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ICSR Option A: Database-to-Database Transmission (“E2B”)

XML format via the Electronic Submissions Gateway (ESG) [
E2B XML
.'H ACK1 MDN
Sponsor FDA ESG Gateway ACK2 XML FAERS
\ '/
ICSR Option B: Safety Reporting Portal (SRP) ACKZ XML

e SRBP requires Sponsors

u m +o register and
XML receive login
T credevtials

E2B XML
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ICSR Option A: Database-to-Database Transmission (“E2B”)
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ICSR Option B: Safety Reporting Portal (“SRP”)
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ﬂEIE'J(DEEI (Z =749
S 5 “ ID
- ThAREIZZEL - MOFTLLNAYAS —
E'EUL_;’{\//J‘\ID%E%35 AS2 Destination: “CDER”  Destination: “CDER” Destination: “CBER”
. 42082 (— B Ao % Headers
20D RD. AR HARARD XML files: AERS XML files: XML files:
AN ERH T BE AERS_PREMKT_CDER AERS_PREMKT_CBER
o ARAILIN—MIARINZL
Routing XML files: FDA_AERS XML files: XML files:
IDs FDA_AERS PREMKT  FDA_AERS_PREMKT
WebTrader Account: CDER CBER
CDER AERS
AS2 Accounts:
FDA_ AERS
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Sponsor Submission 1 FDA Adverse Event Reporting System
|
AS52 Header: I N.1.4: ZZFDA_PREMEKT
Destination: “COER" I N.2.r.3: CDER_IND
XML Files: AERS_PREMEKT_CDER I C13:2
Routing ID: FDA_AERS_PREMEKT_CDER I FDOA.C.5.5a: 123456
Per-market ICSRE AS2 Header- I FDA.C.5.6.r: 654321
Submission Destination: “CBER” |
XML Files: AERS_PREMEKT_CBER J M.1.4: ZZFDA_FREMEKT
Routing ID: FOA_AERS_PREMKT_CBER J M.2.r.3: CBER_IND
I C1.3:2
I FDA.C5.5a: 123456

: N.1.4: ZZFDA
: N.2.r.3: CDER
C13:1
AS2 Header: :
Post I"T'IHTRET. ICSR Destination: “CDER™ I
= XML Files: AERS !
Submission Routing ID: FDA_AERS I
1
1
1
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Premarket  CDER IND ICSR Destination: “CDER” XML Files: ZZFDA_PREMKT  CDER_IND
XML Files: AERS_PREMKT_CDER ~ FDA_AERS_PREMKT_CDER

CDBR IND ICSR Destination: “CDBR” XML Files: Z/FDA_PREMKT CBER_IND
XML Files: AERS_PREMKT_CDBR FDA_AERS_PREMKT_CDBR
CDER IND Destination: “CDER” XML Files: ZZFDA PREMKT CDER_IND_EXEMPT_B
exempt BA/BE ICSR XML Files: AERS_PREMKT_CDER  FDA_AERS_PREMKT_CDER A BE
Postmarket Postmarket ICSR Destination: “CDER” XML Files: FDA_AERS ZZFDA CDER

XML Files: AERS

~

IR TNHMessage Receiver Identifier (7—47E%N.2.r.3)=CDERDZA. Batch Receiver Identifier (7—%Z&3&N.1.4)(["ZZFDA"THINE
H&53.
§

p
IR TMDMessage Receiver Identifier (7—4%%3&N.2.r.3)=CDER_INDZ/z(XCBER_INDZ/z(3CDBR_IND_EXEMPT_BA_BE®iZ&. Batch
Receiver Identifier (7 —4%%3%N.1.4)(3"ZZFDA_PREMKT"TH2NENHB.

- J
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« €023 C. 1 T—RAGEERESDIFE
-C.1.7: COI—AF. TuERBIEREDHOO—-HINEEEZTBRLLTNSH?
T — ZANMLERREHRE DI DU D AARZHBIZL TODNEINZIETET D
Local Criteria Report Type (FDA.C.1.7.1) =7HREIO#RE. 15HEIOHRE. F(ES5HBIORENMLERIRELRRENDHE. C.1.7(F

[true] TRIFNERSREL

Local Criteria Report Type (FDA.C.1.7.1) =3EfURRERE. F(E30EHMOIRENIERRRIELRBREIN3155. C.1.7(& [falsel T

RFNERSRN
-#IRIICSRETAO—FYIICSRDY>Y

F—#AEF&Sender (case) Safety Report Unique Identifier (C.1.1) (k. 5F—ADS1 71N DIAOD-FYIVR—MEEETHLEC, YIRIICSRICEINY TS

