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Outline

Activities in ISO/TC215 WG6

—Work in Progress, Next Steps & Timelines

Activities in HL7

—Work in Progress, Next Steps & Timelines
Other International Activities
—-GInAS next workshop in brief

—OpenMedicine Project in brief
—-Joint ISO-HL7-IHE meeting in brief
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Activities in ISO TC/215 WG6
(pharmacy and medicines business)
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ISO/TC215 activities (Resolutions)

« Last ISO/TC 215 WG6 meeting: 21-23 April 2015, San
Francisco, USA

« "prEN ISO/DTS 20440, Health Informatics, IDMP, IG for EN 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”:

« Resolution Submission for DTS Ballot

Dates:

« provision of the text of prEN ISO/DTS 20440 and NP ballot reconciliation to the
WG6 secretary by 15 June 2015 and to TC215 secretary by 22 June 2015

« TC 215 secretary to launch a 2-month DTS ballot by 30 June 2015 and
CEN/TC251 launch a parallel 2-month DTS ballot

v Publication is expected in Q1 2016
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ISO/TC215 activities (Resolutions cont.) B

« "prEN ISO/DTS 19844, Health informatics, IDMP, IG for EN
ISO 11238 Data elements and structures for the unigue
identification and exchange of regulated Information on
substances”. Resolution: submission for publication

(Iteration 1: first 4 annexes/substance classes]

Dates:

« Provision of the updated text and the final disposition of
comments to the WG6 secretary by 31 July 2015, to the
TC215 secretary by 7 August 2015 and to ISO/CS by 15

August 2015.
« Publication expected in August (prEN ISQO/TS 19844:2015) AND:
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ISO/TC215 activities (Resolutions cont.) &

« “prEN ISO/TS:2015 19844, on EN ISO 11238 Data elements
and structures for the unique identification and exchange of
regulated Information on Substances”:

Resolution: revision of EN ISO/TS 19844:2015 & submission an
ISO/PWI for the revision

Dates:

« Provision of the ISO-PWI for the revision of EN ISO 19844:2015 to
the WG6 secretary by 15 June 2015, to the TC215 secretary by 22
June 2015 and to ISO/CS for a 2-months ballot by 30 June 2015

« CEN/TC 251 to launch a parallel 2-months CEN/PWI ballot
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ISO/TC215 activities (Resolutions cont.) &

+ “prEN ISO/DTS 20451", IDMP, IG for EN ISO 11616 and,

« "prEN ISO/DTS 20443” IDMP IG for EN ISO 11615:

« Resolution: Submission for DTS ballot

Dates:

« Provision of the text prEN ISO/DTS 20451 and NP ballot
reconciliation to the WG6 secretary by 15 June 2015 and to
the TC215 secretary by 22 June 2015;

« TC 215 secretary to launch a 2-month DTS ballot by 30 June
2015 and CEN/TC251 launch a parallel 2-month DTS ballot
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ISO/TC215 activities (Resolutions cont.) &

 "revision of EN ISO 11238:2012, EN ISO 11615:2012 and EN
ISO 11616:2012":

« Resolution: revision of the standards above and submission for
each an ISO/PWI

Dates

« Provision the ISO/PWI for the revision of EN ISO 11238:2012,
EN ISO 11615:2012 and EN ISO 11616: 2012 to the WG6
secretary by 15 June 2015, to the TC215 secretary by 22 June
2015

« TC215 secretary to submit these items to ISO/CS 2-months
ballots by 30 June 2015 and CEN/TC 251 to launch parallel 2-
months CEN/PW!I ballots
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Other ISO TC/215 WG6 activities
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Other ISO/TC215 resolution activities [

« prEN ISO/DIS 17523 Health informatics- Requirements for
Electronic Prescriptions:

Resolution: submission for FDIS ballot

« prEN ISO/DTS 19256, Health informatics — Medicinal Product
Dictionary (MPD) systems for health care:

Resolution: submission for 2nd DTS ballot

« prEN ISO/TR/NP, Health informatics - Medication management
concepts and definitions:

Resolution: submission for NP/DTR ballot
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The MPD-system does not exist on its own. It is a component of a

larger clinical and/or pharmacy information system

HMA
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Next ISO TC215 Meetings

d 2-6 November 2015 Bern, Switzerland

d 2-6 May 2016 Amsterdam, the Netherlands
« 17-21 October 2016 Kuala Lumpur, Malaysia
« April or May 2017 in China

e QOctober or November 2017 in Korea
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Report on HL/ activities HMA

e Last HL7 International WG Meeting: May 10-15 Paris, France

e As per IDMP-CPM-SPL Project Scope Statement (PSS) and
following the working activities within the HL7 O&0O (Orders
and Observations) and the HL7 RCRIM (Regulated Clinical
Research Information Management) WGs, the out-of-cycle
ballot for the following HL7 candidate standards will start in
June 2015 as planned:

e HL7 Version 3 Standard: Common Product Model (CPM)
CMETs, Release 3.

e HL7 Version 3 Standard: Structured Product Labeling (SPL)
Release 7.

13 International activities and IDMP



H MA EUROPEAN MEDICINES AGENCY
Heads of Medieines Agencles SCIENCE MEDICINES HEALTH

HL7 Ballot Dates

e Signup Open Day: Monday, May 18, 2015
e Signup Close Date: Jun 18, 2015

e Ballot Open Date: Friday Jun 19, 2015

e Ballot Close Date: Monday Jul 20, 2015

e The ballot activities are expected prior to the next HL7's
September 2015 Working Group Meeting. Comments received
from consensus group members will be addressed at Work
Group conference calls leading up to the Plenary & Working
Group Meeting Oct 4-9, 2015 in Atlanta.
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What this means practically

« The scope of the project is to describe the use of SPL R7 as the
data exchange format to support the ISO IDMP Technical
Specifications.

