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Welcome & Acknowledgments

* Welcome to the annual GIDWG Stakeholder Meeting.
* Special Thanks to ANVISA and UMC for graciously hosting this meet in Sao Paulo.

* A special shout out to Pori Rieanjarernsuk for doing so much of the Zoom ‘heavy
lifting.”

 We had a terrific week of technical meetings, along with regulator and industry
meetings.

* We are very excited because there has been enormous progress, as you will see
today.



Global IDMP Working Group

e GIDWG was chartered in 2021 as an outcome of a 2019 WHO
IDMP Workshop in Geneva, September 2019.
* Why was GIDWG established?

* There was no organization focused on demonstrating that the
standards can be implemented globally.

e What is the focus?

* Develop and execute projects to demonstrate that the IDMP
standards are “fit” for global implementation.

* Develop a framework, including business rules, best practices and
operating model, for the global IDMP implementation and
maintenance of global identifiers for marketed products.
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GIDWG Projects: 2021-2024
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6. E2E Testing / Use Cases
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GIDWG's Journey so far...

ISO 11239 -
Global implementation

GIDWG Projects

GIDWG E2E
WHO Global IDMP Working G

e Testing & Report
Workshop A
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What you will hear today

e Last year GIDWG informed that it would conduct End-to-End
testing on:

* Thousands of products across 5 regional regulatory medicinal product
datasets.

e With the goal to evaluate and validate the generation of PhPIDs.

* Today we will report out on the results of the End-to-End
testing.

* You wWill hear the details on GIDWG’s work that has led to the

development of the global IDMP maintenance framework for
global IDMP identifiers.

10



Global IDMP for Global Healthcare
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Thank you
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Global IDMP Working Group

LATAM Perspective:
Regulator

Nelio Aquino (Anvisa)



GIDWG

Technical & Stakeholders
Meetings

hosted by

National
Health Surveillance Agency (ANVISA)

&

Uppsala Monitoring Centre

Nélio Cézar de Aquino — General Manager of Medicines




LATAM Perspective: ‘
Regulator ‘
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IDI\/IP as a strateglc project
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Timeline

Product Year Quarter
Review of the controlled vocabulary of dose forms, routes of administration and
o : 2025 Q2

medication packaging
Purchasing the software for IDMP data management 2025 Q3
Implementation of IDMP standard data models for substances, products, 2025 Q4
organizations and references
Normative changing to require data in the IDMP standard 2026 Q2
Implementation of the solution for receiving data in the IDMP standard 2026 Q4
Legacy mapping for FHIR for migration to the IDMP standard (~12 thousand

: : 2027 Q2
registrations)




Welcome

e Covers approximately 8.5
million square kilometers (3.3
million square miles).

e 5°largest country in the world
by land area.

e Population of approximately
214 million people.

* Language: Portuguese.
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The world's Iargest public health system, SUS will
be 34 years old on September 19.

SUS s 210 million people across

- municpl and at the federal level.
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RNDS: National Health Data Network




\ﬁg\ | f \\\\\\\}\\\\}\\\l\\\\\\\\\\\\\\\\\\\\\\\\\
nformation Mode

RNDS: National Health Data Network

xt encoded by external  CATMAT or GTIN Code (barcode) of the dispensed
terminology product. RN12: validate with OBM (AMPP)
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Mapping of ANVISA Domains to the ISO IDMP Standard

ilva, D. P., Molla, M. de A., Pavini, L. L., Ledo, B. de F., & Marin, H. de F. (2021). Mapeamento dos dominios da ANVISA para o
IDMP. Journal of Health Informatics, 13(3). Retrieved from https://jhi.sbis.org.br/index.php/jhi-sbis/article/view/797



https://jhi.sbis.org.br/index.php/jhi-sbis/article/view/797

Flow of Information Reception and Validation for IDMP

Industry

Data collection Comparison and Submission of
enrichment of data to the Anvisa
IDMP dat

D

ata update

MINISTERIO DA

Receipt of data Review and _ Internal systems D D
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Future of Information Submission

Current submission Future of submissions
Generation/
maintenance of — Manual entry
Manual data entry Files in CTD CTD dossiers and - e— {Submissions,
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Anwsa S challenges to the IDMP

systems in plac support IDMP data requirements

Understanding of IDMP Standards

Stakeholder Engagement

Regional regulatory policies/laws that per o IDMP

Global Consistency requires coordination with different regulators

s Digital Shift - Moving from traditional document reviews to digital systems can be difficult.
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LATAM Perspective:
Industry

Sheila Inada (AstraZeneca)
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Mini-Workshop:
IDMP in LATAM
Region

Industry Outcome

11 Sept 2024




IDMP Status and Challenges

« Initial Information Sessions: Held last year by
IFPMA, Interfarma, Anvisa, and Sindusfarma for the
industry in Latin America.

« Lack of Understanding: There is not a clear
understanding of the IDMP standards.

« Data Quality Issues: Local data is not fully under
control or at the right quality level.

 Absence of Master Data Systems: Most
organizations lack master data systems or
governance processes.

- Data Silos: Data silos exist by function, which are fit
for specific purposes.
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IDMP Status and Challenges

- Affiliates vs. Local Companies: Affiliates of global
companies generally have a better understanding of
IDMP than local companies.

* Industry Readiness: Overall, the regional industry is
not ready for IDMP.

 No Legal Trigger: There is no legal requirement in
place to start IDMP activities.

 Mindset and Culture: A data-driven culture and the
mindset that IDMP has internal benefits independent
of regulations are missing.

* Investment and Roadmap: Significant investment
needed for implementation is not currently in place,
and there is no roadmap to plan investments and
activities.
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Enablers and Opportunities

GAP Analysis: Conduct a GAP analysis to understand the local situation at the company level.

Industry Education: Promote industry education and experience sharing through local and global
trade associations and focus groups.