NEEOLRICRLABFEERTS.
-FDA.C.5.5a: AEDREUEZINDES

-FDA.C.5.5b: AEWFEZEUIANDALIBIDES INDBLUIND-exempt BA/BE
-FDA.C.5.r.6: #EHBSINDOINDES safety reporting T&ikd 37 —4EZ%R
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E2B(R3) OFDAMHE{iEH
o ©923>D: BBEDFHE
- D.1: &8 (BEFEE1=>v))

Premarket No patient involved on a compounding product report or medication error NullFlavor: NA
report
Combination product malfunction ICSR with no AE NullFlavor: NA
Malfunction on a batch of combination products with no AE SUMMARY
Postmarket Aggregate report AGGREGATE

- FDA.D.11.r: BZHOAEI-R
« XEER BEOANECEIIEHROBREI-FZIZH I DN TED (BEXROFMICOWVTIE. FDAE 2 B (R 3) Core and
Regional Data Elements and Business Rules documentzZig)

- FDA.D.12: BZEHOEEI—-R
- XEEG BEORKRIN-TOERRI- Rz 1 DEIHREIZENTED (BZROFHMICOVT(E. FDAE 2 B (R 3) Core and
Regional Data Elements and Business Rules documentzZig)
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E2B(R3) DFDAMIIHE {35
- 72326 .k EEmIER
-G.k.2.1.1 b: EEm:#khIF (MPID)
- BEXI0I5E. FDA National Drug Code (NDC) HUFMPIDEL TIERAIAETHS
-G.k.2.2: —IRIBHIFENSHMESNEERERA
FDA[Z. FIRAIRERISE(LRMB-R (SPL) ICHUT, RETHRFEN TV RBOERRBZAZIREILE

ERRGDNEHEIN TRV, BMEZNDHIOTVSIESIF. FDADOGSRSICEEHINTVWSEMMERZLEHITS
NERGROEREADERHINTVSIESIE. FDADGSRSICERHEINTVSEIEMERZHLHITS

-G.k.2.3.r.2 b: Substance/Specified Substance TermID

FDAMDGSRS UNIIZ{EMBL T, 7—YE*G.k.2.3.r. 1. Substance/Specified Substance Name. &V ANENEG.k.2.3.1.2 b:Substance /Specified
Substance TermID (EATEERIES) Z2EICANTS

FDAOUNIIJ—-RIBAEFHEN. FDADGSRS UNIIVUAM)MSAFTED
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ﬁ-l:

E2B(R3) MFDAIliiEF

Human drug/biological product NDA/ANDA/BA/BN NDA123456 or ANDA012345 or
BA123456 or BN123456

Biological product BLA BLA123456

Prescription drug products marketed without an 000000
approved application

Non-prescription drug products marketed without 999999
an approved application

Compounded product marketed Compounded Product COMP999

* INDiT:(atINDﬁaﬂ?d)BA/BE'GEW@?STL'CL\%FEE&O)*”ﬁ'JBJ:U‘E%?E’\J*"ﬁlJ(C’)b\'Ciﬁib'Cb\ZaINDBJ:U“INDﬁlﬁ’-’d)BA/BEﬁé’I‘E%E":(:’)L\'C(I o)
J4—JLRICINDF(ZINDHRIOE S ZZNETNEEHLRVCE, T—IERFDA.C.5.5a:IND Number Where AE Occurred$&UFDA.C.5.5b:Pre-
ANDA Number Where AE Occurred for IND and IND-exempt BA/BEZZNZNFERI 3L,
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E2B(R3) MFDAlhiE

- 232G .k EEmIEIR

-FDA.G.k.10a.r: EZEmIcEISFDAENEEx

B EHR(CREET 4T Z IR I 2 fEAENS
J—R(&. IND-exempt BA/BE study(cH TR mIREL BEOECS(CDOVWTIEAENS

EHACDULTIE, FDA E2B(R3) core and Regional Data Elements and Business RuleszZ3

-FDA.G.k.13.r: FDASH-®mhbh73Y

IDEXR—2 3> RR(CEET 4T IR I D Ieh(fEAINS

SHM(CDUVWTIZFDA E2B(R3) core and Regional Data Elements and Business Rulesz£88
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E2B(R3) MFDAli;EFE
- 232G .k EEREH
- FDA.G.k.12.r: #2315 (LEIDUTEDIERT)
FDAIZ. I ER—3a RROTRBESIRE | FRAICLOTEIMENRZ21 CFR Part 4, Subpart BTEsRan T3 E

=2 B RICETIHRES CICT B HOIZEHERZIREL TS
SEHICDWTIEFDA E2B(R3) core and Regional Data Elements and Business Rulesx£i2

