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ENFORCEMENT@STRATEGY 

GENERAL@POLICY 

1.@ What@is@the@regulatory@basis@for@conducting@GLP@inspections?@ It@would@seem@that@by 
making》he；LPs〉egulations（nstead｛f“uidelines ， that》he‖ttorneys‖nd‖ccountants 
are@managing@the@studies ， How@does@that@produce@good@science? 

The；LP〉egulations‖re｝rocess-oriented;》hey‖re‥esigned》o‖ssure》hat》he‥ata 
collected  in  anoncli    iCallaboratory  s 加 dy  町 ev 荻 d  簗 d  aCCurrately  re 打 ectthe 
responsesof ぬ etestsystem.  The  GLP  田 spections 荻 enecessW  to  ㏄ sess ぬ e  de 篆 ee 

of@compliance@with@the@GLPs ・ The@science@of@a@study@depends@on@the@appropriateness 
ofthedesl 部 selected  t0  皿 swer ぬ equestionsr ㎡ sed  泊め euseof ぬ e  test 荻廿 cleas 
we Ⅱ asthe  so Ⅱ ndnessof 由 e  conc № io 邱 draw の丘 0m  me  da 掠 collected  in  ぬ e  smdy   

℡ e 於 ses 紬 ent0fthescienh 仮 cmehtofas 面 dy  ismadeby  scien は sts   

2.  DoesFDA  have 市 eauthorI ゆ toaudit 皿 ongoings 憶 dyofaproductforwhlch 簗 

application@for@a@research@or@marketing@permit@has@not@yet@been@submitted@to@FDA? 

A  distinctionneedstobemadebeWeen  劫 auditofas 抽 dy 沖 daGLP  血店 c 丘 on. 

Anau 伍 t 田 volvesacomp ㎡ son  ofraw  面 ぬ w 仙 completedrePorRSto  identi ウ errors 

and  discrepmcies. A  GLP  下 spec 廿 lon  田 voIves ㎝ aSsessmentof ぬ eprocedu ㏄ s 礎 ㎡ 
tocarryoutthes 抽 dy  狙 dtorecordmd  store ぬ edata. FDA  audi は only  s 抽 dles, 
which  haveor 荻 e 下 tendedto  besub ㎞ ttedtotheAgency. TheFDA  wilI,however, 
1ook  aton-go 市 gs 山山 eswhetherornot ぬ ey  田 volveFDA  re 糾 latedproduc ㎏ for 
purposesofdocumenting 田 elabo 市 tory.sa 億 erenceto  GLPs;such  m  田 spec 廿 on 

doesnot,however,co 曲 ti 抽 teadataauditof ぬ es 憶 dy  ra 田 eritis 卸 au 田 tof 伍 e 

‥ process." 

3.  Whathappenswhen  ala ㎏ ぬ t0 Ⅴ㌍ ぬ sestope 血 ㎡ 皿血 Spe ㏄ ionoHts 俺 c Ⅲ ties? 

Ifthelabo Ⅰ ato ワ isacdvely  conduct な lgs 抽 dieson  田 ves は ga Ⅱ on 杣 new  山 Ⅱ 9s, 

inves 廿 ga 億 onalnew  待 Ⅰ 廿 n 杣山Ⅱ 9s,or 憶 ves 廿 ga 廿 o Ⅱ る lde ㎡ ces,re 丘 l5 打 toper ⅡⅡ t 

inspection  isa ㎡ olation  ofsec は l0n  301(e)or(f)of 億 eAct 領 ld  ぬ eAgency  will 伍 ke 
whateveractlon  ね requ 廿 ned  to  compel 伍 spec 廿 IOn, 

Where  ぬ e  Agency  hasre ㏄ on  to  be Ⅱ leve  山 at 市 e  labo 屯 to ヴ is 田地 ctconduc 地名 
noncl 五加 allabo 典 to Ⅴ s 抽出 es,a  l 舛め rw Ⅲ 偲 sue  to  市 e  labo ぬ to り簾 a ㎞ g  伍 atFDA 
wi は notacceptany  出血 氏 s 抽 diesperfoImedby 伍 at 垣 boratory  面 supporn  Ofa 
rese 行 ch  ormarketingapp Ⅱ lCation.  Ifthelaboratoryhasnot,orisnottes ぬ igan  FDA 
regulatedproduct, れ治 alsoadvised  to  contact 田 elocalFDA  dis 伍 cto 伍 ceto 訂 range 

6Oran]inspection  should 億 ey  皿 tlcipateengag 血 gmn  such  sa ねけ testlnlg, 
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4.  Whath 叩 pensif 市ぬ ec0 町 se0fan 而 spechon0facon な actla ぬ rato 守 ， 田 esponsor 

of@the@study@selected@for@GLP@inspection@refuses@to@permit@access@to@the@study 
records? 

