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Investigator Information Inspection information
Investigator £iF.or Deficlency
- . . N -
1B No Name Location] Address City ]State|Cntry|Postal|Inspection Date | Type | Classification Codes
= Code {definitions)
3995586 Reinhardt, Richard A DDS Univ 40th & LEncoln NE Us £8582 06-Jul-1998 DA NA
' :Nebraska Hcldrege
Med Cir
. Cofl Dent . ‘
382352 ‘Reinhart, Douglas JMD  Mokay 3939 JOgden  UT  US 84409 14-0c-1992 DA VAR 05,06
Dee Hosp  Harmison '
Blvd Box
9370 _ !
A417164 Reinstein, Michael JMD  Forest 4755 N Chicage L. us 50840 08-Nov-2000 :DA VAE [03,05,06
Found Inc  Kenmore ;
Ave .
63423 Reisfield, Donald R MD - 1553 Rte 27 Somerset  NJ s 08873 . 03-Mar-1981 DA NAE
395708 Reisin, Leonardo HMD  Barzilai - Ashkelon - 5 78306 | 08-Dec-1952 DA VA2 03,06
Med Ctr ’ ‘ ' :
63434 Reisinger, Keith 5 MD Pittsburgh 1580 Pittsburgh  PA Us . 15241 09-Aug-2000 DA VAL 05
Ped Res  Mclaughiin ;
Inc Run Rd Ste
210 .
2822608 Reiter, Williarn M MD - o2 E Anaconda  MT us 59711 - 20-Nov-1892 BA VAR
Commercial
Ave
352208 Reiter, William M MD - ok Anaconda MT us 59711 14-Mar-1994 FC OA#RR
Commercial
Ave
82406 Reitman, Joseph - - Olney MD us 00000 17-Jan-1979 DA VA2 03‘(.34,05
501148 Remenar, Eva Orszagos  H-1122 Rath - HYU -9 18-Jun-2606 DA NAL
Onkologiat  Budapest Gyorgy U.
Infezet
428438 Remer, Elsa M MD St Alexius 900 E Bismarck ND  US  S8501  26-Apr-2000 DA VAL 18
Med Ctr Broadway
Ave
128096 Rendeli, Marc 5 MD Creighton 601 N 30th  Omaha NE us 68131 09-Jan-1897 DA NAI [H]
Univ Sch St Sie 8715 :
~Med
.1 28088 Rendelf, Mare S MD Creighton 601 N36th  Omaha NE us 68131  12-Dec-1989 DA NAIL 00
Univ Sch St Sfe 6715
Med
377026 ‘Renfund, Dale G MD Univ Utalr 50 N Medical Salt Lake UT us 84132 O7-Dec-1992 DA VA2 18
Med Ctr Dr City ’
142405 Rennard, Stephen 1MD Univ 600 8 42nd  Omaha NE us £8198 16-Mar-1998 DA INAG
Nebraska StRm :
Med Ot 4009/985300
Kebraska ) . .
142405 Rennard, Stephen | MD Univ 600 S 42nd  Omaha NE Us 68198  06-Dec-2004 DA VAI 85,0616
Nebraska StRm ’
Med Ctr 4009/985300 :
Nebraska .
99945 Renne, James W MD Welborn 421 Evansville 1L us 47T 25-Jun-1981 DA NA.E.
' Clin Chestout St : .
65268 'Renner, lan G MD Univ OfF 2025 Zonat  Los CA us 90033 - 06-Now-1984 ‘DA VA2
Scuthem  Ave Angeles
Caffernia
Sch O
Med
417941 Renner, John A JR MD Boston Va 251 Boston MA US G2114  (8-Sep-1999 DA NAI :00
Dutpatient - Causeway S5t
. Ciin
380934 .Renzi, Paoclo MD StLlukes - 105b St Montreal - CA : H2X :13-Dec-1989 DA VAI2 05
Hosp Dennis 5t 'Pq ‘34
365559 Repass, Rex LMD Barton 4029 5 "Austin ™ us 78704 O7-Jun-1995 DA WAL
Res Ine Capitat Of Tx
' Hwy #2712
365559 .Repass, Rex L MD Barton 4029 § | Austin DS us 78704 04-Dec-1980 DA VA2 05,08
Res inc Capitat Of Tx .
Hwy #212 —_
382663 Repass, Rex L . Biomed 4807 Austin X 3557 7B7SS  20-May-1993 DA NAJ
Res Grp  Spicewood
ne Spgs Rd
79732 Repsher, Lawrence HMD  Luth Med 3555 Wheat <O us 80033  19-Nov-1982 DA VAIZ o3
Ctr Lutheran Ridae )
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79732 Repsher, Lawrence HMD Luth Med 3555 ‘Wheat iCO Ls 80033  05-Mar-1985 DA VAI2 03,04,08,14
Ctr Lutheran Ridge ’
Plwy Ste
330 .
7ariz Repsher, Lawrence H MD Luth Med 3555 Wheat CO us BOO33 13-May-1892 DA NAL 0
Cir Lutheran Ridge :
" Pkwy Ste
330
79732 Repsher, Lawrence H MD  Luth Med 3555 Wheat co us BOO33  O7-Juk1980 DA VAI2 03,04
Cir Lutheran Ridge : :
Pkwy Ste
401723 Resar, Jon R MD “Johns 600 N Wolfe Ballimore MD US 21287 08-Feb-1998 DA WAL ‘05
Hopkins St Camegie '
Hosp 565 : :
404521 ‘Resnick, Harvey NMD Rd Clinl 135 Oyster  "tLake T us 77566 - 21-Feb-2006 DA VAL 05,06
Res inc Creek Dr Ste  Jackson .
w
306365 Resnick, Lawrence M MD Wayne 4201 5t Detorit at Us 48201 09-Oct-19%0 ‘DA VAIZ 09,14,18
State Univ  Antoine 4h . :
37047 Resaick, Martin § MD Univ 14100 Euclid Cleveland  OH #:53 44406 01-Oct-1997 DA CANC
Hosps Ave
Cleveland
37047 Resnick, Martin i MD Univ 14100 Euclid Cleveland OH us 44106 [ 07-Mov-1988 DA VAIZR -03,04,05,08,07,15
Hosps Ave :
Cleveland
37647 Resnick, Martin § MD Univ 11100 Euclid Cleveland OH us 44408  11-Sep-1989 FC VAIBR -03,04,05,06,07,15
Hosps Ave
Cleveland )
15656 Restifo, Ronald A MD - 2512 SanJose CA  US 95124 09-Oct-1280 DA VASZ [+15]
Sarmaritan Ct )
15656 Restifo, Ronald AMD - 2512 ‘San Jose CA us 95124  19-Feb-1982 ‘DA YAL2 06
Samaritan Ct
216751 Reurnan, Peter D MD Univ 1600 Archer  Gainesvile FL us 32610 22-Feb-1994 DA CANC ‘00
Florida Rd Sw Box '
Coli Mad 100296
28364 Reves, Joseph G MD Duke Univ - 2100 Erwin - Durham HC us 20718 10-Oct-1980 DA Hal
Med Ctr  Rd
39792 Rex, Ita H JR MD Truesdale 1030 JFafl River MA us 02720  14-Sep-1982 DA NAL
Clin President
Ave
39792 Rex, Ira H JR MD Truesdale 1030 Fall River "MA us 02720  i6-Apr-1980 DA VAIZ G3,04,05
Clin President
Ave
38792 Rex, ira H JR MD Truesdale 1030 Falf River MA us 02720 25-Jun-t986 DA NAI o0
Clin President
Ave
Disclaimer
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The foliowing codes occur in the CLIL database: Classification, Deficiency, and Inspaction Type. Some codes are
no longer being used, but they still appear in the database.