« 023 E.i: —IRIBERIENMSIERENITRIG/ANRT S
- IDER—=3VEFRICOVTIEL, Patient ProblemT(372{MedDRAKL/A N> MNHEEZ AT
- EEOHDIER—23HEDIREICOVNTIE, %H I 2R mMOmEMREICEEET 5MedDRATI—R,
X (37 —H~EZRE.i.2.1b, Reaction/Event (MedDRAJ—R) (CDLWTMedDRA LLTO—R [BE%E

KRBUI ZAT

- FDA.E.i.3.2h: %ERMTA (Required Intervention)
AT —HER
AEARIZE(E. nullFlavor:NIZ{ER9 3L
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E2B(R3) OFDAMihis&E A
 RHEARAI
- BEINECRZZEMZ2EERL. WILENROVEEFFAERSICRZIFANSNIRNEIICT B,
- E2B(R3) Core and Regional Data Elements and Business RulesTl&. &5 —4EZRDES
HEESRAN—INZTEERKT B,
- [Rejection and Warning Rules] 7J(C(d. BESMEMRICRDIETI -IE EEZBIITINEG
TEZASHETACRDGFHRIL - L —EBRREINSD,
- RIS B4
- BIFOMIRE2B(R2) T —AEREMIKE2B(R3)T — 4B RICBITIBHDI I EZEETD
- FDA E2B(R3) Forward Compatible Rules(d. 7 —4EZREBEAHEINZI - 2—EFR RIS

- “Source” HNICHT®H37T—5EZR(CDVTIE. ICH E2B(R3) ICSR Implementation Guide-
Backwards and Forwards Compatibility (2022848) ®Appendix I (B) Z&8Bd 3L,
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E2B(R3) FDARSE/\YI—

77’()[/4’% - Technical Specifications Document-FDA Regional Implementation Guide for E 2 B (R 3) Electronic Transmission
Individual Case Safety Reports for Drug and Biological Products (202258A)

\Y

>

NE: COEAHERRZEOEMN I, IBEEHD (FAERS) F—AIR—THfTENzEFICSRZX(S
F20%EZIEIT B ETHD,

-ICSRZIRH I3z OFDADFAfTHY 70— F . s (CEIBSNEAEZHHFAD 0D

770—F. ICH ICSR IGICRVHISE RILRZ2 KR I B0 7 TO0—F(CDWVWTERBET B,

J71JL44 :FDA E 2 B (R 3) Core and Regional Data Elements and Business Rules (ExcelJ74)L2023%F18) \->3>1.3

N - ICHB KUFDADHI MR T VB3R, T—IBRBME. BEME. EXI-).
XpathsB LUFGREIEDRIENRUZ iR 3.,

- CONEDHIFT —AEZZDOL KOG E2B(R3) OFDARUSSERFAMI{TRE (CFFRE
tk/\é o
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EAESTEEANZX A

B

E2B(R3) FDAE/N\vor—

774 )44 :EDA E2B(R3) Forward Compatible Rules (Excel771JL2022¢E48)

h

NE:

-HIISE2B(R2)BLUHMKE2B(R3)NSDT —HEHADHER ) — ) 245 (CERZE T,
SATLADERRCBVW TR BB SIUREEZZIET D,
- E(CTHERR T kS (CEA

774 )14 FDA ICSR XML Instances (zipJ74JL2023418)

A

AN

=.

-CORFIATRTIE, FDA ICH E2B(R3) #AHIAREZ(CEDIWVT, FDA ICSR XMLA
DA AEUTHREEN DS FUAL ARG e — BRI D,
-ZipPAIVCIE, SFEFRSFUAZECIRUIZRead Me.txtI71 L h'dr 3.,
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o BRARAERD AN —(Z, 21 CFR 312.32(Ct>TINDZEMHLIN—- MR T2 EN DD

IREQOTOLA: gLLJOtA:
eCTDRMPDF ICH E2B XMLIJ7A IVH'5FAERSA
o IEXIETHBEENNRLEL- o LE1-LBHDRSHDT—HIDRELEDITY—ILOERNE]EE
e ZBlc:
o EHEMBIFS AT LADXRAN o THIRERDMIRE (ICH E2BT—9R9>49— RS —NITA)
(CfEEN TVWBBIEOT Ot A% &
o ERTFDERFAAN21 CFR 312.32(c)(1)(V) IoEE
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- FD&C Act745A(a) B ERNESE
- BAINDORR S —(F. RD2DODFFEDNINN T, FEESNLINDEZ ELN—MZFAERS
([LIRHETDIHENDD.
- BFH@ET-MIIA (ESG)
FlE
« BEIRER—F) (SRP)
- RIHAYVANTRE245 B TERY