TheFDA  面 vestigatorwillselectmo 山 erstudy  餌 dproceedwith  田 elnspection. Ⅱ 

田 estudy  ongmn 皿 y  selectedfor 泣 spection  伍 voIved 飢 FDA  regulatedproduct, 伍 e 

Agencywillpursue 市 fe  ma は mmerdlrecUy  w 地山 esponsor. 

5,  IfGLPre 伊 Ⅱ atio Ⅸ 町 enotre 丘 oactive,w Ⅲ FDA  au 田 tpre-J ℡ le  1979s 抽 dles?  Ifso, 

w Ⅲ FDA  inveshgat0w  Iistn0n-c0r ㎡ oIm 荻 Ⅰ㏄ withGLPson  市 eFD483Noticeof 

Observations@associated@with@those@studies? 

FDA@will@continue@to@audit@pre ・ June@1979@studies@for@purposes@of@assessing@not@only 
ぬ equall け ofapa ㎡ cul 荻 s 抽 dy,butalso ぬ egener 田 pe は ormmceof ぬ elabo 伍 tory 

pnorto ぬ e 億 mewhen  GLP  regulatio 雙 were 億 ， Stproposed  血 Novem ㎏ r1976. This 
isnecessarykca 睡 em 簗 yof ぬ e 山祇， ke 面 gapp Ⅱ catlo ㏄ pend 市 gbeforetheAgency 
contain《tudies｝erformed｝rior》o・   

Whiledevia 廿 o ㎎ 丘 om  田 eGLPswlllbenoted Ⅲ theFD-483 ぬ sociated  輌ぬ these 

s 抽 dies, 市 eAgencyw Ⅲ び eMsmMonm 百 on  o ㎡ ytom 燕 eajudgmentreg 肝 d 伍 g 田 e 

scientI 且 lCacceptab 田け of ぬ oses ぬ田 es 如 dwillnot Ⅸ e 伍 edeviatlonsto  ㎞ t 肱 te 

regulatoryactionagai Ⅸ t ぬ ela め rato ワ ・ A 且 ertheJune  l97gef6ective 面 te,however, 
devia 廿 ons 丘 om  田 eGLPsco 田 d 氏 sult 田 regulato 甲 ac は on  ag ㎡ 郎 tbo ぬ伍 es 抽 dies 
md  面 elabo 血 tones. 

6.  WultheGLPs 叩い ytoasmdy,w 田 chh 公比 encompletedphort0 面 eJme20 ， 1979, 
e 熊 ectlvedate め rwhlch  a 血杣 repor  輌 llnotbeprep 酊 edmtilafRer? 

TheGLP  re 糾 latlo 曲比 cmleeffectiveJme20,1979. 簗 d  伍 osePo 「 dlo 養 ofs ぬ dies 
山 id ㏄ way, 俺 of 田 atdate,even  廿 o ㎡ y  血 e 田租 lrepo 珪 ， bec8%e  sub し eectto  伍 e 

regulationsat ぬ at 廿 me   

7.  Willa  l 朴 o 尊 t0 ワ engaged  田 test 田 g  れユ ⅠⅠの A.regulated  productbe  sub Ⅰ ectto  a  GLP 

inspection  ifareseaaIrch  orm 酊 @ket 田 g  app Ⅱ uCa 廿 mon 卜養 notbeen  sub 巾 I 廿 edto  面 e 
Agency,e.g.,anew  comp 簗 ly  develop 下 gits 丘 「 stprodu ㏄ ， ? 