« The ISO IDMP Technical Specifications are describing data
exchange considering the content requirements for the five
ISO IDMP International Standards.

« The new HL7 SPL R7 will now include all the ISO IDMP
elements plus the specific EU/EMA data fields. Therefore, if
approved, it will replace the current Art 57 format use for the
current product and substance submissions to the EMA.
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Work in Progress

What data (Art 57(2), Data Content)

cla:
- S5: Reference source
- S6: Internationa’ “odes

- P25: Medical device(s) "
P26: Strength of active ingredient(s)/adjuvant(s)
- P27: Therapeutic Indication(s)
- P28: ATC code

- P29: Summary of Medicinal Product Characteristics
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Where
to put
my data?

component

typeCode”. <= COMP.
contextConductionind: BL [0.1] "trus"

SPL_RMIM

(bokE_R1050032%)

Description: Used for documents of
medication information, also called
prescribing informaton, package
inserts. drug label, etc.

Property-contextConductionStyle: G

« AciRelationshipDocumentSPL.
contexiConduetionind: BL [0..1]
“false’

XCRPT [0..1 highlight

IGNED)
R_ProductRelatedAssignedEntity
anedEpIvers:
argow)
author1
typeCode’; <= AUT (author &t manufacturer)

textCor [0.1]"0P"

8 i
signatureCode: CD CNE [0..1] < ParifcipatianSignature
ED[0.1]

TegalAuthenticator
oder” <=

CMET: (ROL)
R_Substance
[universal]
pace

CMET: (ROL)
R_ProductListed
Tuniversal]

r: 0101000

CMET: (INST}
R_ProductReportable
[universal]

020




SPL R.6 QUiCk Overview - the Header HMA mo

CMET: (ASSIGNED)
R_ProductRelatedAssignedEntity

0 pmductﬁnuwAsslgnedErhlglﬂf:ﬂl_lm]

—————

SPL_RMIM

(PORP_RMOSODIZUV)

Description: Used for documeants of
medication infermation, also called
prescribing information, package
inserts, drug label, etc

author1

typeCode”: <= AUT (author at manufacturer)
contextControlCode: CS CNE [0..1] "0OP"
noteText: ED [0..1]

Property-contextConductionStyle: C time: TS [0..1]
: signatureCode: CO CME [0.. 1]-:Parﬂmpafm:8ama&n
<= x_ActRelationshipDocumentSPL signatureText: ED [,

contexiConductioning: BL [0..1]
"falsa”

DocumentBodyChoice

component
typeCode®: == COMP
contextConductionind: BL [0..1]
“trua”

Iegalhuthenﬁcator
typeCode™ <= L4
noteText: ED [0..1]

component - time: TS [0..1]
component typeCode®: <= COMP smamrel:ode CD CNE [0.1] = ParficipalionSignature | _______________|
fz=COMP @ | m—————— contextConductionind: | — — - = = = = = — - —— ureText: ED [0..1]

contextConductioning: BL [0.1] "tnue” BL [0..1] "true” 0..* section SectionComponent

0. sectionComponent

——-——{subjectt  f--——————— subject2 = [-———————————

________ SR O <bjscsSubjectRicle — — — swuhj <= SURJ sequel

TEL T IR | e ————— | mmmmmmm e ———————— | 0.* gommeninent | typeCode®: == SEQL

FOCP_MTOLO1000W) {POCE_MTTE0I0007

eGuidelineSEL

{POCP_MTOZ2020007)

}  CMET: (ROL) CMET: (ROL) i CMET: (INST) |
} R_ProductListed R_Substance | R_ProductReportable |
E [universal] [universal] E [universal] i

o QS
suh]act

yp d SUBS

<= SUBJS |0_* ppaductUseGuidealime
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IDMP 11615: Authorised Medicinal Product HMA A

Heads of Medieines Agencles

class Full Model Authorised Nedicinal Products Detailed Diagram /

Marketing Authorisation Application
Medicinal Product Name M keting RS - Application Identifier / Number
Country / Language Manufacturing Operation . 8 FEEELT | ———- Application Typs
- MName sl |- Applicstion Date
- Gounty | " Regulatory Agency - Procedure Identifier / Number =
o - Invented Name Part [0..1] - Operation Type —— i
- durisdiction [0..1] [ . {Organisation} - Procedurs Type
. Langusge T— | Scientific Name Part [0..1] - Manufadiuring Autharisation Reference Number 1 - Procedur Date
LT : - Stength Part[0..1 - Effective Date sl
- Pharmaceutical Dose Form Part [0..1] - Gonfidentiality Indicator [0..1] ; - Marketing Status
- Formulstion Part [0..1]
- Intended Use Part [0..1] / 1. |- county
gt e - Targst Pepulation Part [0..1] 0. Jurisdiction [0..1]
~ Document Typs - Container or Fack Part [0.1] T ) - Warketing Authorisation Number
2 Docamnent Identifer - Device Part[0..1 Establishment Marketing Autherisation - Marketing Date (Start/Step)
- Regulsted Document - Trademark or Company Name Part [0..1] {Organisation) S E e - Jurisdictional Legal Status of Supply
- Document Effective Date - Fart [0..1] - Country[1.7]
- T P - Legsl Status of Supply
1.0 < - e e 7| Periodic Safety Update Report Submission
1o N - Authorisation Status Date “*\\ Marketing - Frequency of Submission of Safety Report
Wedicinal Product Classification - Validity Pericd | Authorisation Hoider - Dates of Submission [1..7]
Version = (o - Intemational Birth Date
- Classification System 7
" et 0.1 - Referznce Date
- Version Date - Classification System Value: eto oo Pt
- Version Identifier [0..1] - DemabociPain