Adopt Global Standards and Technologies: Take inspiration from E2B and ICH guidelines and
leverage appropriate technologies to support IDMP implementation.

Harmonization Across Regions: EU & US alignment of standards provides a model for regional
harmonization.

Regulator-Level Assessment: Understand the current state at the regulator level, such as
comparing DCB (Brazilian Common Name) with GSRS (Global Substance Registration System).

Transparent Roadmap: Develop a clear and transparent agency roadmap with harmonized,
incremental improvements prioritized by feasibility.

@
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Enablers and Opportunities

Link to Local Incentives: Connect IDMP implementation to existing incentives for the local
industry, such as those from BNDES (Brazilian Development Bank) and digital health initiatives.

Affordable Implementation: Explore ways to make IDMP implementation more affordable and
attractive for regulators, possibly through systems like Vigiflow.

International Support: Seek international funding, training, and expertise to support the
implementation process.

Agency Collaboration: Foster agency-to-agency collaboration by leveraging existing structures
or creating new ones for better coordination.

Integration with Existing Programs: Link IDMP implementation to existing programs like
WHODrug and eCTD (electronic Common Technical Document).

Regional Discussions and Experience Sharing: Open discussions at forums like MercoSur and

PAHO, leverage experiences from other regulators, and create joint industry/regulator task forces

to promote alignment and understand portfolio diversity. ‘(;\
[

\
IFPMA



Contributors

* Interfarma

« Sindusfarma
+ |IGBA

« Fifarma

PhRMA
EFPIA

34
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EMA & US FDA Leadership
Perspective

Peter Marks online(US FDA) &
Isabel Chicharo (EMA)




N
Global IDMP Implementation \

FUROPEAN MEDICINES AGENCY
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Dare to dream, dare to ck

UK Prime Minister




End-to-End Testing & Use
Cases

Leonardo Nascimento Santos (Anvisa)
Karin Hay (Health Canada)




Agenda

* PhPID End-to-End Testing
* Operating Model for PhPID
e Scope of End-to-End testing
* Findings Overview
* Next Steps

e Use Cases




IDMP PhPID Operations Model
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Global PhPID Operating Model

Global PhPID Requesting

Medicinal Product Information

Welcome to the Global PAID Request service!

expert working
group for IDMP
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Need a
PhPID

Request Medicinal Product
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Harmonisation
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End-to-End Testing

PURPOSE: R
Testing framework, including business rules, best practices, software and operating m
model, for the global IDMP implementation and maintenance of global identifiers
for marketed products.

WHO expert working
group for IDMP

PhPID level

SCOPE included both load and stress testing:

..... > — - == B
eHarmonize medicinal product information and generate PhPIDs for medicinal Nroa  Reques Velidation o s B
products based on GIDWG Business Rules - 3 requesting it

Storage and publication
of a new PhPID

* Selected Substances Dataset (150 substances: various degree of complexity on : Search

¢ Selected Substances Dataset (150 substances: various degree of complextyon 1370 e =
PhPID
repOSItory

¢EDQM + non-EDQM countries

countries:
eSimilar products from different countries

2

* * %
- * /1
eLarger batches & smaller data sets for regulators g:; : I*In | m—
s — *** =
eTesting of Pharmacovigilance, Drug Shortages and Cross-border Healthcare use I

cases

STATUS: concluded




E2E: Data Validation Working Process

countries:

iy

* X %
- *
* *
* *

* 4k

Medicinal product
data

-

Selected data set \ =

BU

Substance

4

HO

Pattern Type of product
S P
B .

LY
c

Global IDMP Working Group



End-to-End Testing: Results

Global PhPID Service

Operating Model
Go-Live Readiness

Percentage of the system's
functionalities and processes
covered by the test: PhPID

Technical Requestor, PhPID validating system
Readiness (Drugstore), PhPID Publisher, and I1SO

92%.

Operational

Readiness
90%

IDMP Search in WHODrug have been
tested successfully

Percentage of the Global PhPID
Service’s processes covered by the
test: 2655 Medicinal Products (90%)
have been assigned PhPIDs out of
2947

Percentage of the system’s and
processes” functionalities that are
still under evaluation and covered
under Findings




End-to-End Testing: Results

o

198 (87%)
PhPIDs out of
230 products

456 (93%)
PhPIDs out of
488 products

467 i

(89%) PhPIDs
out of 525
products

678 (90 %)
PhPIDs out of
752 products

856 (90 %)
PhPIDs out of
952 products

PhPIDs for 2,657
(90%) out of 2,947
Medicinal Products

90% of Medicinal
Products have
PhPID assigned

Global IDMP Working Group



End-to-End Testing: Ops Model Findings & Issues

Impact

et

PhPID Request Risk/lIssue

* PhPID Request process: data submission process was challenging * PhPID request process * Regulators/UMC spend
needs further optimization excessive time on manual
data processing

Strategy for Local IDs __impact Wl Opportunity

* Local IDs were identified as important element both for PhPID use *Increased product *Improved aggregations
cases and for data validation. validation efficiency and search functionalities
* Easier to find SPC for PhPID Service

Overarching PhPIDs Opportunity

Operating Model

& Processes

Findings
*Regulators have demonstrated an interest in having “overarching’ * Development needed ’ Imsrovedhafgreg_atlo?s.
PhPIDs that would group salts and bases . and search functionalities
Ref‘erred to 1SO 116116 for PhPID Service
revision

* SPC has been requested to facilitate consistent identification,
comparison and harmonization across medicinal products. In some of
cases it has been challenging to find appropriate SPC or insufficient
information on medicinal product in SPC to assign global identifiers. —

*No PhPIDs *No SPC verification




End-to-End Testing: Ops Model Findings & Issues

Impact

et

Harmonization Degree

* For PhPID generation involving substance, dose form, and strength, *Increased process
products with minor differences in SPCs were harmonized. efficiency and data
reliability