Gene 血 ly  spe ㎞ g,FDA  面 spectsonly 市 oselaborato 「 ies,whlch  haveconduct ㎡ 
s 山山 essubmlttedto ぬ eAgency. FDA  s 接 @Onglyadvises 荻 ly  laboratorywhlch  血 ten む 

to‘ngage　     the《afety》esti   g｛f‖〉egulated｝roduct,‖nd『hich”as］ot｜een 

previously@inspected,@to@contact@the@local@FDA@district@office@and@request@a@GLP 
inspection ， 

8.  WillFDA  accept 面ぬ 丘 om  a  s 憶 dy  notconducted  in  accord 町 Ⅰ Ⅰ ce  ⅠⅤ宝田 GLPs ぬ Ⅰ 

regulatorypu や oses? 
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Even 億 ou 睡 as 抽 dy  hasnotbeen  conductedtotally  in  accor ㎞ ce 切面 GLPs,FDA 

may  accept ぬ edata 仕 @Orn  such  as 抽 dyifitc 旭 bedemons ぬ tedthat ぬ e 館 easof 

non-compliancehavenotcompromisedthevalidi ウ of ぬ ats 憶 dy. Asaspec 団 

corol ㎞ y  toth 玉 pdjcy,FDA  wlIlt 荻 enoteofposltlvef 油田Ⅱ gsoftoxicj け田 as 抽 dy 

even  thou 囲め atstudy  wasnotconductedincomp Ⅱ mcewi 田 GLPs. Ⅶ lea 
technlcallybad  studycm  neverestabllsh あ senceofa 興ね け rlsk,itmnay  es 伍 bhish  the 
presenceofm  unsuspectedh 酩酊 dofuntow 荻 d  effect. 

g.  Wherecm  田 e 血 natjonW  ImpactAssessmentRepo 「 t  OftheGLPs ㎏ ob ㎡ ned? 

By  wnt 田 gto  山 e:  He 打打 gClerk 
Food  and  D Ⅳ gAdm 血 stration 
5600FisherSL 皿 e 
RockvllIe,h の 20857 

10    How  doesFDA  protect 血 econ 丘 den 廿皿け ofv 杣 uableco 血 mercjalortradesecret 
informa 廿 on  given  to 荻田 vestlgatord ㎞ gaGLP  ㎞ spec お on? 

FDA  employees 町 e 氏 quiredby  s ぬ山 tetoprotectthecon Ⅱ dentl 田 i ワ ofany  t 典 de 
secretorcon 伍 den 廿 alco 皿 me ぽ土田 Un ぬ ma 廿 on  which  ぬ ey  m 」 ay  acqu 廿 e  血宙 e 

pe ㎡ orm 旭 ceof 伍 e 旺 du 廿 es.  ℡ 睡 any  ぬ de  see 寅 t 五 %rmation  whlch  飢 FDA 

investIgatormay  r ㏄ eive  丘 om  a  la ぬは itory  be 血 g  田印 ected  isexempt 血 m  publlc 
disclosu ㏄・ Wqlenever 田 eFDA  receivesa  F 起 edom  oflnf@ormation  Actrequest 偽 ra 

copy  of ぬ e  labo の to Ⅴ 市 spection  氏 po 祇 拙下めⅠ 血 a 廿 on  w ㎡ ch  ぬ l1s ℡ der 山 e 

de 丘 n 田 on  of ぬ de  secretorcon 丘 den れ目 com 血 e ㏄ 田 i ㎡ orm 肱廿 on  w Ⅲ㎏ p ℡ @ged  f 「 om 

伍 e  repo れ be 面 re  it.sreleased   

Fromap 典 ctic 杣 st ㎝ 串 o 血 t,the 氏 isa" 餌 ay 荻 ea."of 田ぬ 田辺 tio 軋 w ㎡ chmayormay 
not 梼 p 「 ivileged  m ㎡ orm 靭 itlon. FDA  persomel ㎡ llmnakeevery  effo 「 n  todetem 面 e 

whe 山 ㏄ 伍 erulesofconfidentl 皿け や ply  in  suchc 埜 es, ThlefnnaIdecisjo 几 however, 
willbeFDA,s. 