Packaged Medicinal Batch Identifier Shelf Life / Storage
Medicinal Product Froduct
Contra-Indication
= ol BAID1 - Shelf Life Type
- Gontra-indications Text - MRD 1.~ [ |- BaDZO.1] - Shelf Life Time Period
- Contra-indications as "Disease / symptom / procedure® [ | - . ”.‘:5":5:';2;’“?;“?‘ Ee=lFEm - - Package Desaiption - Spacial Pracautions for Storage [0, | 0

- Disease status [0..1]
- Co-morbidity [0..1]

- Additional Menitering Indicster [0..1]
- Spedal Measures [0,

Therapeutic Indication

.-
i Data Carrier Identifier
Package ltem [Container)

1.0 - Data Camier Identifier Code System
- Paciage ltem (Container) Type  |———

|- Data Canmier Identifier Value
- Padkage ltem (Container) Quantity [ 2

Material [1.7]
Alternate Material [0..4]

Indication Text
Indication as "Disesse / sympiom / procedure]
- Disease status [0..1]

- Co-morbidity [0..1]

- Intended Effect [0..1]

Timing / Duration [0..1]

Pharmaceutical Product

Manufactured Item

- Administrable Dose Form

- Unit of Presentation [0 1] 5 Manuieched DocSEC N 0

- Unit of Presentation [0..1]
Product Quant
0.- 0l i 4 Zoantizy - Manufacired ltem Quanti Package (Component)
- - Component Type
Population Specifics Interactions - Component Matesial [0..4]
- Cor 1t Alternate Materis| 0.
- Age[0.1] - Interactions Text LIt e e
- AgeRange[0.1] - Interactions Type: 0.~ 0.*
- Gender[0.1] - Interactions Effect 0.1
- Race[0.1] - Interactions Incidence Other Characteristics
- Health Ststus [0..1] - Management Actions isti
| Characteristi
o ! - Other Characteristics Gade Systam o, | Fhsical o™
- Ofher Characleristics Value - Height[0.1]
o /‘ PhPID Set o- © Widno 1
- PhPID Identifier Sets S, 0.1(= Depth[0.1]
- Therapy Relati Type IR 1. 1. [ - I’I“Velghtl‘ﬂv'\‘] -
|- Medication - Nominal Volume [0..
0 - |nosamm$;§a;mn 1. R [ — - External Diameter [0..1
- i = _ Device Trade Name [0..1] - Shape[0.1]
FELSELEC T - IngredientRole - Device Quantity - Colour[0..1]
- s - Imprint[0..1
oo o ket Dest= Liing tumiic S Gt
. - Device Material [1.] e
AhEromr Eoe - Device Alternale Material [0..7] :
- Undesirable Effect Text - = ey I
- Undesirable Effect as "Symptom / Condition / Effect® | ; - - - Sterility Indicater [0..1] Device NHomenclature
S Clae e 1. Strength o.-{- sSterilisstion Requirement Indicator [0..1 [
- Symptor i (il Pharmaceutical Product Characteristics. " Device Usage [0.1] I
- Frequency of Occurrence [0..1] - Stangth Range {Presentsticn) =k b
B Froduct istics Code System - Shengih Range {Cencenbation) [0..1 ) i
- Pharmaceutical Froduct Characteristics Value - Messurement Paint [0..1]
- Country [0.7] e o1 0.r
0.
: 0.* Devioe Batoh
. \ \ Substance e
o Identification
Reference Strength e
+  Batch Number
Specified Substance - Refererence Substance [0..1] + Expiration Date
T Specifiod Subanos - Reference Specified Substance [0..1]

Reference Strength Range
Reference Strength Messurement Paint [0..1]
- Reference Strength Country [0..4]

- Specified Substance Group [0..1]
- Confidentiality Indicator [0..1]
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IDMP 11615: Investigational Medicinal Product  HMA - S

class Full Model Investigational Medicinal Product Detailed Diagram /

Investigational Medicinal Product Local Clinical Trial Authorisation
Hame Manufacturing Operation

Country / Language Lacal Clinical Trial Registration Humber
- Local Investigation Code
Jurisdietion [1..]

Lacal Autharizatizn Date

- Name[0.1 - Operstion Type
=01 Manufacturing Authorisstion Reference Number
nted Name Part [0..1] Effective Date