Five Region Verification

*The "Five Region Verification" was implemented and was intended to

mitigate regional variations during end-to-end testing. It involved
Operating Model & analyzing substances and products across five key regions: Asia,
Processes Findings Europe, Latin America, North America, and Oceania, to understand
how specific substances or products are described globally

Opportunity

* Mitigation of differences
between terminologies
and different levels of
granularity




End-to-End Testing: Automation Findings

Impact

| High Dose Form Characteristics (BDF, AME, ISl, and RCA) m Opportunity

* Medicinal product’s dose form mapped to specific EDQM Dose  «|ncreased product
Form Characteristics (BDF, AME, ISI, and RCA) validation efficiency

* Automation

: . . . * Interoperability
* Semi-automation Dose Form Characteristics assignment

Automation

_ substance Opportunity

* Substance identification was performed in UMC-SRS using US «Manual substance « Future automation using
data as a basis

Findings

mapping process GSRS to connect UMC-
SRS to US-SRS and EU-SRS




End-to-End Testing: Substance Issues

Impact

et

mr TR e vt

* Unable to assign GSID *Products on hold *No PhPIDs * Develop process for
due to lack of public « Process gaps requesting non-public
information (e.g. Octocog information from

Substance & GSID alfa) regulators and industry
related Issues * Unable to assign GSID

due to substance not
described properly (e.g.
ibuprofen resinate)




End-to-End Testing: Substance Findings

Impact

et

| High | Active Ingredient “

*Base or salt? Variations and lack of clarity in * Manual validation of « Automation limitations
Medicinal Product Information (e.g. Sildenafil every MP . :
products changed to Sildenafil citrate (Revatio), o * Creation of multiple
Sildenafil sandoz, Sildenax, Silvir, Viagra) " Decreased -V?hdatlon PhPIDs, where products

’ ’ ’ process efficiency should be assigned to
« Clarification on Business one PhPID
Rules

Substance & GSID

related Findings




End-to-End Testing: Dose Form Findings

Impact

| High | Variations in Dose Form Terminologies “

* Differences between terminologies and different levels *Manual validation of « Automation limitations

: : . dicinal oroduct
of granularity for dose forms submitted by countries. every medicinal produc « Several PhPIDs, where

* Decreased validation products should be

. . process efficiency harmonized and assign
Dose Form Characteristics Assignment one PhPID &

* Clarification on Business
* RCA Dose Form characteristics are still challenging to Rules

assign due to that medicinal product dose form
description is vague and/or twofold in Medicinal
Product Information (Information on RCA is not always
available and/or described unclear)

Dose Form ID
Findings




End-to-End Testing: Strength Issues

Impact

— Overil  mpact ) ssee

* Challenging to identify overfill. AlImost impossible without * Time-consuming «Several PhPIDs. where
validating different countries simultaneously validation process products should be
Strength Definition ID harmonized and assign
one PhPID

S




End-to-End Testing: Strength Findings

Medicinal Product Information “

* Unclear in Medicinal Product Information on which strength to use? (e.g. e Manual validation of e Automation
when Medicinal Product Information has several strengths e.g., one for the every MP limitations
base and one for the salt strength or different salt/ hydrate/ anhydrous « Decreased validation - Several PhPIDs,
strength .

process efficiency where products

should be
harmonized and
assign one PhPID

e Clarification on
Business Rules

Strength Definition ID * Unit harmonization to express the strength e Manual validation of » Automation
Findings *mg/g vs mg/ml for semi-solids and liquids ( e.g. Azithromycin every MP limitations
hydrate) * Decreased validation *Errors
* mg/ml vs mmol/ml (e.g. Calcium chloride, or use different units for process efficiency  Several PhPIDs
different product types) o ’
* Clarification on where products
* Units conversion (e.g. colecalciferol) Business Rules should be

harmonized and
* Different Medicinal Product Information display different number of value

figures (e.g 10 mg patisiran base = 10.5 mg patisiran sodium. This does not
match DS ratio wich would be 10 mg base = 10.66 mg salt).




Need a Request
PhPID

. Search

End-to-End Testing: Next Steps

WHO expert working
group for IDMP

Validation Generation

process sent to the person

v
Storage and publication
of a new PhPID

PhPID
repository

90% success rate is
commendable and reflects the
robustness of our current
operating model

New PhPID is

requesting it

107

26 Characteristics

27 Characteristics

44 BOF

250 E2E characteristics

‘Findin

=FindinassConclusions Et
|| Finding

I N o Wil Yo =

S Efkfects' |

fects Patterns:
|~ | Country

No EDQM term exists for Orosdispersable tablet in Delayed release, only "Orodispersible tablet" (RCA for
Orodispersable tablet is "Conventional”) In EMC Lanzoprazole that is "Delayed" has the POF
Orodispersible tablet. In US, the "same” product has the form "Tablet, orodisintegrating delyed release".
The characteristic will be different. https://www.medicines.org.uk/emc/product/4441/pil#gref and

https://dailymed.nim.nih.gov/dailymed/lookup.cfm?setid=6b8dd0e1-cd69-49a-887f-e42627b5d78e Europe and US
No EDQM term exists for Chewable tablet prolonged release (RCA for Chewable tablet is "Conventional”).
However, no chewable tablet exists in Europe with prolonged release, but we have found one chewable
tablet with prolonged release in US. https://labeling.pfizer.com/ShowLabeling.aspx?id=2577 Europe and US

Mepact described as powder for dispersion in Norway and powder for suspension in Brazil. Assigned

Suspension for both based on Validation rules. BR#

Trinitrine simple laleuf has the form "pilule enrobée" (coated pill). Based on the SPC and leaflet found in WORK
France, the AME and ISI could not be decided. We do not understand if you could choose between the two lN

bulletpoints or if you should chew and then keep it sublingually for a while. From SPC:

"Administration mode

i PROGRESS
- Slowly chew the tablet and keep it in your mouth for a while."