1l.  WiU  FDA  re ㎡ ew  non-GLP  s 抽出 es(r 杣 ge-% 曲 1g,explo 憶 to ヴ s 山山 es) 下田 eco 宙 se 
ofconduc 血 gGLP  msS 内 c ぉ onsofs 市 ㎡ es 田 tendedto ㎏ 鍵 b ㎡は edto  市 eAgency? 
Thisisofp 荻 icul 荻 concemm  inprotec 血 gpropne 牡 ry  rese 虹 ch  data. Wal 山 e ㏄ bem 

oppomni けぬ r 伍 ei ㏄ ぴ cted 伍血 todom  FOIre ㎡ ew  be ぬ 碇山 e 血 al 下 s ぴ c 廿 on 

repo れ is 璃 ntnen? 

PDA@may@review@on ・ going@non-GLP@studies@as@described@in@question@23@on@Subpart 
A@and@question@11@under@"Inspections ， " 

The 伍 Spccted  丘 Ⅱ n  may  not ァ eview  a 山 aR  面 Spec 丘 on  穫 p0 れ forp Ⅲ P0ses0f 
iden 廿仮 ing  w № tshoud  notbe 村 e ㏄ edmderFoI.  Even  はぬ eAgency  ぴ rIIli は ed 
Ⅲ is,which  itdoesnot,the ぬ ct 田 at 山 e 氏 po 「 n  W 笛 madeavailableto  someoneoutside 
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the、gency『ou Ⅰ   immediatoy［ake》hat‥raft‥ocument‖vailable’or｝uUic 
disCosure@under@the@provii   ns@of@the@FoI@regu Ⅰ   tions   

12.  W Ⅲ ぬ rei 卸 hborato 「 hesbe 田 spected  to  dete 巾 n ㎞ e  ぬづ rcompliancew 血 GLPs? 

Foreign〕aboratories ， which…onduct《tudies《ubmitted》o》he、gency ， will｜e 

inSpected  皿 d  held  accountable  to  thesame  GLP  requiremen 侭 ㏄ U.S.Iab0ratohes   

While@FDA@has@no@authority@to@inspect@foreign@labs ， the@Agency@has@adopted@the 
po Ⅱ cy  ofnotaccept ㎞ g  data  丘 0m  any  Iabo Ⅱ ato ヴ (domes は co てわ rei 伊 )which  re 伍 ses 
to  permlt 接 Ⅰ 血 spection  of れ s ぬ diUtles. 

13.  Whataccordshavebeen  made  w れ hfborelegn  countriesreg 打出 ng  GLPs 酊 ld 
inspectio ぬ ? 

FDA  hassi 伊 ed  aMemormdumlofUnderst 頒曲 ag  with  C ㎝ a ぬ和 d  Sweden,w ㎞ ch 
commitboth  counthhesto  establish  GLPsmd  皿 inspection  system. Discussio Ⅸ， 

which  may  lead  to  s ㎞打打 accords,have ㎏ en  held  wM  GreatBnt ぉ ml 皿 d 

SwilzerI 卸 d.  In も rmalexpresSlonsof ㎞ eresthavebeen  received  丘 om  other 
counthhes. The  long Ⅱ 皿 geobjectiveof ぬ esebilatemmlagreementsisreciprocal 

recognition｛f‘ach…ountry ・ s；LP｝rogram   

Ⅰ 4    H ㏄ FDA  面 spected  itsoW Ⅰ㎝油団 rese 荻 @Ch  侮 clu 丘 les ゐ Icompli 簗 ce  ㎡ 伍 GLPs? 

  O 伍 erFederallabornto 「 hes? 

Yes.  To  血 te,FDA  h ㏄ compIeted  GLP  田 Spec 廿 Kmnsof ・ 杣 li は 荻 Ⅱ ma Ⅰ㏄ se 打 ch  俺 ci Ⅱ 廿 es 

む nd  is ㍼ 蕪 Ⅱ S  st り sto  bn 血 g  allitslabo) 典 to 「 iesinto  compliance.  FDA  has 杣 so 

established  contacts 而 th  億 eNm,DoD  籠 d  USDA  め rpu 嵯 sesofscheduling 
mnspec は o ㎎ oflaborato iespe 「 丘 oIm 血 g  s ㎡ e サ s 山山 esintended  to  be  subIn コ %:ed  to  市 e 