- FROERIRRLFMAIGER
- 308H1ICFAERSR—AR—S(TBHTE
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el

- FAERSOUIJ YA MeEH
L. UTFADUYO%IEE:

RSTMHAH>R

ReAfnES A R

Rt

g LU - RF—4

BRESRZL-)

XMLA> 2B

« ePrompt=—F1>%
- DIAREDEDMMDIEBE

https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-

faers-electronic-submissions

Questions and Answers on
FDA's Adverse Event Reporting
System (FAERS)

FDA Adverse Event Reporting
System (FAS : Latest
Quarterly Data Files

FDA Adverse Event Reporting
System (FAERS) Public
Dashboard

FDA Adverse Event Reporting
System (FAERS) Electronic
Submissions

Updates for Electronic Submission of Individual Case Safety Reports (ICSRs) to FAERS

FDA recently updated the following guidances for industry to incorporate technical updates: E28 (R3] Electronic Transmission of

Individual Case Safefy Reports Implementation Guide — Data Elements and Message Specification and Appendix fo the Implementation

Guide — Backwards and Forwards Compatibilify.

Premarketing Safety Reporting

In preparation for the electrenic transmission of premarketing safety reports in the International Council for Harmonisation (ICH)
E2B(R3) format, FDA has posted the following documents regarding the electronic submission of ICSRs for certain investigational new
drug application (IND) safety reperts for drug and biclogical products and IND-exempt bioavailability/bicequivalence (BA/BE) safety
reports to FAERS. These documents are posted to help sponsors prepare their systems for electronic submission of IND safety reports
in the E2B(R3) format.

- Providing Regulatory Submissions in Electronic Format: IND Safety Reports - Draft Guidance for Industry (October 2019)

ra

_ Electronic Submission of IND Safety Reports - Technical Conformance Guide (April 2022)

(=

Technical Specifications Document - FDA Regional Implementation Guide for E28(R3) Electronic Transmission of Individual Case
Safety Reports for Drug and Biclegical Products (August 2022)

.

_ Electronic Submission of Expedited Safety Reports From [ND-Exempt BA/BE Studies - Draft Guidance for Industry (August 2022)

an

_ FDA ICSR XML Instances (zip file January 2023)

Please note, FDA is not currently accepting the submission of premarket ICSRs in the E2B{R3) format. Please continue to submit IND
safety reports using eCTD format and IMD-exempt BA/BE safety reports on Form FDA 35004, FDA will update this web page when final
guidance for IND safety reporting is published, and when FDA will accept IND and IND-exempt BA/BE safety reports in E2B(R3) format
on a voluntary basis. FDA will also update this web page to communicate when submission of safety reports in E2B{R3) format is
required for certain INDs after the period of voluntary submission.

Postmarketing Safety Reporting

In preparation for the receipt of postmarketing safety reports in the E2B(R3) format, FDA has posted the following documents regarding
the electronic submission of safety reports for drug and biclogical products to FAERS. These documents are posted to help prepare
systems for electronic submissions of postmarketing safety reports.

- Technical Specifications Document - FDA Regional Implementation Guide for E28(R3) Electronic Transmission of Individual Case
Safety Reports for Drug and Biological Products (August 2022)

FDA E2B(R3) Core and Regional Data Flements and Business Rules (Excel file January 2023)

2.

3_ FDA E?B(R3) Forward Compatible Rules (Excel file April 2022)
4_FDA ICSR XML Instances (zip file January 2023)

5

Providing Submissions in Electronic Format — Postmarketing Safety Reports: Guidance for Industry (April 2022)

Please note, FDA is not currently accepting the submission of postmarketing ICSRs in the E2ZB(R3) format. FDA will update this web
page when postmarketing ICSRs will be accepted in the E2B(R3) format. In the meantime, please continue to submit postmarketing
ICSRs in the E2B(RZ) format.

For questions related to this update, please contact the FAERS electronic submission coordinator at fagrsesub@fda.nhs gov.

