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Disclaimer

e "Any views or opinions expressed during this presentation
are solely those of the speaker and do not necessarily
represent those of Janssen Pharmaceutical Companies.
Janssen Pharmaceutical Companies does not take any
liability and shall not be responsible for any damages arising
from the views or opinions expressed during this

presentation.”

PHARMACEUTICAL COMPANIES

oF WW Drug Development Information Governance 25-Jun-22 1

janssen



Agenda

e What is IDMP ?

e Benefit of standardised data across business functions

e IDMP can provide value to business operations
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Management summary

e IDMP is an ISO standard developed on request of the ICH ;
standards are published Nov 2012

e EMA requires compliance with IDMP ISO standard by submitting
product data to authorities.

e Product data submission by legislation targeted to mid 2016 but
recently changed into iterations spread across 2017-2018.

e IDMP is the reference to report ICSR (required by 2019)
e FDA is focusing on SPL as the first implementation of IDMP
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ISO and ICH
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Identification of Medicinal Products

e ISO standards on Medicinal Products

e Five ISO standards (published Nov 2012) :
e [SO 11615 Medicinal Product Information
e [SO 11616 Pharmaceutical Product Information
e [SO 11238 Substance Information
o ISO 11239 Pharmaceutical Dose Forms, Units of Presentation, Routes of

Administration, Packaging
e ISO 11240 Units of Measurement
e No implementation guidelines yet (pending)

e Regional adoption and implementation required
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IDMP (simplified model)

m Medicinal Product Name Info

ISO 11616 ISO 11615 Version Info

man ..
Y Medicinal

Product

Ingredients ISO 11238

— Substances

Strength

ISO 11240

ISO 11239
— Dose Form
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ISO IDMP (1 of 3) from FDA

« Developed in response to a worldwide demand
for internationally harmonized specifications for
medicinal products

* Provide the basis for the unique identification of
medicinal products

» Facilitate the activities of medicines regulatory
agencies worldwide by jurisdiction for a variety
of regulatory activities

— Development, registration and life cycle management
of medicinal products

— Pharmacovigilance and risk management




IDMP (2 of 3)

» Messaging specifications are included as an
iIntegral part of the IDMP standards

— Describe and protect the integrity of the interactions
for the submission of regulated medicinal product
iInformation in the context of the unique product
identification

— Acknowledgement of receipt including the validation
of transmitted information

— Health Level Seven (HL7) Message Exchange
 Normative within the ISO IDMP Standard
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IDMP (3 of 3)

« Standards designed to allow unambiguous
identification of products across regions to
Improve the robustness of
pharmacovigilance and regulatory
activities

* Can be also applied to Investigational
Medicinal Products
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IDMP versus XEVMPD
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IDMP (ISO standard Legislation on Identification of Medicinal Products)
Identifiers and view layers L1, L2, L3, L4

Clinical Info Medicinal Product Name Info

Pharmaceutical Medicinal Version Info
Product ID Product ID

many Medicinal
Product
Ingredients Substance ID Marketing authorisation
number
— Substances L1
Strength L2
L4
— Dose Form L3
- Route of
Administration
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Business challenges : questions to drug
development

What are the studies run in
healthcare facility XXXX
University Hospital?

Provide all the safety
reports for a list of JNJ-
XXXX studies

In what Janssen
studies did a debarred
investigator
participate?

Provide a list of all clinical
activities for compound
INJ-XXXXXX* ?

In what clinical
studies is drug
substance batch X in
the pharmacy or taken
by patients?

List all INJ-XXXXXX
ongoing studies for the
next periodic Safety
Updated?

Provide a list of
ongoing studies that
enrolled patients for
the last 12 months.

What is drug substance
for my clinical trial
document that needs
to be filed in ERIS?

Provide a list of
all pediatric
studies for my
compound.

Provide a list of
all bipolar
disorder* studies
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Legacy situation

No to little cross functional domain information transparency
and governance : leading to silo strategies !