Agency ，   

15.  H ㏄ FDA  es ぬ bl 泊 hed  liaisonswi 田 o 伍 erFederalagenciesreg 荻田Ⅱ g  田 e  GLP 

pro 鱗釘 n7 

Yes,liaisonshavealsobeen  establishedw 皿 CPSC,EP ん籠 d  OSHA  埼 rpu や osesof 
伍 ， 伍 enng 由 eobJectlvesof ぬ eGLP  progrmi,schedu № g  m ㎎が ctlo ㎎ ofFeder 杣 

1%oratones 簗 d  sha 「 ing 面 ぬ rma は ， Onre 田 l 面 9  丘 om  伍 eFDA  pro 箪 aml. 
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regulated｜y：DA ・ Inspections『ill（nvolve‖《pecific《tudy《ubmitted》o‖｜ureau｛r 
a  smdy  selected  丘 om  伍 e  ⅡⅡⅠⅡ， sm 岱 terlistwhich  is0finterestto  FDA   

7.@ How@often@can@a@laboratory@expect@to@be@inspected? 

Routine《urveillance（nspections『ill｛ccur‖t〕east｛nce‘very》wo【ears｛r［ore 
frequently@depending@upon@@ndings@of@previous@inspections ， However,@more@frequent 
inspections@may@occur@when@an@audit@of@a@specific@study@submitted@to@FDA@or@EPA@in 
support@of@a@marketing@application@is@required ・   

Either》ype｛f（nspection…an〉esult（n［ore’requent」isits（f《erious‖dverse’indings 
are@reported ・ These@latter@visits@are@considered@compliance@or@follow-up@inspections 
and@are@carried@out@to@determine@if@correction@of@previous@violative@conditions@have 
been  made,   

8.  Wi Ⅲ abontohesbeno 血 ed  in  adv ㎝ ceofm  i 騰 pec6on? 

Because  of 血 e  comentsreceived  d ㎡ ng  億 e  com た rencesmd  ぬ eexpenencesto  date 
w 油ぬ ispro 穿 a 皿 ， laboratorlesw Ⅲ gene ㎡ ly  beno 廿丘 ed  pnorto  m 印 ectlon. 
However,com い jan]ceorspeci 田田 ves 廿 gatlon  吊 spect 泊 nsmaynot ぬ llow  山兎 

procedure. 

g.  Cm  a 肚 bo ぬ to ヴ pos 中 onem  ㎞ spec は lon? 

A  ぬ c Ⅲ け巾 ayat 山 e 廿 meof 五面 alFDA  con 仮 ctrequestapoSt 中 o 皿 Lement. Such  a 

pos 中 onemenntm ゑ yocc ℡ whenpersonnelre 平 0 ㎎ ible ぬ r 由 econductofthes 抽 dyto 
beauditedwillbeun ℡ v 皿 ableat 田 em 毎 cipated 市 spec 廿 on 壷 te. FDA  expe ㏄ stobe 
reasonable 市荻典 八 9 下 g ぬ ran 市 Spec 廿 on 面 te. U 沖 e ㏄ onabledelays 血 sche せ 田田 g 伍 e 

面 spec は lon  willhoweverbeviewedby  FDA  埜 aref 辻田 topermit 組下平 ec 億 mon. 

10.  Cm  alabo ぬ to 呼氏 quest 町田 spec 丘 lon?  How? 

A  俺 c Ⅲ ヴ mayrequestm  mns が c 廿 on  氏 m  ei ぬ er ぬ eloc 杣 FDA  d 偲 ㎡ cto 伍 ceor 簸 om 

FDA  headqu 咀 a 「 ters. However,an)i Ⅱ 5spec 廿 uonw Ⅲ bem Ⅱ i 億 a Ⅰ edonly  wi 山 headqu 坦 ders 「 

concurrence. Consideration  willbegivento 億 ework  schedulesun)derwhlch  田 strIct 
m 荻 lagementisope 典廿 ng. 

Ⅰ 1    Ifalaboratoryisnotpe ㎡ onInmngas 抽 dy  on  簗 FDA  regulatedproductat ぬ et 血 le ぬ e 

investigatoraI 「 hves, ㎡ 1l 市 emn 平 ecfhon  s 廿 Ubec ぴ @ 「 hedout? 

