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Who am |?

AName: Rik Smithies

ACompany: Independent Consultant
(NProgram Ltd., UK)

ABackground:
ATechnical Committee Chair, HL7 UK (and former Chair)
AHL7 International Standards Governance Board
AFHIR trainer, consultant
A Architect, analyst and software developer. 20 years in healthcare IT

AContact:
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IDMP - a logical data model standard

Aldentification of Medicinal Products
A"Data elements and structures for the unique identification and

exchange of Medicinal Products"

AAnN 1SO standard, in development for several years and finished

in 2017

AActually a set of standards (with long names and hard to

remember numbers)

AMain two are:
A11615T AiPr oduct s o
A11238T i Substance:
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OK so what Is 1t?

ADetailed logical model for medicines and their ingredients
ATo the level that drug manufacturers need

AAnd "regulators" need

A Official bodies that make the laws about drugs (in EU - EMA, European
Medicines Agency. And each country has its own too. MHRA for UK.)

AThe detail is much more than is used by doctors when
prescribing

APackaging details, legal approvals, ingredients, indications and
contraindications etc.

ANot a physical model (no XML etc., no FHIR)
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ISO IDMP 11615 Medicinal Products

AA logical/conceptual
model f or

AThings that can be
packaged up and
administered to a
patient

AA product is more
than just a
Asubstance™
even a medication

Medicinal Product

Medicinal Product
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DMP 11615: Authorised Medicinal Product - Detalls

Medicinal Product Name

Marketing Status 0.

Country / Language

Full Name: ST
Invented Name Part: ENXP [0..7]

Country: D'
Jurisdiction: CD [0..1]
Marketing Status: CD

= (EEiEEY - Scientific Name Part: ENXP [0..7] 5 LhTimiry Lo S T o
- durisdiction €011 |7 Syengih Part EMxP [0, - Marketing Date Stop: TS
- Language: CD 1-* |, Phamaceutical Dose Form Part: ENXP [0..4] - Riskof Supply Shertage: BL [0..1]
" Formulation Part ENXP (0. - Riscof Supply Shortage Comment: ST [0..1]
- Intended Use Fart: ENXP [0..] o~
- Target Populstion Part: ENXP [0..]
- Contsiner or Pack Part: ENXP [0.7] Master File Master
- Device Park ENXP [0..7] | IRE——
- Trademark or Company Name Part: ENXF [0..7] - D EaEeel Q..
- Time  Pericd Part: ENXF [0..7]
Attached Document - Flavour Part: ENXP [0..%]
~ Identifier Il - Delimiter Part: ENXP [0..7] N
- Efiective Date: TS Mok
- Type: CD ignat - Operstion Type: CO
- Content ED Orphan Designation - e

Langusge: CD [0..1] B
Medis Type: CD [0..1] -
Version Number: ST [0..1] .
Vession Set Identifier: 11 [0..1] .

1.0

Orphan Indication Type: €D

Orphan Procedure Number: II [0..1]

Orphan Designation Authorisation Status: GO
Orphan Designation Authorisation Date: TS [0..1]
Orphan Designation Number. Il [0..1]

Header

Identifier: II
Effective Date: TS

Langusge: CD [0..1]

Version Number: ST [0..1]
Vession Set Identifier: 11 [0..1]

Legend

[] medicinal Proguct

O I ©

Product Classification

- Code System: CD.codeSystem
- Value: CD.code

Medicinal Product

MPID: 1|

Combined Pharmaceutical Dose Form: GI[0..1]
Additional Menitoring Indicetor: GO [0..1]
Special Messures: ST [0..]

PaediatricUse Indicator: €D [0..1]

Orphan Designation Status: CD [0..1]

o

Condition to Restors: GO [0..1]
Condition to Restors Comment: ST [0..1]
Change Request Organisation Type: CD [0..1]
Geogrsphic Ares for Action Tsken: CD [0..1]

\:1

Marketing Autherisation Procedure

- Procedure Identifier / Number: || [0..1]
- Procedure Type: CD

- Procedure Date Stert: TS [0..1]

- Procedure Date End: TS [0..1]

Marketing Authorisation

1 0.

Marketing Authorisation Application
- Application |dentifier / Number: ||
- Application Type: €D
- Application Date: TS

- Marketing Authorisation Mumber: ||
- Country: CD 1.1

- Legal Status of Supply: D

- Authorisation Status: D

- Authorisation Status Date: TS

- Validity Period Start: TS

- Validity Pericd End: TS

- Dats Exclusivity Start Dste: TS [0..1]
- Dsta Exclusivity End Dste: TS [0..1]
- Date of First Authorisation: TS [0..1]
- Intemnational Birth Date: TS

Country: CD
Jurisdiction: CD [0..1]

Marketing Authorisstion Number: Il [0..1]
Legs! Status of Supply: €D [0..1]

Product Cross-Reference

- (JMFID Cross-Refersnce: ||

- Referenced Product Type: CD[0..1]

- Administisble Dose Form: CD
- Unit of Presentation: CD [0..1]