Meta Data Meta Data Meta Data Meta Dat Meta Data Meta Data Meta Data
Mgmt Mgmt Mgmt Mgmt Mgmt Mgmt Mgmt

Chemical
Pharmaceutical
Development
Clinical
Development
Medical Safety
Project Mgt
Office
Regulatory
Services
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Target

Master Data & ata Gover
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Data Quality Management & Oversight

Improved data exchange & deployment / Process
Automation / Substance Strategies / Patient Outcomes
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Master Data terms and definitions standardization

Substance &
Product

e Substances

e Pharmaceutical
Product

Clinical Study Clinical | e Terms &
e Protocol Research Site definitions

e Study Phase e Healthcare * Data

e Study condition Professionals lifecycle

e Study criteria (Investigators) * Ownership
e Study arm e Healthcare * Business

e Study status Facilities rules
e Master Site - Data quality

Identification

e Investigational
Medicinal
Product

rules
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Master data services on Substance and Product

Investigational
Medicinal
Product
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IDMP provides an common language (industry
standard) for pharmaceutical business

e Defines business entities

e Provides terms and definitions

e Requires and provides identifiers for business entities

e Requires and provides key attributes of business entities
e Requires and provides list of values for attributes

e Provides (basis for) business rules on data-elements

e Encompasses all type of substances

e Encompasses investigational and authorised medicinal product
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COUNCIL OF EUROPE

CONSEIL DE I'EUROPE

EDQM Standard Terms

Internal controlled vocabularies for pharmaceutical dose forms
Version 1.0.0 — 14 November 2014

State of matter Basic dose form Release characteristics Transformation

ID Name

TRA-0038 glNiGly
QLSS Dispersion
QLS IV Dissolution

iD Name iD Name iD Name
SOM-0100 GVl Medicinal gas LI SViEV A Conventional
G SV Collodion eSS Delayed
GIN VIVl Concentrate oSG Modified
GV Dispersion S LLEN Prolonged TRA-0041 QIR
G St li il Drops (unspecified) GLEEIIE NN Unknown ILLR VP No transformation
GO Emuision ' TRA-0043 UG
GV Lacquer
BDF-0082 Liquid
GIN VIR Shampoo intended site
GIDI S Solution ID Name ID Name
BDF-0084 RELUYS4s ISI-0021 Auricular ARSI Administration
G VILL Suspension ISI-0022 Cutaneous/Transdermal PANIECHEEE Application
BDF-0086 RN ISI-0023 Dental AME-0006 R:EI4GTT
G SSIE N Cement ISI-0105 Endocervical IS SRS Burning
BDF-0071 Qge=hy IS1-0024 Environmental ANV Chewing
BDF-0072 QRErEL ISI-0025 Extracorporeal AN S Dialysis
SOl NEIEER Semi-solid [RENEVIFERNE Gel ISI-0106 Gastric ANV Gargling

I SVIFES Ointment ISI-0107 Gastroenteral PN OEEN Implantation

SOM-0099 QRG]

Administration method




IG FOR 11239

Example coded concept for the release characteristic ‘Prolonged’
RCA-0045

RCA-0045-EN-GB

RCA-0045-FR-FR
RCA-0045-JA-JP

translation

Example coded concept for the intended site characteristic ‘Oral’ Summary of pharmaceutical dose form
code ‘Prolonged-release tablet’ and its attributes

1SI-0031-EN-GB pharmaceutical dose form PDF-10226000
ISI-0031-FR-FR state of matter SOM-0097

R — ISI1-0031-JA-JP

basic dose form BDF-0069

release characteristics RCA-0045
Example coded concept for the administration method characteristic ‘Swallowing’

transformation TRA-0042
code AME-0019

intended site 1S1-0031
AME-0019-EN-GB ———

RIS e administration method AME-0019
AME-0019-JA-JP

translation

Example coded concept for the pharmaceutical dose form ‘Prolonged-release tablet’

PDF-10226000

value FPDF-10226000-EN-GB

PDF-10226000-FR-FR
PDF-10226000-JA-JP

translation
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Key messages

e Enforcement of the new IDMP regulation is emerging.

e The regulation contains a lot of the data-elements relevant
for Drug Development.

e IDMP data need to be kept in an IDMP compliant database
from which product data will be submitted to authorities.

e For new development projects opportunities do exist for
creation of high quality, well governed, IDMP compliant data

e Embracing IDMP on a enterprise level might facilitate data
handling in the Clinical Supply Chain.
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