Rout 市 ely,GLP  i 邨 pectlonsarenotscheduledunless ぬ eAgencyh ㎎ receivedaf 面 al 
reporton  aregulatedp で rc@oductorh 養 received  submi 甘 tedp Ⅰ rc@otocols, 田 termm  s 抽 dy 
repo れ s,or ぬ lows 田 atas 血 dy  on  a Ⅰ e 伊 llatedp 丘 oduc Ⅱ s Ⅳ lde Ⅰ Way. In 伍 ec ㏄ eofa 
laboratory  伍 atisnotcurrentlype は 「 nbrmi 皿 Igas 抽 dyon  a て e 部 lIatedproduct 山 e 

laboratory@will@be@asked@to@consent@to@an@inspection ・ The@FDA@@     vestigator@will 
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20.  In  orderf Ⅰ ブてぬ reign  laboratoriesto  comply  w ニ %1h  Ⅰ he  GLPs,do  protocols,s 止ニ ⅠⅠ 1 ⅠⅠ 荻 d 
operating@procedures ， records ， etc ・ have@to@be@in@English?@ Do@FDA@investigators 

b Ⅱ ng  lnte 甲 reterswi 山山 em  lo  review  records 簗仙 data? 

Submissionsto  FDA  血 suppo 「 n  Ofam 行 ket 血 gapplica 仮 on  ぬ raFDA  re ま ulated 
productmustbe 五 Engllsh. Review  ofso ℡ cedocu 血 entsatthesiteof 億 e ぬ ㎞ 國 
ぬ c Ⅱ五ヴ may  necessitatereview  ofdocu 血 entswn Ⅲ en  田ぬ el 血色㎎ geofthecom 呵 of 
ongmn. FDA  doesnotemploy  ㎞ e 中 reterStoaccomp 卸 y  investigatorSon  驚 ㎡ 餌 
lnspectlo 邱 ・ Ith ㎎ been  ourexperIence 田 atperSonsassociated 面山山 el%o 典 tory 

荻 eno 市田 lyfluentin  山 eEnglish  l 旭 g ㎎ ge   

21    % ℡ atk ㎞ d  of 丘 a 田五 gdoes 町 nFDA  inve ㏄ igalorhavewhich  q 低山 丘 es 出 m/herto 

conductaGLP  inspec 仮 on  ordataaudlt?  Does ぬ ejnvestlgator 血 w  conclusio ㎎ 

什 om  hisobserVatlonsreg 打 dingthecompetenceof 田 elabo ぬ tory  orqulall ゆ of 伍 e 

studies? 

Alongwith  educa 廿 on  in  oneof 市 ena ぬ佃 lorphysic 杣 scienc ㏄， 田 e 田 di Ⅵ dul 色 ls 
selected  to  con 血 ctGLP  田 sp ㏄ ぉ onsgener 囲 lyhavehadconsidmlbleexperience 
伍 spec 巨 ng  俺 cilitlesinvolvedin 士 rugm ㎝ nu 俺 ㏄℡「 ing,biologiesproduc 丘 on,medical 
deviceassembly, 椅 odprocess 血 9, 釦 da 田 mgeofotherope ぬ tlonsonpr ㏄ ructs 
re 践 lat 冊 by  ぬ eAgency. In  ad 田 no 几伍 emv ㏄ tigators ㏄ n 血 ct 血 gnonclinic 杣 
1 ぬ 0 曲 to 呼伍 S 煕 c 廿 ons(GLPs)haveundergone 下 te 於 ivet 典正市 9  田面 eno 山 1 杣 

ope 血 tingproceduresofnoncl 血 c 杣 test 田 g  ぬ cllities. Th 山砲五 %gwhlch  伍 cludesa 
伍 llreview  of 田 eAgency,spo Ⅱ ci ㏄ 旭 d  oftheGLP  ㌍ 朗 la 丘 o 憶 Na 亜 on 荻 Center ぬ Ⅰ 

ToXicologic 杣 Rese 沖 ch  accomp Ⅱ ;Shed  atFDA.sNa 廿 o 町田 located  市 P 下 e  Bluff, 
AIkanlsas.  Field  血 ves Ⅱ lgato 俺 打つ enco Ⅲ aged  to  con ぬ ct 毎 ly  resou 迂 rlCe ㎡ 住 廿 Ⅰ l ぬ e 