- Language - Scientific Name Part [0..1] - Confidentiality Indicstor [0..1] - Locsl Anticipated End Date
- Stength Name Part [0..1] N
- Pharmaceutical Form Part [0..1] 1 1 0.*
- Formulstion Part [0..1] 9.1 S
Requlated Document - Intended Use Part[0..1] Wed Iatory "
- Targst Population Part [0..1] Wanufacturer ngg,:z;‘z::f:;ahm) e e
- Deocument Type - rtainer or Pack Part [0..1] Establishment
- Document [dentifer D Toie o {Organisation}
- Requlsted Document i pany Part [0.1] |1 1
- Document Effective Date — 1[
- = 1
= - Flavour Part[0..1 .-
. Clinical Trial Authorisation Drug Safety Update Report Submission
- Registration Number - Frequency of Submission of DSUR
enmae Product Classification - Investigation Cade. [ |- Dates of Submission [1.7]
- Country[1.7] 1| Develapment Intemational Birth Date:
_ Version Date - Clasification System - Protecel Number -
R - Version Identifier [0.1] 5 T EE - Authorization Date - Data Lock Foint
= = I3 - - Anticipated End Dats
- Thesapy ype 0
- Medication ;
k.
- Package (Component]
0.* a o Batch Identifier t J Shelf Life / Storage
Investigational Medicinal Product - BaD_1 ° o - Shelf Life Type
- Indication Text - IBAID_2[0.1] 5 Component MatenolKE - Shelf Life Time Period
Population Specifics - Indication as "Disease / sympatam X S At et T . Special for Storags [0.7]
i |- Disessestats[p.1] bined Pharmaceutical Dose Form [0..1] 0.~ 0.~
. MERE'H e 10.1] 5. |- Imtended Effectio.1] . sx-Reference [0..7] ) -
ge 10 - Timing / Dusation [0..1] ; [ |me=sSoaSenalEcteny
- Gender [0..1] Medicinal Product 0.~
= (LAl = 0.0 Data Carrier Identifier
- Health Status [0..1] ol - IPCID Package ltem (Container} |
- Padsge Desaiption + Data Camier |dentifier Code System
. L ———
. 1.-|-  Package llem (Container) Type: + Data Camier |dentifier Value
) . - Package ltem (Container) Quantity
Undesirable Effects 0.
= - Msterial [1.4]
_ Undesirable Effect Text Pharmaceutical Product Characteristios. - Alternate Material [0..4]
S e e o et o sy T A - Pharmaceutical Product Charactenstics Code System Physical Characteristics
- Symptom/ Gandition / Effect ClailicauogiiSH] PhPID Set - Pharmaceutical Product Charadteristics Value
- Frequency of Ocoumence [0..1] - Height[0..1]
- PhPID ldentifier Sets o o - Width [D.1]
0. - Depth[0.1]
\ 1. 1.0 Other Characteristics - Weignt0.1]
i — Manufactured Item - Nominal Valume [0..1]
Pharmaceutical Product - Other Characieristics Cade: System 7]~ Extemal Diameter[0..1
e Y - Other Characteristics Value - Manufactured Dose Form - Shape[0.1]
- Contra-indications s "Diszase / symptam / procedure® - Administrable Dose Form 5 Unitof Presemanoi - Celour[0..1]
- Dissase status [0..1] 0.~ - Unitof Prasentation [0..1] - Manufactured ltem Quantity - Imprint [0..1]
- Co-merbidity [0..1] - Pharmaceutical Product Quantity - Image[0.7]
0.1
1.5
Ingredient .-
e Dosing and Route of Administration 1.
- Ingredient Role: Devi
T - Route of Administaticn < i
Interactant Interactions Type - First dose in humans [0..1] 0.7|- Device Type
= - Maximum single dose [0..1] - Device Trade Name [0..1]
- 1. 3 - Maximum dase per day [0..1] - s @
- - Interactions Incidence |
Intesaciant Value e - Maximum dose per restment periad [0 1] - " Device Listing Number [0.1] Device Nomenclature
- Maximum trastment periad [0..1] rgth 01 Substance - Device Identifier [0..1] rT——
0.1 - Strength Range (Fresentstion) I - Model Number [0..1] - Momenclature ValUs!
- Strength Range {Concentration) [0..1] | 9.~ - Device Material [1..%]
Measurement Paint [0..1] - Device Alternate Material [0..]
SEEE R Country [0.4] - Allegenicity Indicator [0..1]
T Speciied Substano - Sterility Indicator [0..1] Device Baich
. Specified Substancs Gt iR \ o - Sterilisation Requirement Indicator [0..1, 0.+ Identification
B - Device U Lo
Confidentiality Indicator [0.1] ice Uzage [0..1]  Batch Numbes
Reference Strength - Expitation Date|

- Refererence Substance [0..1]

- Reference Specified Substance [0..1]

- Reference Strength Renge

- Reference Strength Measurement Point [0..1]
- Reference Strength Country [0..7]
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An Authorised Medicinal Product DAM HMA - S

Heads of Medieines Agencles

olass Full Mode! Authorised Medicinal Products Detailed Diagram ( W O rk i n p ro g re S S )