Classification Codes

« MTF - Case closed with a Memo to Fite
s NAI - No Action Indicated. No objectionable conditions or practices were found during the inspection.

e VAI - Voluntary Action Indicated. Objectionable conditions were found but the problems do not justify further
regulatory action. Any corrective action is left to the investigator to take voluntarily.

o VAI1 - Correction made on site

o VAIZ - No response requested

o VAI2C - Consent problems found

o VAI3 - Response requested

o VAI3C - Case closed

o VAI3F - Follow-up for cause inspection issued

o VAIZR - Response received and accepted

o VAIRC - 30-day response requested and case closed

o VAIRR - 30-day response requested, received and accepted

o VAIR - 30-day response requested

« OAl - Official Action Indicated, Objectionable conditions were found and regulatory and/or administrative
sanctions by FDA are indicated.

o QAIC - Completed

o OAIR - Response reqguested

o OAIRR - Response requested and accepted

o QAN - Warning letter issued
¢ CANC - Cancelled. The inspection assignment was canceled before the inspection was started.
+ WASH - Washout. An inspection was initiated but no meaningful information couid be obtained.

¢+ REF - Reference

Deficiency Codes

. . CLiL Deficiency Codes .
Code Deficiency Code of Federa! ;
Regutiations (CFR} Reference
T00 Nodeficiencies noted  -na o
— (E ARecorci_s av“;;l"a“bnE; e e e e St 2 1, CFRH312 62... ;
02 Failure to obtain and/or document subjectconsent ~ 21CFR312 60, 50.20, 5027
03 “ir;a_d_éat_sate :nformed consent formmw*w S 21 CFR 50. 25
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04 . Inadequate drugaccountabthty O 21 CFR 312 6(} 31262
7 05 Failure to fol[aw mveshgatmnai plan S 21 CFR 312 60 7 :
06 inadequate and 1naccurate records ‘21 CFR 312, 62

07 Unapproved concormtant therapy 21 CFR 312 60
08 Iﬂappropnate paymentto vofunteer;.w R 21 CFR 50 20 S
09 Unapproved use of drug bef'ore IND submrssmn 21 CFR 312, 40(d)
1 0 Inapproprlate deiegaﬁon of authonty R 21 CFR 312 7 312 61
11 inépb;opnate usefcommerc:ahzatlon of IND " 7 21 CFR 312 7 312 61
‘12 Faﬂure o hst addmonat mvestsgators on 1572 R 21 CFR 312 60
13 Subjects recewmg s:mu[taneous anvestlganona! drugs 21 CFR 312 60
44 Failure 1o obtain or document IRB approval T 210PR 21260, 62,66 56103
15 Failure to notlfy IRB of changes failure to submtt progress reports 21 CFR 312.65
”1'5 | Fa;lure m report adverse cirug reac‘{lons 21 CFR 312 64 312 56 o ;
717 Submissaon of false mfo;matton - " 21 CFR 312.70 :
18 Other - e e e et et et ma e e e ereeereeene]
19* Fa:iure to superwse ar personauy conduct the cimlcai mvestlgatzon 21 CFR 312 60
20j Faﬂure to protec% the rsghts safety and weifare of su.g;;c.;t_s 121 CFR 312 60
21* Failure to permit FDA access to records ‘21 CFR 312.68

* Codes 19, 20, and 21 became effective October 1, 2005.

Inspection Type Codes

e DA - Data Audit: An inspection in which the focus is on verification of study data.
» EC - For Cause: An inspection in which the focus is on the conduct of the study by the Clinical Investigator.

¢ iG - Information Gathering
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