Agency,i.e.,scien 億 s 休田 ld  o 田 erperSonnlelof 市 ev 酊 iousbu 氏 au ㎎ to  resolve  scjen は Ⅱ c 

ques は @on ト億 atm な y  荻千 se  d 沖つ ng  町 ] 田 s が c 億 on,  B Ⅱ lreau  scientIs 尽 れ ld  not 伍 e 

市 vestigatorS,d 典 w  conclusions ㏄ g 接 d 而 g  田 ecompetenceof 市 elabo は toryof 田 e 

q ㎎ li け of 宙 es 憶 dy 

22.  Doesalaborato ヴ mmagerhave 宙 erlghttoaSk ぬ rtheFDA  investigator,s 
educa 廿 oml ㎝ dexperlenceqMlifica 丘 lonspnortoaGLP  市平 ㏄ tion? 

Ye5,questionsreg 町 6 面 9 田 e ぬ m 楓 いは五 %g,educa 廿 onalexpeRence, ㎝ d  on-thejob 
Ⅱ ぬ Ⅱ 田 g  ofm  in 田 vid ㎎Ⅱ nves 廿 gatormaybead 田 ㏄㏄ dto  士 e 面 vestjgat0FpHortoa 

GLP  jnspection. 

23.  Ⅵ 田 atc 館 alabo ぬ to ワ m 荻咀 ge Ⅰ dowhenheenc0 Ⅲ lters 師 ]FDA  田 ves は gatorwho  is 

overly  ㎝ tago ㎡ 斬 c0funcer ね田 astowhatheislo0ung  ぬ r? 

The  Agency  m 荻 eseve 呼 e 什 o れ to  prom0te  apro ね ssionala ㎡ mde  in  its 下 vestigato 俺 

血 clud № g  spec 団甘 a 市田 g  皿 d  select め n  o 円 nves6gaton  めア億 ispro 穿宙 n,  However, ぼ 

市ぬ ejudgementof 伍 e  Iaborato 甲 m ぴ lager 市 ereisaquesti0n  asto  伍 e  qu 杣憶 cations 
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or‖ttitude｛f》he（nvestigator ， the〕ocal‾DA‥istrict｛ffice‥irector《hould｜e 

contacted ． 

24    Whatassurancedoesafirm  havethatconfRdentlalor ぬ desecret 面的 mation  given  to 

theFDA  面 vestigatorwilIbesa た脾 rdedby  田 eAgency?  № thappe 邱 when  杣 

FOIrequest 驚亡市 e 田 spectionrep0%  isreceivedbyFDA? 

Section  301 ① of ぬ eFood,Dmg,andCosme は cActprohibitsany  empl0yee 丘 om 

revealing  ぬ rMs 伍 eradv 簗 tagemy  in め madon  0b ぬ伍 ed  田山 ec0 ℡ Se0fca Ⅱが ng  out 

his/bherdu は Ues.  Trade  secrets 杣 d  con 丘 mden 行団 co 山風 ercj 田田 騰 Ⅱ 11 ぁ廿 on  町 e  deleted 

仕 om  documentsbe ぬ re  田 ey  触 e  releas ㎝ mderFoI,  Ⅲ spected  伍 msmay  help  by 
iden ば け ing  血ぬ Imla 廿 lon,which  血 ey  co 邱 iderto  be  con 丘 ndentlalwhenitisgiven  to  士 e 

investigator.  FDA  willhowever,exerciseltsoWljudgment, 伍 accorda Ⅱ tCewvithits 
FOIreguula 廿 lonsasto  whethersuch  軌 forma 億 on  may  properly  be  cl 館 sj 五 led  as 

con ね dentlal. 

25.  How  can  copiesof 赤 pec は lon  repo 「 tSbeob ぬ mnedmderFoI? 

lnspec 荻 uon  氏 po 血 mybeobta 田 ed  by  m 面 garequestunderFoIto     

Freedom  ofIn ぬ rma(ion  Sta ㏄ HFI-35 
U.S. Food  md  DmgA 山 nlnis 甘 a 廿 on 

5600FisherSL 劫 e 
  

Rockv Ⅲ e,M 荻尹 and  20857 
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