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Statement from FDA Commissioner Scott Gottlieb, M.D., on new policy steps for
strengthening public warning and notification of recalls

January 18, 2018
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm592777.htm
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*1: https!//www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm590423.htm

*2: httpst//www.fda.gov/downloads/Safety/Recalls/IndustryGuidance/UCM592851.pdf

*3: httpst//www.fda.gov/Safety/Recalls/EnforcementReports/default.htm

*4:_https://blogs.fda.gov/fdavoice/index.php/2018/01/fda-to-expedite-release-of-recall-i

nformation/

o EFIFHAI 21, Part 7, Subpart C (23K V a—/LOARERE L OSEMICET »EE
FEB IO FDABEBMITHA XV AR

Public Warning and Notification of Recalls Under 21 CFR Part 7, Subpart C: Guidance

for Industry and FDA Staff

January 17, 2018

https://www.fda.gov/downloads/Safety/Recalls/IndustryGuidance/UCM592851.pdf
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https://www.fda.gov/downloads/Safety/Recalls/IndustryGuidance/UCM592851.pdf
https://www.fda.gov/Safety/Recalls/EnforcementReports/default.htm
https://www.fda.gov/downloads/Safety/Recalls/IndustryGuidance/UCM592851.pdf

BT 2 E 2R LT D, Fo, UV a—LVERICED X D EREE D DM
SWNThim L TWD, ZOHA X AL FDA DEZIZESKHEETRLTVDEHLDOTH
D ERREIE RN,
Ua— oGl d l ENEESNDDIX. FDAFIEOE NLEMAOH 5 5.,
IR OBER, DIk NHAOH B (P, EAlL KO N aflli lTh 5
R B FE 7R XN S L D T2 Dk & 97 5)

II. AR ESR
J =2—/L (Recall)

FDA 23 EEET DIEITER LTV D & B e S, FDA 72822 LI E 2 70 BRI E 2 6 83
LHTHAD EBZ OGNS EZ, REMTHES D2WVITRIET 21748, T5E»O O
N (ERREEZZ T RWVBREOER ZE el Mm, £0I308K 25 £ RWItEM ISR LE
FEMHPAT O MEFIFELE) LAE MBI CRIRGES £ 72T EEOEEEH N H 2 /i
2k LARZERIDNMT O B £ IHMEE) 1XE 720, (21 CFR §7.3(g)*1)

Y 22— /)V#E (Recall Determination)

BT L0 T 2V METE T A DES S ORE £ 72I13JEIEAY, 21 CFR §7.3(2) TiEF
SNDVa—ne LTROLNDLNE I DNEHIET 57200 FDA IT X 58 #,

Y =2—/V53%H (Recall Classification)

U = — VB MRS KT E ORI R R 2779 72012, FDA frE 0 ) 22—
NOGEICHLTWD I, 11, M EoRERREZHT, (21 CFR §7.3(g)*1, 21 CFR
§7.41(b)*2)

AN (Public Warning)

—fximRIC L, U a— VB G PNRA R EREEE 2 RET LMoL L AL
T5, Va—nv#lgofAEHIET 5o FiERENGSICEESNS, (21 CFR
§7.42(b)(2)*3)  —MHGE AT ¢ 7. HIFEHETE e EORER BB A T 4 T 2 L TR
Z b, FDA TIIHIEREEK, EFA =N, V=TI A bRV =¥ VAT 4 T ~OH#i7
ERka R FIETARERL TN D,

U 22—V OB % (Public Notification of Recalls)

FDA 235479 2 JUTHE* ITINE L TW DO U 22— L B DR,
FHEEE FOEEEH (Confidential Commercial Information: CCI)

HHEEOBEE THEAL TV DIEERT - BLOERTH > T, BEREEENRT D
NAORZHEHEO L DT, AREEHREND LD, (21 CFR §20.61(b)*5)

1. 3f%
A, Ay
1 I ED LD G A ICANERERIET HREN?
U a— B O A BRIET A MO FIEN WG A, 7 7 A TSI LD K9 7
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~DOUARfEENH LR D Y a— VDG, BWRAERET D ZENRRICHE TRV
Al B 21XV 2 7 RLWE 2 HLEIZ SN T D43 2 SN AR LSRR E D
FI B L7 RIABEIC UL ES TR BT, RllCEE 0 rle 225 A 78 &),

LU FIZ ARSI & 72 B 2 v,

C HBEEDORRSBEE T VLR —ORE ET) OWE R RENRZ T TEGE . /ST 0
B L7=T U R T LA 7 DIEN Y RAELNDEE. b L <13 FDA BN CHE G
DG ZNFELTZ GG OO Y a—/1,

- Massie N e (LR, milndE . dbim. BIEEEO N7 L) T o', HDSHWIEEN
LONANBHETDHZENZNELOY a—1,