Content current as of:
01/30/2023

Regulated Product(s)
Drugs
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INDZ2MLR— b - EBIRH/IA
ESRAN-=)

« NYFREEHHBIF (N.1.4) EXvt—I2{EFHABIF (N.2.r.3)

-_ AS 2AYH— N—F4>J1ID N.1.4 {& N.2.r.3{E

Premarket CDER IND ICSR Destination: “CDER” XML Files: ZZFDA_PREMKT CDER_IND
XML Files: AERS_PREMKT_CDER FDA_AERS_PREMKT_CDER
CDBR IND ICSR Destination: “CDBR” XML Files: ZZFDA _PREMKT CBER_IND
XML Files: AERS_PREMKT_CDBR FDA_AERS_PREMKT_CDBR
CDER IND Destination: “CDER” XML Files: ZZFDA PREMKT CDER_IND _EXEMPT_B
exempt BA/BE ICSR XML Files: AERS_PREMKT_CDER ~ FDA_AERS_PREMKT_CDER A BE
Postmarket Postmarket ICSR Destination: “CDER” XML Files: FDA_AERS ZZFDA CDER

XML Files: AERS
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F—AA9741: INDOZLELKR— bDTESRE

« FRTOINDDE2MELR— MYFAERSIGEESNSDIFTII L

INDZ MRS DER FAERS | eCTDH:
B et

— AR TR, SRYIIREE LR EET 3TN TOBERN LEREUIRS X
(21 CFR 312.32 (c)(1)(i)(A))

FEYNRFEL OREM(E—AZBITERON, ECREBESNLEFTE—AEMITEBVERO1EIL EOFE X
&+
(21 CFR 312.32 (c)(1)(i)(B)

FRIREIVBR CERERSNIUATE DAY b (BEERBI(PIARBOBIFOFER ) ZEETL. ZNEOANRY MY X
[FEEFE(RBEOM BB LDEFYBFRF CREI RN SV L ZRI D,
(21 CFR 312.32 (c)(1)(i)(C)

fDHEENSDFTR X
(21 CFR 312.32 (c)(1)(ii))
FKERFI(Zin vitrosXERH SO R X
(21 CFR 312.32 (c)(1)(iii))
SEREDULVEWERORERXRD R X

(21 CFR 312.32 (c)(1)(V))
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F—AA9741: T4 ARDYS3aY

» #1571FIZ(FFAERSIGEMENBDINDLZ EHEDH/—L5—

. PV/SafetyZ&ffE£Reqgulatory AffairsOEIOTOCA/ABEERIEDLICEILT BN ?

- Bf7?
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J—AA97 142 — Primary INDICEI9 3L K— MER

« FAERSADLR—KT(E, AR MHFRLEURINDICIDDINDZELUN— hDHZIRH T
% (Primary IND)

ER%: AENMREUVEINDES

F3ID: FDA.C.5.5a

mAK: 10

T—AE: BB

BEE: R TENA

ESXI—=):
Type of Report (C.1.3) H'2=Report from study and Message Receiver Identifier (N.2.r.3) =‘CDER_IND'#/z(&
‘CBER_IND’®Di54&. IND Number where AE Occurred (FDA.C.5.5 a) "rnETHSD. 2L 11234561 THAIRHEN
%50
RBRE. BEOIND T EMENIERERDES AT (312.32 (¢)(1)(1)(C)) MSIREENLIINDZ 2 MHRES(COVT(E. 111 IND

HESZFHW3,
PIBB LI —T 1> (LEBZIRINDES THIENNE
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F—AA9743: INDLZL2%LKR— b HESHS ]
e [HEIRS ] OFLLTOLRAITHIETRIEDICE. ENOLIRTOATRAZEENNE(CRDIN .

« BUREDULVWRGRZHIIT 2MthD AN —IND(E. L TFOLICEUIRES(CEEEH T B
- BRA: JOABRSESNIZINDOINDES
- EXID: FDA.C.5.6.r
« xAR: 10
- T—HEL: BB
- BEEMY: FMHEwA
« EZRAI-I:
. AERFEAURINDES (FDA.C.5.5 a) AHETNTOBIBA.

- XEREIND (FDA.C.5.6.r) DINDESHRES,
- MBCRZEREINDA R VIS E(ENUlIFlavor=NAZERI 3
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J—ARX95714 - L DHOLK—b

« 21 CFR 312.32 (c)(1)(i)(C) ((BEDEnE

- J34XVJINDIC [$#R] INDESZ{EH

o COFTLWITOCRIFEDISRTOTAZEENE(CRDN,
- [#R] INDZYFET B
- DHTICBREET BLIR— DU

Sender’s (case) Safety Report Unique C.1.1 E:TDINBOLIR—NI(E B DXES (5—XR) DZEUR—-NEEHBIFRANE, IRTO

Identifier JA0-7yITRVEZERT %,

IND Number where AE Occurred FDA.C.5.5a EHOIND TCEBSNTRBROESTHH312.32 (¢)(1)(1)(C) MBI ESNZINDZ 2 HERE(C