Wedicinal Product Name
Country # Lanmtiins] - :lsmz‘ .. Marketing Authorisation Procedure. Marketing Authorisation Application Marketing Status
o~ - Invented Name Part [0.. fae T
- County - Sientific Name Fart [0..1] (@ Master File [NEW] - Procedure Identifier / Number Application Identifier / Number - Country
T juresieen AT ———__ |- swenginPan 0.1 e - Procedure Typs |- Application Type: - Jutisdiction [0 1]
- - Pharmaceuticsl Dose Form Part [0..1 o [ 2T - Procedurs Dste - Application Dat= - Wisreting Autharisation Numbar
- Formulstion Part[0..1 = - Markeling Date {StartStog)
- Intended Use Part [0..1 g ol Junsd\ﬂlonle!gl\S!atusol Supoly
- Target Population Part [0.1 0.1 Cumently Marketed [NEW] :BL [0..1]
- Containes or Pack Part 0.1 {3 Warketing Authorisation Suspension [NEW] - Not Cunently Marketed Reason [NEW] -GD [0..1]
- Device Part [0..1] i 0.1
- Trademark or Company Nsme Part [0..1 g e - Suspension Gondition to Restors GO [0..1] 0.1
- Time/Period Part 0.1 T Grerr e Agency (Organisation} - Suspension Condition to Restore Comment :ST [0..1)
- Flavour Part [0..1 - Msnufacturing Authorisstion Reference Number 1 - Suspension Lifted Date :TS[0.1] T Marketing Event [NEW]
Regulated Documant e - Effective Date - Intended Action
- ty Indicstor [0..1]
T z 1 - CGhangs Requeslcxglmsm\cn Type :CD[0.1]
- Document Type -
T e I;fm il —  Orphan Designation [NEW] - > Event Reasons [HEW] - Comments :ST [0..1]
- Regulsted Document - han Indication Type ~ Reason CO[0.1] - Acton Tatan Gaographic Atea :CUlIDN]
= o e 0. - Anticipated Date Back TS [0..1]
ocument Effective Date - Grphan Procedus sanurscul - Reason Comment ‘ST [0..1]
P Validity [NEW] :BL [0..1 . Orphsn Designation Autharisstion Ststus :CD L Marketing Authorisation 0.1 5 Antioipated Baie Eack Commer U
Establishment //,/ﬁ o Loiemni sl | - Risk of Supply Shortage :BL[0..1]
- 7 Orphan Designaiion Authorsiicl S {Organisation)  Marketing Authorisation Number - Legal Grounds Comment ST [0.1] T Ris of Supply Shortage Camment ST [0.1]
- Orphan Designation Number :Il [0..1
- Country[1.]
o - Legal Ststus of Supply
- Authorisation Status Periodic Safety Update Report Submission
Medicinal Product Classification = - Authorisstion Status Date ] Marketi > swE mEw "
T — 1 Validity Pesioa T e 1] Frequency of Submission of Safety Report
Version o Data Exclusivity Period [NEW] -FQ [0.1] 94| SMEFlsg :BL - Dates of Submission [1..7]
- ystzm Value - Dote of First Authorisation [NEW] T5[0.1] - Size €D[.1] - Internations| Birth Date
- D N - SME Number Il [0.1] - Reference Date
N wq.nmdn,m,.g, .11 Medicinal Product \g 1 - StstusDate TS [0..1] - Data Lodk Foint
MFID
- Combined Pharmacsutical Dose Form (0.1 Packaged Medicinal Product| Batch Identifier ife / Stor:
N ———3 (MFID Cross Reference [MOVED to new dass] [0..] Shelf L} S
Contra-indication | - Acditionsl Monitoring Indicetor 0.1 - FCD 5 BAID1 - ShelfLife Type
- G . Special Messures (0. . 1. [ReraE - BAID2[0.1] - Shelf Life Time Period "
_ Contieindicains as “Disease / sympioen f praceckeet Clinical Trisl Ststus [NEW] :CD (0.1 - Spedial Precautions for Starage [0.7 | ¢
. Disssse Stsius [0.1] Orphsn Designation Status [NEW] -CD [0..1
- Comoridity [0..1] 0- 1.5
1.2
———3P Product Cross-Reference [NEW] 1.
Therapeutic Indication X N
. ~ (DMPID Cross-Reference Il rac ) N Data Carrier Identifier
- Indicstion Text N noed Product Type GRS 0. - Dats Carrier ldentifier Code Systam.
- Indication as "Disasse / symptom / procedure| 10 - Padage Hem (Contsinef Type [ o0 coriejionwec v
- Disease Status [0..1] - Padkage ltem (Container) Quantity| O
- Go-morbidity [0..1] Pharmaceutical Product Manufactured ltem - Material[1.7]
- Intended Effect [0.. - Altemnate Material [0.]
- Timing / Duration [0..1] - Administratie Dose Form - Manufectured Dese Form
- Unitof Presentation [0..1] - Unit of Presentation [0..1]
0 - 1 - Product Quantity - Item Quantity 0. Package (Component)
- i - Gompanent Type
Population Specifics Interactions. - Component Msterial [0..7]
- Cor t Alternate Material
- Age(0.1] - Interactions Text rrponent Altemate Mol
- Age Range [0.1] - Interactions Type 0. 0
- Gender[0.1] - Intersctions Efiect 04
- Race[0.1] - Interactions Incidence| Other Characteristics.
- Heslth Ststus [0..1] - Mansgement Actions i
- | Characteristics
! _ Other Charscteristics Gode System e
0. - Other Characteristics Valus -
‘ o e
Other Ther: ifios
ik - PhPID Kientifier Sets 5 Bephilo g
= i e Interactant 4. - 0.~ D - Weight [0.1]
P s - - Nominal Valuma [0..1]
0. - Interactant Cods System. 1.0 R ~ Devies Type - Exismal Diameter [0..1
- Interaciant Value = - Device Trade Name [0..1] - Shape[0.1]
Route of Administration  iIngredient Rale. - Device Quantity - Colour[0..1]
- ; - Device Listing Number [0..1] - Imprnt [0.1]
P Route of Adminisiration T ot o eyt
- Devics Materiai [1.7] o

- Undesirable Effect Text - Device Altemate Matarial [0,
- Undesirable Effect as "Symptom / Condition / Effect” | 1 - Allergenicity Indicator [0.]

- Symptom / Condition / Effedt Classification [0..1] - Sterility Indicator [0..1] 4 Device Nomenclature

- Frequency of Occumrance [0..1] Strength - Sterilisation Requirement Indicator [0..1 i ——— |
0. T Swargh Range (Praseriation] - Device Ussge [0.1] - Nomenda(ulesy‘ﬂan
- Strength Range (Concentration) [0..1 - el
- Measurement Faint [0.1]

Pharmaceutical Product Characteristics.

- Pharmaceutical Product Characteristics Code System o - County (0.1 01 0.
- Pharmaceutical Product Characteri ] -
Pharmaceutical Product Characieristics Status [NEW] €D [0..1] o \ o Substance I?evm:BaH-
Specified Substance il T Suen = Baich Number
Authorised Medicinal Products = = p— + _Expiration Date
With comections for emors in 1SO published version. with _ Specified Substance el
new EU requirements. and agreed 1SC comment - Spacified Substancs Group [0..1] - Reference Specifisd Substance [0..1]

- Refersnce Strength Range.
- Reference Strength Measurement Paint [0. 1]
Reference Strangth Country [0.7]

- Gonfidentiality Indicator [0.1]

changes.
Does not include IS0 changes that are st not finafsed
{"Clarification te be provided.”)