PhPID Set

- PhPID Identifier Sets: Il

[[] marketing Authorisation
[[] Pacaged Medicinal Product
[ Premaceutical Product

[ ingredient, Substance and Strengtn

[ clinical Particulars

0.1

4

Must be 2 Reference
Strength when it is an
sctive ingredient

(Chance to see the
full model, but not
Intended to be rea

INn detal

. About 50

classes.)
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ISO IDMP 11615 - Detal

Country / Language

-  Country: CD
- Jurisdiction: CD [D..1]
- Language: CO

Attached Document
Header - |dentifier: Il
- Effective Date: Tz
Identifier: Il - Type:CD
Effective Date: TS - Content: ED

Language: CD [0..1]

Wersion Mumber: 5T [0..1] -
Wersion Set ldentifier: 1| [0..1] -

- Language: CD[D..1]
Media Type: CD [0..1]
Version Mumber: 5T [0..1]

Medicinal Product Mame

Full Name: 5T

Invented Name Part: ENXP [0..%]

Scientific Mame Part: ENXP [D..%]

Strength Part: EMXP [0..%]

Pharmaceutical Dose Form Part: ENXP [0..*]
Formulaticn Part: ENXP [0..*%]

Intended Use Part: ENXP [0..%]

Target Population Part: ENXP [0..*%]
Container or Pack Part: ENXP [0..*]

Device Part: ENXP [O0..%]
Trademark or Company Mame Part: ENXF [D..*]
Time / Pericd Part: ENXP [D..*]

Flavour Part: ENXP [D..%]

Delimiter Part: ENXP [D..%]

- Version Set ldentifier: 11 [D..1]

1

1.+

Medicinal Product

- MPID: I

- Combined Pharmaceutical Dose Form: CO [0..1]
- Additional Monitoring Indicator: CD [0..1]

- Zpecial Measures: ST [D2..%)]

- Paediatric Use Indicator: CD [0..1]

- Orphan Designation Status: CO [0..1]

views (example)

Orphan Designation

COrphan Indication Type: COr

Orphan Procedure Number: 11 [0..1]

Orphan Designation Authorisation Status: COr
Orphan Designation Authorization Date: TS [0..1]
Orphan Designation Number: 11 [0..1]

a.*

Product Classification

o.*

Product Cross-Reference

[IIMPID Cross-Reference: ||
Referenced Product Type: CD [D..1]

Code System: CO.codeSystem
Walue: CO.code

Maszter File

File Type: CD
File Code: I

Master File Holder
{Organisation)
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Different

Product as licensed

v

Medicinal Product

product (‘regulatory")
aspects T~
options options
Fackagead Medicinal Fackaged Medicinal
Froduct #1 (small pack) Froduct #2 (large pack)
Product as ‘lﬁgntalns CDT‘I’[EHI'I_E“\
supplied Manufactured ltem #1 Manufactured [tem #2
("physical”) —T——, [ (powder) ] [ (solvent)
mixe d\\“/ mixed
Product as consumed _
("pharmaceutical” or | Phamaceutical Product faer Patient

"administrable")
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Different layers

Packaged Medicinal
Froduct #1 (small pack)

sold as 1
Medicinal Product outer packaging
v
[ Fackaged ltem }
Cﬂﬂtﬂ:Ef {box) contains { Device (applicator) ]
contains contains
—h
Fackaged ltem Fackaged ltem
Container {bllsler pack) Container (tube)
cnntams -:-:-ntams
Manufacturad ltem #1 IManufacturad ltem #2
(tablet Bmg, 1 of) (cream, 100mil}
[ [
taken as taken as
h J
E:’ITEITHEIEEU’[IE:EH Product F'harmaq:eutln:al Product
#1
taken t:z.f
faken by Patient ]
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Different layers, add components of containers

FPackaged Medicinal
Froduct #1 {small pack)

sold as 1
Medicinal Product outer packaging
¥

FPackaged Item
Container (box) cnntalns{ Device (applicator) ]

mntalns mntalns

Paclmged Item Fal:lmged Item 3
Container {bllsler pack) Container (tube) mmpnses{"ﬂﬂmge Component

(plastic top)
comprises
cnntalns cuntalns ~
Fackage Component
hanufactured ltem #1 Manufactured ltem #2 el s
(tablet 5mg, 1 of} (cream, 100mil}
[
taken as taken as
Fhalmaceutmal Product F'harmaceutlr:.al Product
taken by
taken by Fatient ]
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Different layers, add materials, ingredients,

characteristics

Packaged Medicinal
Froduct #1 (small pack)

sold as 1
Medicinal Product outer packaging
v

Device Material
(plastic]

EﬂﬂtﬂlﬁS

Paclmged Item Fal:lmged Item I
Container {bllsler pack) Container (tube) mmpnses{"ﬂﬂmge Eump-nnent
_

co ntalns

COMmprises
-:c-ntalns

Manufactured ltem #1 Manufactured ltem 2
(tablet 5mg, 1 of) (cream, 100mil}
made from
[

takcen as

talc:en as
made from

Fhalmaceutmal Product

F'harmacen_ltlr:.al Product

Tk
made from

[ Fackaged ltem } \ )
Container (box made

(bax) cnntﬂlﬂﬁ{ Device (applicator) ] fmm Fhyszical ]

mntams Characteristics
-
sizing
'__‘_...--'"

\plastic top)

-
Far.lmge Component
(metal tube)

Ingredient(s)

-

Ty

taken D'_-.-'

taken by

made from
\[ Substance ]
Fatient ]
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Manufacturers, etc.