DUWTIE. #1] INDESZFERI 3L,

Patient (name or initials) D.1 aggregate ReportDiz &, ExRfE(X TAGGREGATE] TRIFN(ERSR)

Identification Number of the C.1.10.r Patient (name or initials) (D.1) =AGGREGATEMZE. 312.32(c)(1)(i)(C) (CHEL). &
NP : WD ZKERR T DI NTDIXIEE (case) DEEMLR—NEBHBIF (C.1.1) [COVWT. 2oL

gepori Which is Linked to This K MCUS AN TOBL A — MOBRIES (C.1.10.1) FRELAINEESR

epor
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o« 2BFHER UBRREALEGREBS LU/ FFCOLLE

JF—AAT15: BRZFES L VKB

Medical Product G.k.22
Name as Reported by
the Primary Source

Substance / Specified G.k.2.3.r.1
Substance Name

IND Number where FDA.C.5.5a
AE Occurred

BEEREITAFI DIy WEEREIBHIIQBCHIDAHT, HEIFINDE | HEEREQEBAIS LV CHIDHT, HSEINDER
S£MHRSEMNF (21 CFR 312.32) zidkd | 2EHSEEMF (21 CFR 312.32) Zi|\Y

== BHI X (SCRIDFEFHEREm T4=ILRE IROISIC2BA N T 2NENDD.
Il EEmBELUCOILFEEREME
ARIDFERER DR
ARIDERFEH BRIFZIICRIDEMEIRER T4=)LRICF RDESC2EBIA DT 2END
%O
BRI CHIDEMEREE %

BRIFEEULERRABERNEESNZINDE S
IND number under which the clinical trial where the event occurred is conducted
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J—AA9716: BB

o 2BFHER UBRREALEGREBS LU/ FFCEAGTTEBH LU CEDLLER

HEEEE(TARIDH HEEE(EIBRIFIECRIDAH T, IREIZIND | HEEREIBRIS LV CHIDH T, ERESFINDE
Z2MREEMH (21 CFR 312.32) #iF | 2M43RSZEH (21 CFR 312.32) &k
)
Medical Product G.k.22 =I-R T4=LRICIE RDESCA S TEIRENDD.  T1—ILRICE, IROESIC2EIA ST EZHNENHD.
by the Primary ABIDSERERE RS M
Source
Substance / G.k.2.3.r1 ABIDBRRES 4=V RCFATOLIICASI TS T4—=IV R RDESC2BA ST 2AEN DD,
Name
IND Number where  FDA.C.5.5a BERNIFEEUIRRAEBRNEESNTZINDES
AE Occurred IND number under which the clinical trial where the event occurred is conducted
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J—AA97147: INDFTHEBEINIZEH

o 2BFEER (AGRSNIZEABIADFUVEILZE ST I DIHICIND F TERSNITAGRINIER) (AGRSINIZERIA
+ AGRSNIEEFIBEAGRINEERFIBOLLE

BEEZE(SAFI Dy PBEERIBHIIRBCHIDAHT, I{HE | WEEREBBHAISLVCAIDOHT, {HSINDZE
(FINDZ2MHEEM (21 CFR HHREZEMS (21 CFR 312.32) Z2i@mkd

312.32) &#ET

Medical Product G.k.22 ABIDITCFEREMZ BHIDTHRERERZ T4—ILRIEIE, ROLSIC2BIA DT 2HEND S,
Name as Reported AFIEBRIDEFEREmE

by the Primary

Source

Substance / G.k.2.3.r.1 AR DEFEE BRIDEFE % 4=V RIC RO2EATT I SBEN S,
Specified Substance ARIRUBEIDBRIREFEHA

Name

IND Number where  FDA.C.5.5a BRIFEEULERRERNEENZINDES

AE Occurred IND number under which the clinical trial where the event occurred is conducted
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- INDEDHHRECHIIZERBIFORES

Source of Assessment G.k.9.i.2.r1  Conditional- FIAI DAY —R (G.k.9.i.2.r.1) & [RR>Y—] £U. H.1(lInvestigator
Required Assessmentz =3

«  LIR=bDAHLT (C.1.3) OEFREN2(=ZAIT1NBDOLR—K) T, AENFEEULINDES
(FDA.C.5.5a) MEHtEN TL\35E&E3w A

Method of Assessment  G.k.9.i.2.r.2 Conditional- o FTIAMOFHESE (G.k.9.i.2.r.2) % [FDA] (CEEL. i AEL X BT,
Required
q . LE—hDH(T (C.1.3) DEHZEN2(=ZIFAHBOLA—R) T. AEHNFEAELLINDES
(FDA.C.5.5a) MEHENTVBIHEE YA