- BIETRRICHRBDN H - 2B HOEHA TH - T, EE~OERZRFENEZ DNDEA,
Bl Z1E, REGZRMMTICE 0 AEND ERY U X RGEZ A U5 AR HE AL 2 L,

© RERAICIS W TR MRS TR CEERMICEM T 24 RNGRENTND Z &0
HIL., WRE() 27 U TEOY VER T E 2 )R S0 ) a—)1,

- AR O EIG XL TR O THER I TW S AMREMEO & 28 &, i
EMETIHEREINTXy NV v —F =7 v L7 a— 2GRN L,

FDA %, I TAMERZFE L2, BENE LIZANEREZMELIZDT5

BAEND D, Bl EENANERERET D 2 E2HELHEA. BEIC KD AMERIHR
BT, AMEICZ LWEE, UV a—An— 5l LN Hiz g ERFengs sni
Sitr7e L. FDA [T0@H . RENARERE FIET 2 REHB 1A 28R 5, 2 DOIFH]
PRIZHER L ITRR DM 08 FDA M0kt L CTARESR BV ER 54 @A LT b 24
RELINTH 5,

2. AHVERITFEDMER T 2 D2

—MRAIZ . FTIIEZEICAWNEROEFHOAROWBS AT D, BEMITY 2 —1D
VBEPERRAROR b 2EX THLFRELTH I &b, KiK., FDA »Eh%x L
Ea— L, fRfEEE %07 5(21 CFR §7.42(0)(2)*3), 727 L FDAD L E2—%ff->TCVJ =
— NV ORIGEELE IR LR, LETHIULX, FDA (XA b OARFI D THRIENF
L7 Aot T 5, FDA IXERDBLEE LW LTV DR EERHO Y 23— D FHERIC
G TVRWHEIEIZOW T, FDA BN E¥ICERORITEZEHET D,

FDA 2MERRT 2841 5 5(21 CFR §7.42(0)(2)%3), ENFLEHE TE TV RVWARER
WZRLSHBEDLMEND D5E0, AREOIEKR LA ERONENAR 0 THLHE R
E

3. BNHVEHIIZED K 5 RIEFWRAERE D& N2

a) U a— R ORI O W, BTG, @ a— Ny FES EE
HIBR, VT T onN—7p ), BEEICET DR, 77 v KA L,

b) LG 23 L7 Mo A RE
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o WEOXRMEOFEMARNE ., £ U DREAFEOFHEMRNE., BLOY a— /Lo
7RBRE, B2 IXR SR AE SRS REM A O R

d) VU a—EE L T DEEOLR &AL

e) ﬁ%ﬁ%ﬁ%&@hr

f) (ZBEE L 72 R BRI DR NEE

g) BE éhéﬁ$®#&%@Fth%

Flo, AERORE LIZIE, 770 N, BEoOfEE, aEEREZTET 5. W,
XYZFaalb—hrFv7 7 vF—%Ya—L PILEXTEHERORNHY | )

SHIT, BRY T IA F == DIFROLE L RDGEN D D,
NSHVERIC R O 72 VI

NHVERIIER- AR TH L&, Va— A BEONEZERLTD, %@m%@ﬂﬂ@i&
DA ZR L2, ZORERAKRELERT L LD REFITET &, fIE, T+5457%
HE] WO LEBNEEELR/NRIZLED & Lﬂibﬂé ZERBH LN, FHRCHEEN A
CTWz b | SR SPRN IR I ) S 725 B IR 3~ & Tideu,
AA-G3 7o IR R

U a— B2 Il TE N b O, EAEEONRDETICTEHI N TV NG
O, "WEOFEIZET DERN IR TE VWb, vk, o, HRLEINDH AL
:+“_mb%@m%®WMi WIB AT 4 TIZ K DI A7 b 0, REIC i
L TWDDIZ—HOHIKANTIZ LT SN TRV D, AL VEEZE S A2 3% <
ﬁﬁ?é%%fxﬂ4/%ﬁﬂﬁw%®k;ﬂ%®%ﬁJmAﬂ@E¢ﬁﬁ%ﬁ9;kK
72505, FDA PRIEAWEREZFETD2HELHD, BRI, AT TICED) a—n
BROBIERNZT = v 7 LTH BN,

4. NEVERITED X D ITEAE SRS ND N2

AT 4 TIHT DWERE, BEF A=/, FDARRED T =T A b, V=T ¥ AT
S TIRE,

OB R R L D ARERD NS

JELAIIZ, FDA RO¥EFUL KA H0BE A 7 ¢ 70, FHRESHE TR & DRk 72 Hal A
T4 TEFALTE TS, BEFY a— ERNERIITEES L OICEBIE T 5

BHEEAD,

RGN A T4 U TRENIEATE 256, Va—VOAMERITA T A4 THIT
bivd X oricl, REBBEIZTRETH D, WA HIRE CTlRiE S, AN LDOHE
FBNEZBNRWEAIT., %R EH otﬂmﬁﬁﬂ%x%ﬂé PRELSN DO SREEME ST
BHEOEIENE ORI ONTIE, FIREZHAE L., TOSEICHE LRt —e 2 %
EHTRETh D,