Product is put On hold with E2EInfoSPC for now. Fra

10% remaining represent an opportunity for
improvement

Additional testing may be required to focus on specific
areas for PhPID implementation to define the degree of
medicinal product information harmonization required
for PhPID generation and even on testing Change
Management model for PhPID maintenance.




Pharmacovigilance Use Case
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Substandard pediatric
liquid dosage medicine
causing fatalities

e As of January 2023, at least seven countries
have reported unexpected serious incidents
(adverse events) in children after treatment
with over-the-counter cough and cold
medications.

e More than 300 fatalities in three countries.

* Mostly children under the age of five.

\f@ World Health
v (&%) Organization

Ethylene HO.
Glyeol (EG) ~"0H

* The investigation identified toxic levels of
diethylene glycol and ethylene glycol, known
to result in acute renal failure and fatalities. Clobal o ety

eeeee

Global IDMP Working Group



What Other Regions Could be Affected?

Pero. cueme, Paempicpheine
e ea——

MaGripn Cold

While WHO Medical Product Alerts
refer to specific

batches of substandard
(contaminated) products Identified
in a specific country, these products
may have marketing authorisations
in other countries or

regions, or may have been
distributed through informal markets
to other countries.

VigiBase

Global ICSR repository Global IDMP Working Group



What if we had global PhPIDs?

If these products were assigned to global PhPID standards, each product name
would automatically be linked to active ingredient, strength, dose form.

Paracetamol;

PhPID level 1

100 mg/mL
Paracetamol

=
[\

PhPID level 2

Solution; instillation;
swallowing, oral; conventional

Solution; instillation;
swallowing, oral; conventional

Paracetamol 100 mg/mL

Paracetamol

=
%

PhPID level 4

=

PhPID level 3

Global IDMP Working Grou

Global IDMP Working Grou



Medicinal Products Containing Paracetamol-
globally

| 19,635

[ Y 19635 rows b

Product Name B3 !5

LITTLE FEVERS

INFANTS LITTLE
REMEDIES FOR FEVERS

ACETAMINOPHEN
NAEWOE

BUBDEL

CAUSALON
[PARACETAMOL]

CHILDREN'S
CHEWABLE
ACETAMINOPHEN

CHILDRENS MAPAP

CORIVER INFANTIL

Drug Code
000200 01 954

000200 01 AOR

000200 01 A3J

000200 01 BK3

000200 01 212

000200 01 982

000200 01 AXR

000200 01 BBI

1=

(© Active
Ingredients
I=

Paracetamol

Paracetamol

Paracetamol

Paracetamol

Paracetamol

Paracetamol

Paracetamol

Paracetamol

ATC

NO2BE, Anilides

NO2BE, Anilides

NO2BE, Anilides

NO2BE, Anilides

NO2BE, Anilides

NO2BE, Anilides

NO2BE, Anilides

NO2BE, Anilides

Country of Sales
I=

Puerto Rico -
United States of
America

Canada

Korea (the Republic
of)

Taiwan (Province of
China)

Argentina

Canada

Puerto Rico »
United States of

America

Mexico

MAH 15

Medtech - Medtech labs -
Prestige brands » Vetco

Prestige brands

MNae woi

Winston

Phoenix

Vita health products inc

Major Pharmaceuticals

Maver

Pharmaceutical Form 1=

LIQUIDS - LIQUIDS, DROPS

LIQUIDS

TABLETS

TABLETS

LIQUIDS - LIQUIDS, DROPS -
SUPPOSITORIES, ADULT -
TABLETS » TABLETS, CHEWABLE

TABLETS, CHEWABLE

TABLETS, CHEWABLE

TABLETS

Strength

80 mg -
80 mg/ml

80 mg/ml

80 mg
80 mg

80 mg

80 mg

80 mg

80 mg



Signalling with Global PhPID level 3

Global PhPID level 3 would enable identification of all medicinal products that share
the same substance (paracetamol) and dose form (drops or syrup).

Solution*
Paracetamol

=

PhPID level 3

TACHIPIRINA®
120 mg/5 ml
sciroppo

*products circled in blue: Solution; instillation; swallowing, oral; conventional
products circled in red: Suspension; swallowing, oral; conventional Global IDMP Working Group




Global PhPID Take-Home Message |

* Quicker and reliable signaling of rare adverse events
* Data analysis can be performed at different levels of granularity globally

* Real-time identification of unexpected serious adverse
events/incidents in PV databases thanks to global standards

e Effective alert communication to stakeholders

* Immediate generation of accurate safety data for further investigation
by regulators for evaluation and regulatory action
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Cisplatin

* To treat a wide range of cancers, including
breast, ovarian, throat, lung, testicular,
prostate and colorectal cancers.

* For many cancer patients it is the standard
of care.

- U5



Healthcare Demand Outstrips the Supply of
Cisplatin

In 2023, a quality-related manufacturing halt
at one of the primary foreign production
facilities for cisplatin with a US FDA approval
causes a ripple effect.

Other approved marketing authorization
holders (MAHSs) are unable to meet the
demand for this product.




hortage Communicated to Stakeholders — Februar
023

Francais

DRUG SHORTAGES

m SEARCH ~ SUMMARY REPORT TIER 3 DRUG SHORTAGES ABOUT & RESOURCES CONTACT

Search Products

Below you can search for drug products that are marketed for sale in Canada. The search results will show whether there has been a shortage and/or
discontinuation report for the product.

JAIIRM ORJ AOFS

Cisplatin U.S. Drug shortage:
Date first posted: FOA D horaes
February 2023

=

ge

Q Search = Menu

bsite overview for public users, found in the About & Resources page.