Result of Assessment G.k.9.i.2.r.3 Conditional- +  INDZEMIREETE, D KEB1IDDOFTENODUVVW RGN EIVER/EREEY)OBELE T Z2H
Required IINETHD

o FHMEOFER (G.k.9.i.2.r.3) (C(E. fE [Suspected ]| F/z(& [Not Suspected ] %z{F
)

«  LIR=bDAHLT (C.1.3) OEFREN2(=ZAIT4NBDOLR—K) T, AENFEEULINDES
(FDA.C.5.5a) MR tEN TL\35E&E3w A
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INDSIRBA/BERIAZ 2R
« 201089H29H®MFederal Register(cdUL\T. FDA(Z. 21 CFR part 312(CEDKEMDEERBL
UEMFHIRECITIBIND (Bio-INDZED) ZRM4IREEM iG] Ut Rz FRUI,

« 21 CFR 320.31(cED&. INDZFROBA/BE:RERZ Kl I & (X I DL E M IREZHFZENMUI,

« BASHEROLUBEEERN INDZ NS RPREN DIHE DA HIHTE
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IND#BRBA/BE:tERSafety Report:EIBIDXENADES LRI =)

- Batch Receiver Identifier (N.1.4) 8&KU'Message Receiver Identifier (N.2.r.3)

AS 2AYH — W—F74>91D N.2.r.3{#

Premarket  CDER IND ICSR 5E5E: TCDER] XMLI7A)b: ZFDA_PREMKT CDER_IND
XMLJ74)L:AERS_PREMKT CDER FDA_AERS PREMKT_ CDER

CDBR IND ICSR 585%: [CDBR] XMLI7A)b: ZFDA_PREMKT CBER_IND
XMLI7A FDA_AERS PREMKT_CDBR

JV:AERS_PREMKT_CDBR

CDER IND 585%: [CDER | XMLI7A)L: ZFDA PREMKT CDER_IND EXEMPT
exempt BA/BE ICSR XMLJ74)L:AERS_PREMKT _CDER FDA_AERS PREMKT_CDER BA_BE

Postmarket Postmarket ICSR 5E5E: TCDER] XMLI74)L:FDA_AERS ZZFDA CDER
XMLI74)l:AERS
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INDSBRBA/BEii{fRSafety Report:Pre-ANDAICEI T %S
« FAERSADIREICDVTIE, AR MIFEEUINDICIDDIND Safety Reporthdhitgtidi
% (Pre-ANDA)

- BEXRA: AENEEUEINDES

- EZ%ID: FDA.C.5.5b

- &xAEK: 10

- THEL: HUE

- EE%E: FMMTERERE

o ESXRZ—)L:

+  Type of Report (C.1.3) h2=Report from study and Message Receiver Identifier (N.2.r.3)
='CDER_EXEMPT_BA_BE'®#%Z&. AE Occurred (FDA.C.5.5 a) ®Pre-ANDA Numberh &2, AZld 234567 ]

THIVEN DD,
o IBEL -T2 I (CENRERIANDAES THIL
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T—AA97 1 1. EFEICREVBREBOEYREDHS
« EYPIREBOIMEDIZHOE 2 BT —YEZR DA

FEHI DI E DFFE] G.k.1 1=15E% (Suspect)
2=HMAZE (Concomitant)
3=tHE{EA (Interacting)
4=FHIIGFEN TR0

(Drug not administered)

FDAEZEGICRIT2EMEER (31— Mb) FDA.G.k.10a.r 1=K (Test)
2=208 (Referennce)
NullFlavor=NA

= FEmODsEk! G.k.2 (AYH— - BERERL)
(Header — no element value)

—RIBHRIENSIRENLEREmE G.k.2.2 EFEm% (BHEC)

Medicinal product name (free text)

MEZ/MFENER G.2.3.r.1 RE& (JI)-7FXK)

Drug substance name (free text)
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E2BDIREEAN=X A

EEm - EEEEREFRNMMUKE2B R3 XMLI7A IV ZIREE I D XN =X L ztefit

ARBEORERICANZZA L2 fEABIEE

JVJUyJURLIZER TRERARIRER XN X LR

7w J0— ReNizJ74)UiEbot(CA&HH

FAERS Electronic Submission®Web~X—> TREE |Gz izt
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E2BOREEA DX A