FDA D7 = 7 _— F TONRHERDINGE
%< OLA . FIF FDA Y 22— Th D02 Bt W3 200, fidEn s oo
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FUCHLL O R EICONWT, HHEREREEZTB L TAET S, FDA IZTOARNENEL
<, HEHIZHEWRTHD LW L7256, FDA OU = 7 X—%6 [ZZ DNAFRITHOWVTORE
REATOGAED DD, ZOU 7=, FDA R Y a—/ Ul b & By LT 24
IZOWTIE, BEOAEZINFH LR, 2TOY a— LNARERE LS DI TiEe<,
ETORENFREREZ HT DT TIZARVD T, RTOERMN FDA O 17 = 7 ~=— %6 [ZIY
HEnsbTizian,

FDA X2 DI A X AIZRE LT TARER] ITHET 2 b DIIAILY—E 2 & LTI
THN, ZNRLT LLRAOFRETH -2V FABEAEDCEIIThH -T2V 35T
TliERV, L POmENHOERER Y a— L ST, TEERRSL Y a—)L)
DU =7 A TR E D, BEDTY =T A NMIAWEREZINET 5551, 20
BRPERICER RSN, R—LRX—UROMBRN—VNET 7 EATELLIICTRET
b5,

B. U a— L OAHI@EA

FDA (X, FDA #T#H&*4 12 ) 22— L O8I U T, FDA OBGEE 5T COFEMi7e D
PEZENH ERNZBHE L2 b O, ET-RENT S ITEEICRET 2 R E — i K3 H
BETEDE212LTnW5, FDA BUTHEIX, AEZERE LY | BEMEDOLRWE ORGHRA
REEEEORNB OB EENL, LT LY a— A BRI ) 27 OEFEICHT HEERE
T RICHL T 5 72 DI Dd H O TiEZew,

FDA HATHE I EED L-ILIZBRIES 2T Y a— L 2T 5 O Th 55, FDA
WEBTERVHEFICLY ., IEABEND ZEND D, T, BEOWNESE ORL LB
H1DICELELLGAELH D (FRNICHDIAENTEREERICAEARNH 5% T, HYE
NOETHHAEZZTEANRRNEZZ ONDLGERLY),

ANHIBENZOWTIEENRBE L2 2 X FEMA LY TS IER T DR 0N,
BTG U CHEBRZ IEMICT 27D EE L #EEEZRL Z R H D,

U a— L OAREENL, 21 CFR §7.3(*1IZEFRIND U 2— /L Th D Ll Sz 8b
IZ FDA $UTHE UG S D,

IV. &30k

1. ®EY a—, ZORHELE EIER E(Product Recalls, Including Removals and
Corrections*8): JER[ANT A & A FA&HHT 08/22/2014 (04/2017 (2N AFHHERD):
FDA

2. Ua—, HENLORIN, B IO, (Recalls, Market Withdrawals, & Safety
Alerts*9): Fof& T HT 04/04/2017 (04/2017 [Z N FHiER): FDA

3. Va— BT LEEENIT A XA FDA BHGIT DY 2 — VIZEET 51
# (Industry Guidance for Recalls. Information on Recalls of FDA Regulated
Products.*10): & HEH7 08/15/2014 (04/2017 IZ NZ FFiEd): FDA
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4.

*1

*2

*3

*5

*6

*7

*8

*9

U a— b FEIER L O EEESS) (Recalls, Corrections and Removals (Devices).*11):
FEFEHT 01/03/2017 (5/12/2017 [ NA F#ERR): FDA

: https://[www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/CFRSearch.cfm?fr=7.3
. https://[www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/CFRSearch.cfm?fr=7.41
. https://[www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=7.42

*4: https://www.accessdata.fda.gov/scripts/ires/index.cfm

: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/CEFRSearch.cfm?fr=20.61
. https!//www.fda.gov/Safety/Recalls/default.htm

. https!//www.fda.gov/Safety/Recalls/MajorProductRecalls/default.htm

: https!//www.fda.gov/Safety/Recalls/IndustryGuidance/ucm129259.htm

: https!//www.fda.gov/Safety/Recalls/default.htm

*10:https://www.fda.gov/Safety/Recalls/IndustryGuidance/default.htm

*https://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/PostmarketRe

quirements/RecallsCorrectionsAndRemovals/default.htm
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=7.3
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=7.41
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=7.42
https://www.accessdata.fda.gov/scripts/ires/index.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=20.61
https://www.fda.gov/Safety/Recalls/default.htm
https://www.fda.gov/Safety/Recalls/MajorProductRecalls/default.htm
https://www.fda.gov/Safety/Recalls/IndustryGuidance/ucm129259.htm
https://www.fda.gov/Safety/Recalls/default.htm
https://www.fda.gov/Safety/Recalls/IndustryGuidance/default.htm
https://www.fda.gov/Safety/Recalls/IndustryGuidance/default.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/RecallsCorrectionsAndRemovals/default.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/RecallsCorrectionsAndRemovals/default.htm