+—Home / DrugDatabases / Drug Shortages

THIS PAGE IS TEMPORARILY UNDER CONSTRUCTION WHILE ENHANCEMENTS ARE UNDERWAY. Drug shortage data continues to be
updated while under construction.

Current and Resolved Drug Shortages and Discontinuations Reported to FDA

Report a Drug Shortage | Contact Us | FAQ | Background Info | Get Email Alerts | Download Current Drug Shortages

[

Search by Generic Name or Active Ingredient: | Enter at least three characters

Start Over

Results for: cisplatin

« Cisplatin Injection (Currently in Shortage)

=
VU
Global IDMP Working Group



Impact of Cisplatin Shortage

The cisplatin shortage potentially affects
100,000- 500,000 patients annually.

Consequences may include treatment delays,
dose adjustments, and transitions to alternative
therapies. Such alterations increase the risk of
medication errors and adverse events.




Drug Substitutes and non-US
labelling/packaging

The announcement of the temporary
importation of non-US labelled Cisplatin
Injection, occurring four months later in
May 2023, offers a potential solution.

e
S I

Cisplatin 1 mg/m|
Concentrate fo

Y
The medicinal product, Cisplatin = 7. = G
Injection (50mg/50ml), is manufactured jjj"‘ 7 o e OO
by Qilu Pharmaceutical Co Ltd in China. W N s

i VO



So, what if we had global PhPID?

Y
aré;

A

L3

Mylan 1 mg/mL

510) mg/50 mL

Solution a diluer
pour perfusion

Cisplatine it

o
=

¥ HORXS : WIS FH2021
L

%% g
LR

L
AN\
R

euse
stricte, en perfusion
apres dilution

23%
ALY

A\ey

K

i
1mgof gy "y forir
/0 cong 50,
Contin Sodum
m’“"ﬂe&,m ]
*or iy PH sty
o o Concentrate for solution
1\ é n for infusion
£1 Strict intravenous use,
CCo » by infusion after dilution

([MMylan

y LAETTHEN

Global unique
PhPID code 1122AABB 1122AABB 1122AABB

! ! ! !

Country of Sales b " i :

Connected to a global resource of medicinal products, global PhPID level 4
could help to identify like medicinal products.




Potential Value of Global PhPID in Drug
Shortages

USA Shortage China
iisplatir: IR E 59 7%&
mg/m 50ml:50mg
Concentrate for Cisplatin
v : / Solution for In':ction
c&:‘m ; infusion :
m'"m"ﬂmﬂemw% /”l”
e g P sy ::f,
Seebanamm, . /
.
Xty Global PhPID level 4

D934E701B1FF6B452828E1C6703B257E

Basic Dose | Administration | Intended Release characteristics
Form method site

Cisplatin 1mg/ml Solution Injection Parenteral  Conventional




Potential Added Value of Global PhPID Identiners

Global Phpid Ivl 4

* Initial identification stages — Faster & more
accurate

* Drug shortages staff need to know who is

currently marketing a medicinal product.
e gPhPID must be connected to MPID

* Global PhPID can be useful in identifying non-US
product sources to assist with drug shortages.




Use of Global PhPID for Early Mitigation of Drug
Short%%es

. Global PhPID Request

Centre

Please note that this service is in a development phase and more functionality will be released continuously. Contact IDMP@who-umc.org for any questions. X

Request Request

PhPID Batch GSID

Welcome to the Global PhPID Request service!

The Pharmaceutical Product Identifier (PhPID) is defined by one of the five ISO standards for Identification of Medicinal Products (IDMP), which aims to increase clarity
and efficiency in communications about medicines globally. PhPIDs are created based on the product information for substances, strengths, and dose forms. Some
additional information, e.g. country and market authorization holder, are also needed for validation purposes.

In this service you will find two options for requesting PhPIDs for Pharmaceutical Products. Either to complete the form per product via the Single PhPID Request option,
or to upload a file with multiple PhPID requests via the PhPID Batch Request option.

You also find an option to request a Global Substance Identifier (GSID). For pharmaceutical products with new substances you need to request a GSID before you can
request a PhPID.

Global IDMP Working Group



Use of Global PhPID for Mitigation of Drug

ChAartacoc

marilina.castellano@who-umc.org ~

PR\ PhPID Publish

WHODrug Authorization
Medicinal Product Name Drug Code Active Ingredient(s) ATC MPID Country MAH Dose Form (@ Strength (Reference Strength) PhPID PhPID Level
Ach amlodipine 00972402A5R  Amlodipine besilate CO8CA, Dihydropyridine derivatives 5498368 Canada Accord Healthcare  Tablet 6.93 mg (5 mg) T34116B72C5F6FOEBEDD5622C5210C19 4
Ach amlodipine 00972402A5R  Amlodipine besilate COBCA, Dihydropyridine derivatives = 5498373 Canada Accord Healthcare  Tablet 13.87 mg (10 mg) 2E1557437501EF268CDAD0GCC2990312 4
Alivpress 00972402778 Amlodipine besilate COBCA, Dihydropyridine derivatives 3003845 Brazil Cimed Tablet 13.87 mg (10 mg) 2E1557437501EF268CDAD0GCC2990312 4
Amlodil 0097240241 Amlodipine besilate CO8CA, Dihydropyridine derivatives 5153435 Brazil Vitamedic Tablet 6.92 mg (5 mg) T34116B72C5F6FIEBODDS622C5210C19 (4
industria
farmaceutica ltda
Amladipin sandoz eco 00972402318 Amlodipine besilate COBCA, Dihydropyridine derivatives 2731053 Switzerland Sandoz Tablet 6.93 mg (5 mg) 734116B72C5F6FIEBODD5622C5210C19 4
pharmaceuticals
Amlodipin viatris 00972402457 Amlodipine besilate COBCA, Dihydropyridine derivatives 5507073 Switzerland Viatris pharma Tablet 6.93 mg (5 mg) 734116B72C5F6FIEBEDD5622C5210C19 4
Amlodipine besylate 00972402020 Amlodipine besilate CO8CA, Dihydropyridine derivatives 1612113 United States of  Zydus Tablet 6.93 mg (5 mqg) 734116B72C5F6FOEBEDD5622C5210018 4
Armerica Pharmaceuticals
Amlodipine besylate 00972402020 Amlodipine besilate COBCA, Dihydropyridine derivatives 5534784 United States of  Viatris Tablet 13.87 mg (10 mg) 2E1557437501EF268CDAD0GCC2990312 4
America
Anlo 00972402068 Amlodipine besilate COSCA, Dihydropyridine derivatives 5488366 Brazil Ems sigma Tablet 13.87 mg (10 mg) 2E1557437501EF268C0AB0N6CC2990312 4
pharma
Marligva 00972402A4E Amlodipine besilate C08CA, Dihydropyridine derivatives 5073818 United States of CMP Pharma Solution 1.39 mg/mL (1 mg/mL) DOGBEFO2BECAGIEA0DECE2ZASTB0OERBRC 4
America
Morvasc 00972402004 Amlodipine besilate COBCA, Dihydropyridine derivatives 5511058 Switzerland Viatris GmbH Tablet 13.87 mg (10 mg) 2E1557437501EF268CDAD06CC2990312 4
Marvasc 00972402004 Amlodipine besilate COBCA, Dihydropyridine derivatives 5332315 United States of  Pfizer Tablet 347 mg (2.5 mg) ABEBBEAGAAEGESE410EDAZ003ABCOFRC 4