5-0

Rik Smithes 201
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Investigational Medicinal Product DAM HMA A

Heads of Medieines A

class Full Model Investigational Medicinal Product Detailed Diagram /

(work In progress)

Investigational Medicinal Product Hame
Country / Language

- Mame[o.1
o o - Codef0.1
5 ei=diciaey - Invented Name Part [0.1]
i I Scientific Name Part [0..1]
- Stength Name Part [0..1
- Pharmaceutical Form Part [0..1

- Formulstion Part[0..1 ———> Master File [NE}
- Intended Use Part [0..1 > me

- Countr

Local Clinical Trial Authorisation

Local Clinical Trial Registration Numosr
Local i Code.

Wanufacturing Operation

- Target Population Part [0..1] - Code I Medicines Regulatory - Jurisdiction [1.]
- Container or Pack Part [0..1 - Location :AD © srmmr s Agency (O - Locsl Date
- Device Part [0.1 1 - — - Local Anticipated End Date
- Trademark or Company Fart [0 1] 0.1 . 1
- Time/Period Peri[0..1 B a.”
- FlavowrPart[0.1] T Drug Safety Update Report Submission
Regulated Document .o - Frequency of Submission of DSUR
0.1 - Dates of Submission [1..7]
- Document Type ———2 Orphan Designation [NEW] 1|- Development International Birth Date
- Document Identifier — - Manufacturer | - Reference Date
- Regulated Document = ErmlEEm s T Establishment - Dsts Lock Point
- Document Effective Date. - Orphan Procedure Number :Il [0..1 o omarisaie]
Validity [NEW] -BL [0..1] - Orphan Designation Autharisation Status :CD
- Orphan Designation Autharisation Date TS [0..1] ool Toial A =
1. - Orphan Designation Number 11 [D..1 Epcans »
- Regisuation Numbar {Organisabon) - SMEFIsg BL
- Investigation Code — 04| Size :co[.1]
Versa Medicinal - Country[1.7] 1 "'|- SME Number Il [0..1]
- Protacol Number - Status Date TS [0.1]
a - Classification System - Authorisation Date
- - Classification System Valug Investigational Medicinal Product 1|.  Anticipsted End Date
0 ~ P Shelf Life / Storage
1. - Combined Pharmsceutical Doss Form [0..1
P MFID Cross-Reference [MOVED to new dass] [0.] e e SJVES]
Contra-indication e Investigational Packaged Batch Identifier - Shelf Life Time Period
e e I —— Medicinal Product - Specisl Precautions for Storsge [0..7]

Contra-indicatians Text //: R o 0. — |- BaD_1
Contra-indications ss "Disease [ symptom / procedure” Sl o - IFCID - IBAID_2[0..1]

B Clinical Trial Status [NEW] :CD [0..1 ot D
e N - 1.
. g;mhi'ﬁ;":u[n““ 0 P Crphan Designation Status [NEW] :CO (0.1 - i Data Carrier Identifier
0.- + Data Carrier [dentifier Cade System
1.0 / +  Data Carier Identifier Valus
Therapeutic Indication 1.° P> Product Cross-Reference [NEW] Q-
Package tem (Container)
- Indication Text - (MPID CrossReference I 0.-
- Indication s "Disease / sympiom / procedure™ - Referenced Product Typa :CD[0.1] - Pakage ltem (Container) Type Package (Companent)
- Disesse Ststus [0.1] - Packsge lem (Contsiner) Quantity [— |
- - Intended Effect [0.1] 1. - Material [1 7] 0. - | e
- Timing / Durstion [0..1] Manufactured ltem | _—]- Altemate Material 0.7 G = meanent iales SE,
ration Pharmaceutical - Gompanent Alternate Material [0.]
- Manufsctured Dose Form
- Age[0.1] 0. 0. - Administiable Dose Form - Unit of Presentation [0..1]
- AgeRange[0.1] rteraci - Unit of Presentation [0..1] - Manufsctured Item Quantity ,
- Gender[0.1] - Pharmaceutical Product Quantity Physical Characteristics
- Race[0.1] - Interactions Text T Height[o.1]
- Heslth Status [0..1] - Intersctions Type - Width [0..1]
- Interactions Effect 1. - Depth0.1]
- Interactions Incidence Ofher Characierinie _
0. 0. - Management Adions e _
- Other Characieristics Code System " Extemal Diameter [0.1
Other Therapy Specifics 1 - PhPID Identifier Sets . - Other Characteristics Value: - Snapero.n]
- Therapy Relationship Type Interactant - - ﬁ:‘“":"‘l; 11]]
- Medication Ingredient HITL
- Interactant Code System - Image (0]
- Interaciant Value Dosing and Route of Administration - Ingredient Role / -
0.
- Route of Administration
- First dose in humans [0..1]
) ~ Maximum single dose [0..1] e
SR - Msximum dese par dsy [0.1] ~ Device Type
T —————— - Maximum dose per treatment period [0..1] - Devica Trade Name [0..1]
- Undesirable Effect = "Symptom | Gandition | Efect” [ - Maximum trestment pericd [0..1] - Devies Quantity Bl =
- Symptom / Condition / Effect Classification [0..1] 8 e - Device Listing Number [0..1] | [* Nomendature System
- Frequency of Occumence [0..1] _ Stength Range (Presentation) 0.~ [SEEcelinene ST 0 -|- Homendsture Value
0.1 - Model Number [0..1]
- Strengtn Range (Concentration) [0..1] 0.1
- Measurement Point [0..1] . = smEmsEmE
0.  County 0.7 \\_ - Device Altemate Material [0..]
Specified Substance - - =D - Allergenicity Indicator [0..7] \
Pharmacautical Product Characteristics. - i i
- Spedified Suzstance 0. - Substence Pl Device Bag)
= e .. - Sterilisation Requirement Indicator [0..1 | dentification
- Phamaceutical Product Characteritics Code System " Specified Substanoe Group [0-1] " Dovion Uage 0 3] 3
- Pharmacautical Product Characteristics Value - Confidentiality Indicator [0..1] Reflerence Strength T
——— Phamaceutical Product Characteristics Status [NEW] G0 [0.1] " Expiation Dae
- Reference Substance [0..1]