Packaged Medicinal ]

Product #1 (small pack) Device Material

sold as (plastic)
Medicinal Product outer pan::l-:aging | 13
made from

[ Paclmged Item

Container (box } made
(box) cnntﬂlﬂﬁ{ Device {apphc:amr}] from Fhysical ]

mntama mntama Characteristics
Paclmged Item Fal:lmged Item — sizing
[Cuntalner {bllsler pad{]] [ Container (tube) ]W:umpnses Fackage Eumpnnent |~
(plastic top) ) - ~
COMprises
cnntalns -:c-ntalns =\ ] Manufacturer B
Faclmge Component | by
(meatal tube) - o
Manufacturer A | by Manufactured ltem #1 Manufactured ltem #2 y - ~
tablet 5mg, 1 0 cream, 100mi -
{ ¢ . : ] made from by ] Manufacturer C
Ingredient{s) = L )
takcen as talc:en as B
¥ ¥ made from =
Pharmaceutical Product Pharmaceutical Product | made from
#1 72 Substance

taken by
—faken by h______\L:{ Patient J
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IDMP Messaging

Al DMP is not a message, and it h
"logical" model)
AWe want to implement | DMP* but

FHIR (in 2017)

AThere are similar concepts in the FHIR Medication resource (as
used in MedicationAdministration etc) and the Substance
resource

ABut the level of detail is not enough

* In Europe, EMA want to implement IDMP in 2019, and were preparing for this in 2017
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IDMP on FHIR - Challenges

AThere is | ots of | DMP to mode
AProduct ~50 classes (and far more in IDMP Substance)

AHow to combine with what is there, and not break things
Amodelling challenge
Alsee next slidesé)

AFHI' R community doesndt know m
AFHIR is mainly about patients and the EHR
AFHIR people said "what's all this stuff!" "who needs all this?"

A(ongoing education challenge :-)
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3 main sets of use cases (for Products)

ADay to day prescribing, primary care, secondary care
ABY far the most common by volume

AMedication, MedicationRequest/MedicationAdministration etc.,
Substance

APharma Regulation/Submission of products to regulators
ANeeds full product info, much more than for above
APackaging details, ingredients, authorisations granted, dates, territories
AClinicals 7 indications, contra-indications etc.

APrescribing support, Medication Knowledge Bases
AA hybrid of the two. Needs more than basics, but not the whole lot

NProgram ..



From Clinical to Regulatory - Clinical practice workflow




From Clinical to Regulatory - 2




From Clinical to Reqgulatory - 3

-ﬂi_
USing deviCE\’-




From Clinical to Regulatory - 4

includes ingredient
N (often not used /
using device \-




From Clinical to Reqgulatory - 5

Clinical Uses

includes ingredient
N (often not used /




From Clinical to Regulatory - 6 - add in all the IDMP
classes? (not this wayeée)

includes ingredient
(often not used /
implicit in medication)

of medication

using device

Clinical Uses

Medication (DomainResource) I
identifier : Identifier [0..7]
code : CodeableConcept [0..1] « SNOMEDCTMedicationCodege? » ( Batch
status : code [0..1] « Medication Status ! » atch—[0-1] -
manufacturer : Reference [0..1] « Organization » InlNumber 1string [0,,'1]
doseform : CodeableConcept [0..1] « SNOMEDCTFormCodesfg » expirationDate : dateTime [0..1]

amount ; Ratio [0..1]

ingredient

[Ul‘]
Ingredient
item[x] : Type [1..1] « CodeableConcept | Reference(Substance |
Medication) »

isActive : boolean [0..1]
strength[x] : Type [0..1] « Ratio | CodeableConcept; Medication




From Clinical to Requlatory-7 ( not t h

Medication includes ingredient

N (new) | (often not used / Substance
M implicit in medication)
MedicationAdministration T
using device

Clinical Uses

Substance (DomainResource)
identifier : Identifier [0..*]
status : code [0..1] « FHIRSubstanceStatus! »
rategory : CodeableConcept [0..] « SubsianceCategoryCodes+ »
code : CodeableConcept [1..1] « SubstanceCode?? »
description : string [0..1]

instance ingredient
0.3 N
[ Instance Ingredient
identifier : Identifier [0..1] quantity : Ratio [0..1]
expiry : dateTime [0..1] substance[x] : Type [1..1] « CodeableConcept | Reference(Subsiance);
quantity : Quantity(SimpleQuantity) [0..1] SubstanceCode?? »




