studies@need@be@submitted ， however ， not@all@studies@need@be@conducted@in@accord 

wM  theGLPs. Thlecon 舶 ormmnga 血 endmnen 侭 provide 田 atas ね te 典 entbe 面 eluded  市 
山 esubmissionwhlchiden は且 eswhlch  s 憶 dieshavenotbeen  condulcted  血 co 山村正Ⅱ ce 
withtheGLPsand  theextentof ぬ enon セ ompIlance. 

8.  Whatshould  be 田 cluded  in  thesigledmd  血 tedrePnsof ぬ e 田田 vjdu 田 scientists 
pa 「 tlcipa 面 ig ㎞ thes 抽 dy? 

The 且 nalrepo れ prep 穏 edby  thes ぬ dy  d 廿 nectorshouldhaveappended  to  ita Ⅱ reports 
Ⅶ㎡ 甘 enbyo 伍 e 亡 p をⅠ 廿 cipating  scientis ㎏・ These Ⅰ nepo 珪 :Ssho 田 d  conta 田 s ㎡ 五 cientdeta Ⅱ 
to  enablethes 抽 dy  d 廿 lectorto Ⅴ @ntea 伍 n 杣 repo 「 n,whichrefnec 億ぬ eresultsof 市 e 

s 杣 dy   
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provisions｛f》he；LPs ・ Noncompliance『ith》he」arious｝rovisions ℡ ℡ st｜e 
evaluated@in@the@context@of@the@ent@e@laboratory@operation@and@the@kinds@of@studies 
being@performed ， Thus ， a@violation@of@a@specific@provision@may@be@critical@for@one 

㎏ borat0%  do 市 g № ng-te ⅡⅡ s 抽 dies 田 ldnot め て㎝ 1o 億 e Ⅱ aborato 巧 @Cngagedin  sho 丘 

term@studies ，   

3.  IfalaboFato7  %  disqu 田五 Ⅱ ed,how  longd0es 田 e 田 Squ 出 i Ⅱ cadon  last?  Underwhat 
con 田 tionsd ㏄ sre 伍 statementoccur? 

medisqu 荻 nca は 0n ㎞ l1l ぴ t ℡Ⅲ 伍 ela ぬ mto 甲 subm ㎏ inWithgto  田 e 
Commissioner,〉easons’or〉einstatement　     cluding‖‥etailed‥escription｛f》he 
co Ⅱ ectlveac 甘 ons 丘 h ㏄ ぬ kento ㏄ su ブ ethat 伍 evlola 血 onsw ㎡ chledto 
disqualification@will@not@recur ， Re@     statement@will@depend@upon@one@or@more 
i   spections@which@show@that@the@lboratory@is@in@complince@with@GLPs   

4.  P 符 a 肝 aph2310f ぬ ep Ⅰ eambIetotheGLPsstates:"meorde Ⅰ ofdisqua Ⅱ 丘 ca Ⅱ on 
createsarebu ぬ blepresumlption ぬ atallstudiespreViouslyconducted  by  億 e 侮 cihjty 
荻 eunaccep ね ble. P 酊 a 肛 aph  226state ぷ "S 山田 esconductedat 伍 cihties 伍 at 打 ein 
subst 簗 tialcompli 皿 cewilIbepre ㎝ 血 ㎡ tobevalld."  C ㎝ wepresu 皿 et 臣 ts 抽 dies 
conducted  dU 血 g  apeh0d  when  alab  is わ und  to  ト田 bst 皿 hauy  in  co 山西 mce Ⅵ l 
be  accepted  by  FDA  俺 v 杣 d  even  if 市 e  肱 b0rato 守 isd ぬ qud 市 ed  ata  laterdate? 

Yes,u ㎡ essFDA  develops 面 ぬ Ⅰ 血 a は on  to  市 econt 血 Ⅴ   
5.  Ifacontmctlabo 辺 to Ⅴ油田 Squ 田田 ed  ㎏ causeofa  smdy  pe は or 血 ed  ぬ rone  sponsor, 
whalefnectdoes 面 shaveon  o 田 ers ぬ田 espe 廿 omned ぬ rotherspo 雙 ors?  What 
abouts 山山 esunderway  at 伍 etimeof 伍 squ 田 lnnCa 億 lon? 

FDA  willnot 田 sq ㎎ di 仮 alabo ロ tory  on  田 eb ㏄ isofonejnv 田 id  study   
Disq ㎎ liRRCation  isviewed  asa  mostsenousre 糾 llatory  s 佃 c 廿 on  by  FDA  md  willonly 
be  im 円 sed  when  市 e  ね c 尽 demo 曲血 te 宙 atthe  laboratory  is 而 capable  ofproduc 田 g 
valid  scientif6C 億 ta 館 d  wlllnot 毎 ke  adequaoe  correctIvemeas Ⅲ @es.  面 ぬ e  eventa 
laboratory  isdisqualifRed,allstu 田 esperformed  by  田 e  la ぬ ratory, 田 clu 血 ng  田 ose  田 
pro 肝 ess 打 epresun Ⅱ uedto ㎏ t 胴 acceptableunless 市 espo び orSof 億 oses 抽 diesc 範 

establlsh,to  市 esatis ぬ ctionofFDA,that 由 es 抽 dieswerenotaffected  by  田 e 
cirCullmstanlces 田 atledto 田 edisquali66Ca は Yon. 

6.  Ⅶ atstepsmustbet 荻 enby  FDA  prIortoremov 杣 ofap お duct 丘 om  ぬ em 匪 ket 
becauseofa 呵 ㏄ teas 抽 dywhlchwasplvo 田 to 面 e 俺 ses 苅 lentofsafe ヴ ? 

Ifr 可 ection  ofas 抽 dy  resultsini 睡 u 伍 cientscjen 百行 cdata 碇泊 g  av ㎡ lableto  supPo 「 t  a 
decisionon  sa たヴめ Ⅰ am 打 @ketedproduct,FDA  wA 五 lllinitiate め て 血 aIpro ㏄ ed 血 gsto 
wlthdraw  市 em 荻 ke 百 lngapprovalof 伍 atproduct. Theseproceed ㎞ gs, 騰 Ⅰ 血 @ugs, 
beg Ⅲ wi ぬ ano 廿 lCepublished ㎞ 伍 eFEDE 臆も L  REGIST 毛 R  ofFDA.spropo 粟 lto 
withdraw  叩 prov 杣 se は 田 9 驚丘 h 伍 ebasis わて 山 eproposed  a 面 on  md  a 億 ord 血 g 
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affected@parties@an@opportunity@for@a@public@hearing@on@the@matter ・ If@a@hearing@is 
requested,@affected@parties@will@have@the@opportunity@to@present@additional@facts@at@the 
heahng  め Ⅰ theAgency  toconside て TheC0I11 ⅡⅡ ssioner,sdecisionto  withd て aw  o Ⅰ t 。 

continue@the@approval@is@based@on@the@facts@brought@out@at@the@hearing   
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