- Reference Spedified Substance [0.1]

- Refersncs Strength Rangs

- Reference Strength Messurement Point [0..1]
- Reference Strength Country [0..7]

Products
ons for encrs in IS0 published version.
with new EU requirements, and agreed 15O comment
changes

Does net include IS0 changes that are stll not
finalised ation to be provided )

Rik Srithies 2015-06-08
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Heads of Medicines Agencies

ISO Extensions are coming from:

comments, EMA/EU req., Art. 57/IDMP gap analysis, etc. (work in progress)

D24 fx

Marketing Authorisation withdrawal/revocation legal grounds comment v

C D

Marketing Authorisation (as in Articles referenced above)
withdrawal/revocation date in each MS and/or
third country (by strength, pharmaceutical form,
route of administration if applicable) together
with the reasons and legal grounds
18 Note for reasons: need for a structured field
listing grounds laid down in Articles 116 and 117 |(as in Articles referenced above) rketing Auth ion withd 1/t date (this and all below |n/a n/a
of the Directive, or “commercial”, “industrial” or are per MS, by strength, pharmaceutical form, route of administration)
“other” and another field allowing the MAH to [Clarifying note: the "per member state" requirement will be covered by
include more details on the reasons for action having different products (meaning dfferent MPIDs). This means that the
Marketing Authorisation class is suitable here, and it doesn't require use
of the Marketing Status class to represent country/jurisdition specfic
20 authorisations or events]
21 nb. No "date back on market", unlike above (as in Articles referenced above) Marketing Authorisation withdrawal/revocation reason n/a n/a
(as in Articles referenced above) Marketing Authorisation withd 1/t tion reason ts nfa n/a
22
nb. No "risk of supply shortage", uniike above (as in Articles referenced above) Marketing Authorisation withdrawal/revocation legal grounds n/a n/a
23
" oo ool N ol
25 Marketing Authorisation suspension date in
each MS and/or third country (by strength, (as in Articles referenced above) Marketing Authorisation suspension (this and all below are per MS, by n/a n/a
26 pharmaceutical form, route of administration if strength, pharmaceutical form, route of administration)
27 applicable) together with the reasons and legal |(as in Articles referenced above) Marketing Authorisation withdrawal/revocation reason nfa n/a -
Reqs Datatypes key | Change log ® 4| »
IT 017 te Product withdrawals in each MS and/or third Include a new field in the ISO TS addressing the Persuasive with modificatiol

Some items can be
addressed in the ISO TS an
standards and other items
identified are business rules
to be implemented
regionally. Clarification on
what is an ISO item and
regional item to be identifiec
for appropriate disposition.

need and update the ISO 11615 standard
accordingly retrospectively.

country by strength, pharmaceutical form, route of
administration together with the reasons, legal
grounds, anticipated dates as to when the
medicinal product is no longer available on the
market of each MS

Note for reasons: need for a structured field listing
grounds laid down in Articles 116 and 117 of the
Directive, or “commercial”, “industrial” or “other”
and another field allowing the MAH to include more
details on the reasons for action

22
OB
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and go to the HL7 Ballot (June-July):

HMA

Heads of Medicines Agencies

EU}{OI I:AN MtDlC[NI:S /\G
INE

MEDIC

o

I:NCY
A

23

v

G4 fx
A B c D E F H
1
2 Requirement Addressed By Area Done?
MarketingAct and Approval reason and legal grounds. Action.reasonCode (multiple codes possible) A_Productinformation (Approvals, done
3 Actions)
Indicate a risk of supply shortage for marketing cessation, SME size Add Characteristics to annotate Approval, A_Productinformation (Approvals, done
standard, action needed to restore, possibly legal grounds, possibly Actions, etc. Actions)
4 |the specific slotted comments, etc.
5
6
7 sui ——| et - — o e o | Y e o e o e Yt e e e et e e e e e N e e Mo o Mo ot o e —
8 typeGode: <= SUBJ|o - ¢ ibnOrCh i Productlnformatlon
o I T T T T T T T T T T T T T T T T T T T T e — o (s w2 i m g e pa g g g g
10 DocumentOrActlonOrCharacﬁ
—n X Y. . . W . . W . e e e . . Y. —
1; DocumgntOrCharacteristic :
13 - - oo o X ¥
1
1‘; A_Productinformation f >If 4:
16 D.escnpllon »: | T
17 it X
18 Property-contextConduction<f A_ ReferencedDocument - 1
19 {(POCP_RMOS060GUV) %
20 Proper(y—conlextConducuonSlyle. C | I H :
21 £ % %
22 by l
23 K 506 G B K 2 X e X : : |
24 CMET: (ORG) % -
25 E_ProductEstablishment HE]
26 uni 3 1y %
27 (POCP_MTO30200UV) % 1 ¥ |
28 “ YA playn stablishment * ] i) i N N P I " N P N G A
ig Agency - J&Rolc Usoum&?"*""*""l;fj'ﬁri&ﬁf* """ Ep——— & 'E;:f‘::;’::f:;:::f::
classCode": <= classCode*: <= ROL . <= . <=
3 determinerCode”: <= INSTANCE rn?F:innﬁalitv(‘Ma' cn ‘lyt?n.ﬁ:d;nfn fsmrn covmy g1 e enir nl—e 4 iraun 951‘0 :gnfn COVARY Bl EQ QLR NEX— — — — — Nt o o Y b ot o g :
» CPM Changes = A_Productinformation = A_ProductGuidelineSPL = A_SubstanceSpecification | SPL Document | EMA Regiren ... (¥) < »
C E F ] L M
150 Data Element Name Class 2 | & |HL7 Mapping
Reference -E' =
® [T
a =
) - -] - - | -]
41 (7.3.2.1 Marketing Authorisation 1 [R_Productlisted]/ManufacturedProduct/manufacturedProduct
7.3.2.1.1 Marketing Authorisation |Marketing Authorisation |l 1 [R_Productlisted]/ManufacturedProduct/manufacturedProduct/a
42 Number sldentifiedEntity/subjectOf/approval/id
7.3.2.1.2 Country Marketing Authorisation |CD [1.* |[R_Productlisted]/ManufacturedProduct/manufacturedProduct/a
sldentifiedEntity/subjectOf/approval/author/territorial Authority
43 [territory/code
7.3.2.1.3 Legal Status of Supply Marketing Authorisation |CD |1 [R_ProductListed]/ManufacturedProduct/manufacturedProduct/a
sldentifiedEntity/subjectOf/approval/pertinentinformation/polic
44 y/code