=) E2B Validator @
1581688029572.xmi m Downioad  Clear

<7xmi version="1.0" encoding="UTF-8"7>

<MCCILINZ200100UVDT xmins= “"urn:hi7-org:v3® xmins:xsi= "Ditp://www.wi.org/2001/XML Schema-instance”
ITSVersion="XML_1.0" xsi:schemalocation="urn:hi7 -org:v3 FDA_R3 um:hi7-org:v3 MCCI_IN200100UVO1Lxsd">
<id extension="1669265_PRD-1" root="2.16.840.1.113883,3.989.2.1.3.22"/)>
<i--N.1.2: Batch Number- -
<creationTime value="20180407174607"/>
<responseModeCode code="D"/>
<interactionid extension="MCCI_IN200100UVD1" root="2.16.8401.113883.1.6"/>
<name code="1" displayName="ichicsr* codeSystem="216.840.1.113883.3.989.21.1.1"
codeSystemVersion="1.01"/>
<IN Type of Messages in Batch--»
<PORR_N04SOI6UV>
<|d extension="FR-MY PHARMA-2018-030306-1" root="2.16.840,1.113883 3.989.21.31"/>
<i--N.2.r.1: Message identifier- -+

E2B TAG ID TAG LABEL ORIGINAL XML VALUE SAFETY REPORT ID VALIDATION DETAIL MESSAGE
Since the element Route of Administration
y TermiD - Gk 4.r10.20 has a value, the
Gk4ari02a :‘o:e of Adminisiration Term 1D V. Dste / null FR-MY PHARMA-2018-030306-1 element Route of Administration TermiD
s Version Date / Number - G..4.r10.2a must
contain a valye
Since the element Route of Administration
’ TermiD - G..4.0.10.2b has a value, the
! fon T - -
Gk.Ar10.28 o DVer.OMe! oy FR-MY PHARMA-2018-030306-1 element Route of Administration TermiD
Version Date /| Number - Gk 4.5.10.23 must

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/e2br3-electronic-transmission-individual-case-safety-reports-implementation-guide-data-elements-and
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TAMRE

HUs ISR EAFZ$HTE2B(R3) 2T ANT 3 @N CETVB AN —Z4FET D

M ARAIE T AREE DM 73 DICSROT A M EN T D
TARZRT 2 1-)UE AFESNC AN — (iR HENS
FDA. IXE&DICSR%ZZ

- NFRURLIZEETHREEY —ILCFP A B]§E

ERIT AN BIHDIREEY — ) Z 15t

FREESNICAN Y — (3. EBEIRTIOIRIZETICSRZIRE L. ACKZRZITERBIENTED
AR Y—(F R3BDEFHEESFT. R2ZAEZHDRA M -4y N CSRTICSRZEL Ut 5
A Y —(&, TARATEMHARE DM 73 TICSRZT AN D (IER—23

- 3DDIREXNZALZ2fERTD (IRE/RADAS51 RTERBA)

=
> &

Z=0)
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FTAPMEER
RIFEX COFDANDRHIDRIEHZBDEEFN TELS. AR Y —(FFDAISEEIT 2mENHD
o« TAMNPDER)(FTIANTeprompt@fda.hhs.goviOIX{ET DNENGDD

/FE IRBTICSROEE R HAR:

- BEiFIRH(C(FSafety Reporting Portal (SRP) OfERE%H#EEE
« 1571EH-LA—DIRE (EAE

o SHOMBIZERBCHREE XLV

ESGZ7TUCE2B(R3)EEA ThimaIZ £ kG S IRL I 5 & MmN TSL5:
« SRP7HU>MIMERBIZ EHREDDICEIFILEEND

\_

~
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Q&A
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Q&A

Q1:EMA(ZERICThERATE THERZDEBI(CDVTR 3TA—YY N2 @XIL TLWBD T, FDANCT
HEBIDRITA—NY ST — NITARXZ VDX TICEfFTETAERAFTF TS HN?

Al L7230 TRUIRESIC, ThERATEMERE DM /572 BERFCEMULZVEE Z TS,
SHER (2023%FK) FTlc, E2B(R 3) FZHDICSRZHARBIE AR (CIRH TEDLI(C
HEREULWEEZ TS, TOHOFMTIEMERFRIGBEHRIEFAERSOEFITIR->
(CHBEEN S,

ZOFEIFANS, BEETHERFIETIREZ OIS D ICSRZFAERSICIRH TERLI(TRB,
MERFITLSE, INDDZEMFRELINDOTAHZEND.
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Q&A and Resources

Click for:

https://www.fda.gov/drugs/questions-and-answers-fdas-
adverse-event-reporting-system-faers/fda-adverse-event-
reporting-system-faers-electronic-submissions

Additional questions or comments?
Email: eprompt@fda.hhs.gov

Please submit your questions using the Q&A Pod in the lower right corner.

Click Here for Evaluation and Certificate

Learn about other resources from CDER Small Business & Industry Assistance:

Visit Our Website!
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