America




Value of IDMP in the Medicinal Product Life Cycle ==
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Cross Border Health Care Use Case




Travel from Saudi Arabia to Brazil

/Ahmed embarks \

on an international
journey from Japan
to Brazil, poised for
his anticipated

vacation. /

76




Forgotten Medication

~
-
-

adequate medication supply for his three-

Ahmed inadvertently forgets to carry an
week vacation in Brazil.

|

77




ePrescription

Luckily, Ahmed can leverage a healthcare
Date mobile app to access an electronic

03 Oct 2023 prescription for his medication, which he
Doctor name can presents to a Brazilian pharmacist.
gl e -
Patient name

L“eSLA\ daa

Prescription

/

PR PRI PR kv
a5l
Oilina ) gif

20 il

78




Challenge: Dispensing a foreign prescription

mvel to a foreign country and \

not having adequate amount of
medicine for various reasons
(lost/delay luggage,
forgot/misplace, ...)

Challenge: The local pharmacist
cannot read or type foreign brand
name in his system to look for like
product and concerning potential
misinterpretation and erroneous

Qedication dispensation.

79 -



Date

03 Oct 2023
Doctor name
ol dllae
Patient name
"?JL.AS\ daa

Prescription

Global PhPID
123ABG2345

20 il

What if we had a global PhPID?

Gﬂe pharmacist can \

now search his system
for medicinal products
that share the same
Global PhPID.
Dispenses a regional
medicinal product to
preserve patient's

\iealth. /

80 -




Global PhPID connecting Medicinal Product

Across Regions

=
(oo

G

Global unique
PhPID code

!

Country of Sales

@ NOC 0071-0156-23
Lipitor®
(atorvastatin calcium)
tablets

90 Tablets

Rotacor

Atorvstatin 20 mg

eMKAAUpPéva pe
AETITO UPEVIO

s SANDOZ

Ateroma
atorvastatina calcica

20 mg

o
A

SUPERA

1122AABB

!

WA

£\
y<
S0

1122AAEB

!

SN

Global PhPID level 4,
connected to a
federated resource of
medicinal products can
help to identify “like”
products across regions
with various languages

The PhPID becomes the
medicinal product’s
“common
denominator” from
country-to-country




Global IDMP Working Group

GIDWG
Status Global IDMP Identifiers

Olof Lagerlund (UMC)

82
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Pharmaceutical product ID

PhPID



PhPID

AATA@S

Substance Strength Dose
form

N J

~

PhPID level
2 3

4
]
i B B
|

A
(PhPI D: Ox073AF2E5B92AE1 9E8867635AFFB3D6CAW

ISO IDMP suits of standards
ISO 11238, 11240, 11239, 11616 and 11615

Y

Substance
identification

ISO 11238

Manufacturer

Product name

Substance

Units of ('
measurement
150 11240 Pharmaceutical
dose forms
I1ISO 11239

) Pharmaceutical
product
identification

1SO 11616

Medicinal product
identification

1SO 11615

" al IDMP Working Group



Creating catalogues of IDs for
the generation of PhPID

ID Catalogues

DFID GSID
GSID
SDID ISO Standards PhPID product
and GIDWG BR (GSID, SDID, DFID)
DFID Sl
GSID




Harmonization

During global ID assignment, information in SPCs for each product was reviewed
individually. For the Global PhPID, products with minor differences in SPCs were

harmonized.
lower specification limit higher specification limit
Lack of Too granular
information\ /information
,,4 V..

slobal IDMP Working Group




Harmonization
Degree

Finding

The extent of medicinal
product information
harmonization was
evaluated across three
use-cases:
pharmacovigilance, drug
shortage, and cross-
border healthcare during
end-to-end testing.
Products with minor
differences in SPCs were
harmonized.

Recommendation
Ensure involvement of
SMEs with competence
within the different use
cases for global PhPID to
safeguard quality and
efficiency in assignment
of PhPID as well as to
mitigate issues unclear
or too granular
information.



Five regions
verification

Finding

Analyzing substances and
products across five key
regions to understand
how specific substances
or products are described
globally and intended to
mitigate challenges in
harmonization.

Recommendation

* Pro: Valuable method
when validating
additional products
with the same
substance variant and
pharmaceutical form.

* Con: time consuming,
should only be applied
when relevant.