. . O
H [e h level P roj ect Plan (update in progress) HMA EUROFEAN MEDICINES AGENCY

2015 2016

Nov Dec | Jan Feb Mar | Apr May Jun Jul Aug Sep | Oct Nov Dec | Jan Feb Mar | Apr May Jun | July Aug Sep [ Oct Nov Dec
1SO Meetings a A A —
HL7 Meetings A a A A a A

Standards
11238 - Substance Final but new work item in ISO to
update

i

Finalise Pub

11239 - Dose, units of presentation, routes,  Final & stable

packaging
11240 - Units of measurement Final & stable
11615 - Medicinal Product Final but new work itemin ISO to

Finalise

update

11616 - Pharmaceutical Product Final but new work item in ISO to :I

update

Technical Specifications (1SO)

19844 - Substance (Core content +4

N In progress
annexes)

Finalise

11238 - NWIP Substance (Add 6 annexes)” I progress Draft document m
11239 - Dose, units of pres,... In progress | | | |
11240 - Units of Measurement Not required
20443 - Medicinal Product In progress | | | |
| [
11616 - Pharmaceutical Product In progress | | | | Finalise

. Draftissued for review - not
Tech Report on Maintenance

normative
Implementation Guides (EU) - PROPOSED
11238 - Substance To be scheduled Ii
ise
11615 - Medicinal Product To be drafted following comments Draft Finalise
onlisOIG
Messaging - PROPOSED
HL7 Specification - Substance® EU Region specific message Draft/Review Msg Ballotres'n Pub
required?
HL7 Specification - Product In progress

Draft/Review Msg Ballotres'n

1 The TS for 11238 includes the following annexes: chemicals, nucleic acids, proteins and herbals

2 The TS for 11238 (2nd part) will include the following annexes: polmers (started), homeopathics (started), allergens, vaccines, biologics and advanced therapies

3 The HL7 message may need to be revised following completion of the ISO Implementation Guide covering the remaining substance classes

4 The ballot on the existing standards is initially just to agree to re-opening the standards to align then with the Technical Specifciations (New Work Item Proposal NWIP)
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Other activities
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GINAS workshop & G-SRS mMA 0

e Next GInAS Workshop: September 7-8 2015, Uppsala, Sweden

e Presentations by stakeholders will provide regulatory and
practical perspectives on the description and use of substance
information.

e (Case studies, demonstrations of the Global Substance
Registration System (G-SRS) software, and status updates of
the ISO IDMP implementation process and deployment of the
software at FDA will also be presented.

e The meeting will conclude with discussion of use of GINAS for
generating global substance identifiers and refining a roadmap
for the further development of the GInAS project.

e You can register here: http://tripod.nih.gov/ginas/register.html
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http://tripod.nih.gov/ginas/register.html

openMedicine (CSA H2020 Project) AMA - -

e Vision in high level: To better enable cross-border healthcare
delivery, particularly the exchange of ePrescriptions and safe
dispensation of prescribed medicinal products

e A common data model based on and extending standards in use for
prescribed medications

e an unambiguous vocabulary for the description and identification of
medicinal and pharmaceutical products

e robust rules to account for and gradually harmonize concepts and practices
of therapeutic and economic substitution

e an actionable global roadmap to advance post-project implementation
realising interoperable and safe eHealth services across local, state, and
international borders

e coordination of practical solutions and policy recommendations of
OpenMedicine with the policy recommendations of the EU/US roadmap
process for eHealth cooperation.
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openMedicine (cont) HMA .- -

e The project builds on the results of the epSOS project and
includes use cases such as substitution.

e The project will proved guidance / use cases that can be used
for ISO/DTS 19293 - Requirements for the record of dispense
medicinal products (on hold till the end of the project, early
2017).

e Collaboration and guidance from EMA/participating
NCAs/Stakeholders so that IDMP could be fully leveraged..

e URL: http://http://www.open-medicine.eu/openmed/

e Expert Council meeting: June 25, 2015 at the European
Medicines Agency in London, UK.
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Other Activities (cont)

IHE-HL7-ISO Joint Meeting, May 15, Paris, France

e Update of IHE Pharmacy & HL7 Pharmacy work items

e Presentation of the current status of IDMP and discussions on
the impact of IDMP in the ongoing activities on MPD, eP, eD

e [HE: Integrating the Healthcare Enterprise. IHE is an initiative by healthcare
professionals and industry to improve the way computer systems in healthcare

share information
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Thank you!
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