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1 ISO/HL7 27953-2: 2011 Health informatics -- Individual case safety reports (ICSRs) in pharmacovigilance -
- Part 2: Human pharmaceutical reporting requirements for ICSR. The ICH E2B(R3) package includes the
following documents, available via www.ich.org: Implementation Guide for Electronic Transmission of
Individual Case Safety Reports (ICSRs); E2B(R3) Data Elements and Message Specification; Appendix | (B)
to the Implementation Guide for Electronic Transmission of Individual Case Safety Reports (ICSRs):
Backwards and Forwards Compatibility Recommendations; Conversions for E2B(R2)-E2B(R3) compatibility;
Appendix | (C) ICH ICSR schema files; Appendix | (D) Reference Instances; Appendix | (E) Example
Instances; Appendix | (F) ICH OID list and ICH code lists; Appendix | (G) to the Implementation Guide for
Electronic Transmission of Individual Case Safety Reports (ICSRs): Technical Information; E2B(R3) Data
Element Structure in ICSR messages; Appendix | (H) BFC conversion. Clarifying information for
implementation is included in a an E2B(R3) Question and Answer (Q&A) document, which is updated on a
periodic basis.

2SO 11239:2012 Health informatics -- Identification of medicinal products -- Data elements and structures
for the unique identification and exchange of regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging
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3 ISO/TS 20440:2016 Health informatics -- Identification of medicinal products -- Implementation guide for ISO
11239 data elements and structures for the unique identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of administration and packaging.
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11239:2012 Health informatics -- Identification of medicinal products -- Data elements and
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dose forms, units of presentation, routes of administration and packaging
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Identification of medicinal products -- Implementation guide for 1ISO 11239 data elements and
structures for the unique identification and exchange of regulated information on pharmaceutical
dose forms, units of presentation, routes of administration and packaging
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FEFED ICH E2B OB L8R (27— FUX F14) & EDQOM DE-LZAREEDIFHZED~ > E°
e

= 3R AR E PR

ICH E2B(R2) B.4.k.8 ¥ 5
FRBE K N B.AKY BLA~DH
¥ (B—F/MBIE#H | ICHE2B(R3) G.k.4.r.10.2b 5K D ID
L DOREHF OB E) | XGkArll2b B~OEERED ID
(USHHEEE 2 o FGE (EDQM HEHEFFEY A kD FGE e
001 | Auricular (otic) ROA-20001000 Auricular use
002 | Buccal ROA-20002500 Buccal use
003 | Cutaneous ROA-20003000 Cutaneous use
004 | Dental ROA-20004000 Dental use
005 | Endocervical ROA-20006000 Endocervical use
006 | Endosinusial ROA-20007000 Endosinusial use
007 | Endotracheal ROA-20008000 Endotracheopulmona
ry use
008 | Epidural ROA-20009000 Epidural use
009 | Extra-amniotic ROA-20011000 Extraamniotic use
010 | Hemodialysis ROA-20015000 Haemaodialysis
011 | Intra corpus | ROA-20027000 Intracavernous use
cavernosum
012 | Intra-amniotic ROA-20022000 Intraamniotic use
013 | Intra-arterial ROA-20023000 Intraarterial use
014 | Intra-articular ROA-20024000 Intraarticular use
015 | Intra-uterine ROA-20044000 Intrauterine use
016 | Intracardiac ROA-20026000 Intracardiac use
017 | Intracavernous ROA-20027000 Intracavernous use
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018 | Intracerebral ROA-20027010 Intracerebral use

019 | Intracervical ROA-20028000 Intracervical use

020 | Intracisternal ROA-20028500 Intracisternal use

021 | Intracorneal ROA-20084000 Intracorneal use

022 | Intracoronary ROA-20029000 Intracoronary use

023 | Intradermal ROA-20030000 Intradermal use

024 | Intradiscal ROA-20031000 Intradiscal use

(intraspinal)

025 | Intrahepatic ZOREEITAS %
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EHIZOWNT
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026 | Intralesional ROA-20032000 Intralesional use

027 | Intralymphatic ROA-20033000 Intralymphatic use

028 | Intramedullar (bone | ROA-20036500 Intraosseous use

marrow)
029 | Intrameningeal ROA-20042000 Intrathecal use
030 | Intramuscular ROA-20035000 Intramuscular use
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031 | Intraocular ROA-20036000 Intraocular use

032 | Intrapericardial ROA-20037000 Intrapericardial use

033 | Intraperitoneal ROA-20038000 Intraperitoneal use

034 | Intrapleural ROA-20039000 Intrapleural use

035 | Intrasynovial ROA-20024000 Intraarticular use

036 | Intratumor ROA-20043000 Intratumoral use

037 | Intrathecal ROA-20042000 Intrathecal use

038 | Intrathoracic ROA-20039000 Intrapleural use

039 | Intratracheal ROA-20008000 Endotracheopulmona

ry use

040 | Intravenous bolus ROA-20045000 Intravenous use

041 | Intravenous drip ROA-20045000 Intravenous use

042 | Intravenous (not | ROA-20045000 Intravenous use

otherwise specified)

043 | Intravesical ROA-20046000 Intravesical use

044 | lontophoresis ROA-20047500 lontophoresis

045 | Nasal ROA-20049000 Nasal use

046 | Occlusive  dressing Non-Current

technique

047 | Ophthalmic ROA-20051000 Ocular use

048 | Oral ROA-20053000 Oral use

049 | Oropharingeal ROA-20055000 Oropharyngeal use

050 | Other CHECK ZOMEEIEA %
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051

Parenteral

CHECK
REPORTER’S
VERBATIM TERM
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052

Periarticular

ROA-20057000

Periarticular use

053

Perineural

ROA-20058000

Perineural use

054

Rectal

ROA-20061000

Rectal use

055

Respiratory
(inhalation)

ROA-20020000

Inhalation use

056

Retrobulbar

ROA-20061500

Retrobulbar use
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057

Subconjunctival

ROA-20065000

Subconjunctival use

058

Subcutaneous

ROA-20066000

Subcutaneous use

059

Subdermal

ROA-20066000

Subcutaneous use

060

Sublingual

ROA-20067000

Sublingual use

061

Topical

ROA-20085000

Topical
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062

Transdermal

ROA-20070000

Transdermal use

063

Transmammary

ROA-20082000

Transmammary
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064

Transplacental

ROA-20083000

Transplacental
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065

Unknown
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066

Urethral

ROA-20071000

Urethral use

067

Vaginal

ROA-20072000

Vaginal use
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