Harmonization

During global ID assignment, information in SPCs for each product was reviewed
individually. For the Global PhPID, products with minor differences in SPCs were
harmonized.

lower specification limit higher specification limit

Reduce variations on

Business Rules
‘ Too granular
information

‘ &’//}; = ‘

| | |

Five Region
Verification
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Global substance ID

GSID



GSID assignment

GSID assighment in end-to-end

|

ISO Minimal
fields

PhPID requests

GSID GSID
GSID
GSID
GSID
GSID

Substances types represented in the
end-to-end:

* Chemicals
Proteins
Polymers
Nucleic acids
Structural Diverse

Scope:
To create a GSID
catalogue to enable

PhPID generation
within the GIDWG
projects.




GSID assignment and creating a GSID catalogue

GSID assighment process for new substances

GSID catalogue

ID
"  FDA-SRS ¢ — GSID G5
ISO Mlnlmal GSID

GSID request fields
via PhPID
GSID
" EU-SRS
Scope:
To create a GSID GSID

catalogue to enable il
e GSID
PhPID generation /’ v -
within the GIDWG I \
projects. GIDWG I
expert /

team
N \ P

— -



GSID assignment and creating a GSID catalogue

GSID assighment process for new substances

"  FDA-SRS
ISO Minimal
fields

GSID catalogue

GSID request | ’

via PhPID
" EU-SRS N Create
substance
No EU/FDA
»  substance
identified

Scope:
To create a GSID
catalogue to enable

PhPID generation
within the GIDWG
projects.




GSID assignment in the end-to-end

B GsiD

No GSID

GSID assignment

96% of the substances where
successfully assigned a GSID

The 4% not assigned was due
to lack of or conflicting
information

Mitigation: Case-by-case



Selection of Finding

For rare cases, selectin
GSID for PhPID GSID 1o ensure e
. harmonization is difficult
generatlon - due to differences

between how regulators
describe the active
ingredient.

harmonization

Forinstance, the active
ingredientis a base in
one country and a salt in
another, however they
have the same MAH and
similar trade name and
dose form.




Selection of GSID for PhPID generation - harmonization

1. NAME OF THE MEDICINAL PRODUCT —J

DEXAMETHASONE PANFHARMA 4 mg/mL, solution for injection

A majority (20/21) of products
2. QUALITATIVE AND QUANTITATIVE COMPOSITION —J were described with

Dexamethasona phosphate. .o i 4, 0 MR dexa methasone sodium
For one ampoule of 1 mL of solution for injection. phosphate

1 mL of solution for injection contains 4.0 mg dexamethasone phosphate.

1

1.8 mL of solution for injection contains 7.27 mg dexamethasone phosphate (6 mg dexamethasone base).
2 mL of solution for injection contains 8.0 mg dexamethasone phosphate (6.6 mg dexamethasone base).

Excipient with notable effect : each 1 mL ampoule of DEXAMETHASONE PANPHARMA 4 mg/mL contains 0.11% mmol (2.35 mg)

SOAiLm.

Each 1.8 mL ampoule of DEXAMETHASOMNE PANPHARMA 4 mg/mL contains 0.214 mmol (4.23 m
Each 2 mL ampoule of DEXAMETHASONE PANPHARMA 4 mg/mL contains 0.238 mmol (4.7 mg)§ Dexamethasone 3.3 mg/ml Solution for Injection

For the full list of excipients, see section 6. 1.

Summary of Product Characteristics Updated 26-Jan-2021 | Panpharma UK

Ltd

6.1 List of excipients —J 1. Name of the medicinal product
DEXAMETHASONE 3.3 mg/ml, solution for injection

Creatinine, sodium citrate. hydrated citric acid, sodium hydroxide (for pH adjustment), water f

2. Qualitative and quantitative composition

Each ml of solution contains 3.3 mg dexamethasone [as sodium phosphate)

which is equivalent to 4 mg dexamethasone phosphate or4.37 mg
dexamethasone sodium phosphate.




Selection of
GSID for PhPID
generation -
harmonization

Finding

For rare cases, selecting
GSID to ensure
harmonization is difficult
due to differences
between how regulators
describe the active
ingredient.

Forinstance, the active
ingredientis a base in
one country and a salt in
another, however they
have the same MAH and
similar trade name and
dose form.

Recommendation

Harmonize based on the
active ingredient in the
majority of the products.



Global IDMP Working Group

Global Dose Form Attributes

DFID



Dose form Attributes

* No centralized/common terminology for Dose Form

* Different granularity
e Capsule vs Soft or Hard Capsule
* Tablet, Coated Tablet, Film coated Tablet

* Regulators approve different terms
* Pellet vs granule

* Mitigation
* Dose Form attributes |
* Business Rules Y




Assighing Dose form attributes

1ISO 11239:2023

Release characteristics
Conventional

State of matter
Solid

Basic dose form
Powder

Pharmaceutical dose form
Powder for Solution for injection

Transformation Intended site
Powder to Solution Parenteral

Global IDMP Working Group

Administration method
Injection



Dose form attributes assignment process

Medicinal
product data

Assign 4 selected EDQM

Verification
ﬁ with local
No .
Terminology
Dose
Yes
Form
Yes identified
Review
in
English
NOL\L
Dose Yes
Translation — Form
identified
No e i
Verification
e with local
,° - RS . Terminology
¥ Native \

| speaker
\ P !

/
v support
S o _,’

SPC Review

4
)
I
1

\

’

) dose form attributes
- ~ A

g \

\

GIDWG !
expert team ,

3




Dose form
attributes
selection
Release

characteristics
(RCA)

Finding

The dose form are
differently labeled, for
example “delayed release
tablet” in one country and
a “modified-release
tablet” in another.

Information about how
the active substance is
released is not always

available in SPCs.

Terms such as “controlled
release " and “modified
release " indicate some
special form of release,
but not exactly which
RCA.



Dose form attributes selection Release

characteristics (RCA)

Example of advanced formulations of Mesalazine

Proprietary names Mode of delivery Site of drug release Corresponding RCA for PhPID

Eudragit-S coating (dissolves  Terminal ileum,

®. ® D
Asacol”; Mesren at pH > 7) colon elayed
®. ®' E . _L . .
o1 e Salofalk ,®Mesasal ; udragit-L coating (dissolves Mid ileurn to colo Delayed
Claversal at pH > 6)
Eudragit-L coating and matrix

Salofalk Granules® Mid ileum to colorf Delayed + Prolonged - Prolonged

core

Microspheres encapsulated

Time o o L . Duodenum to
Pentasa, Pentasa granules within an ethycellulose semi- Prolonged
dependent colon
permeable membrane
: . o Enteric coating (dissolves at ..
Lialda™; M t XL; : I Ti il
MMX JIEET o WHERENEIN ’ pH > 7). MMX of lipophilic and erminatieum Delayed + Prolonged - Prolonged

Mezavant® and entire colon

hydrophilic excipients

Table source: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4635154/



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4635154/

Dose form
attributes
selection
Release

characteristics
(RCA)

Finding

The dose form are
differently labeled, for
example “delayed release
tablet” in one country and
a “modified-release
tablet” in another.

Information about how
the active substance is
released is not always

available in SPCs.

Terms such as “controlled
release " and “modified
release " indicate some
special form of release,
but not exactly which
RCA.

Recommendation

Only one RCA is used for
one PhPID.

Formulations combining
different release
characteristics will be
assigned one RCA.



Global IDMP Working Group

Global Strength Definitions

SDID



Global Strength Definitions

e Different unit expression
e U, %, mg/mL, or mg/g
e Different precision of strength
e 18 mg vs 18.06 mg
e Concentration strength vs presentation strength for
liquids
* 500 mg or 500 mg/ml

e Business Rules

e Patterns

e Conversion tables
e UCUM units




Global Strength Definitions

Assign EDQM h
dose form
attributes A _ Strength by
Presentation

|—¢ Pattern Strength by —— Assign the
—> i — > harmonization —
? B Concentration ,” strength
Product , o ’
Presentation/ —— ,’ % R Y
Product type ! @ \ . I
: ' \GIDWG expert !
\ GIDWG expert ) Strength by \ !
« team R4 Concentration N A‘team v
\~~____,’ C with delivery Se---7

rate over time



Strength
Pattern
framework

Finding

The pattern framework
determines how the strength
of a Pharmaceutical Product
(PhP) should be expressed for
a certain type of product, using
presentation strength or
concentration strength.

Pattern Type of product

Recommendation

A: The presentation strength
‘Pattern A, is the strength of a
substance described as a

uantitative term describing
the discrete unit in which a
Pharmaceutical Product is
presented, such as weight per
tablet.

B: The concentration strength
‘Pattern B’, is the strength of a
substance expressed as the
amount of substance per unit
of measurement, such as
milliliter or gram.

C: The concentration strength
‘Pattern C’, is when the
strength of a substance is
expressed as a delivery rate
over time.



Global Strength Definitions

Substance

Alteplase

Lenograstim

Somatropin

Some examples of Unit Conversions During End-to-End Testing

From To PhPID Conversion factor
(Source)

10 mg =5.8 MIU
(SPCs)

150 mcg =19.2 MIU
(Martindale)

unit unit
U mg
U mcg
IU/units mg

3 units =1 mg
(Martindale)

Reason for decision

mg more common (5 region
verification)

IlU and mg equally common (5 region
verification).

The SPCs expressing strength in MIU
also mention mcg, therefore mcg is
used for PhPID.

mg more common (5 region
verification)



Strength
Unit
Conversion

Finding

The absence of a
globally approved unit
conversion framework
presents challenges in
handling unit

conversions (e.g., mgto
U).

Recommendation

To minimize the
number of unit
conversions, a five-
region verification has
been performed to
identify the most
common unit which is
used for PhPID
generation.



Key message
Global

ldentifiers

The assignment of Global Identifiers
and selection for PhPID are based on
the ISO IDMP suite of standards and
GIDWG business rules.

Separate catalogues for substance,
dose form and units was created and
maintained.



Global IDMP Working Group

Thank youl!



/\/
Global IDMP Working Group

Report: HL7 FHIR

Panagiotis Telonis (EMA)



GIDWG - Global use cases
E2E testing & HL7/FHIR

4th Global Identification Working Group (GIDWG) Public Stakeholders Meeting,
Sheraton Sao Paulo WTC Hotel, Sao Paulo, Brazil, 12 September 2024

Panagiotis Telonis (EMA) Joéo Almeida (HL7 Europe)
Magnus Wallberg (UMC) Asa Parnaste (UMC)



EUROPEAN
MEDICINES

ISO IDMP and related standards NG

The IDMP use case and beyond

» 1S0O 11615

MPID

ISO 11616

ISO IDMP >  ISO/TS 20443 > ISO/TS 20451

Standards &
their _T_ech_nlcal . Substances Term maintenance UoM DF, Up, RoA
Specifications » 1S0 11238 > ISO/TR 14872 @ @ > 1SO 11240 > 1S0 11239

> ISO/TS 19844 > ISO/TS 20440

ISO 22532 _— P @ > |SO/TS 19256
ISO-AWI TS 21405 = ISO )C ol > 1SO 27269

ISO Standards, IDMP Ontology

Technical H L7
Specifications ; .
P ” IS_O/TS 5499 = International > 18017253
and Reports harmonization principles- SO /
: therapeutic indications » ISO/TS 19293
consuming or terms and identifiers VULCAN

complement

AHL7FHIR
IDMP > ISO/TS 16791 _ ~ . " B 1SO/AWI TR 18728

Machine-readable coding 2 S0 MP_/ingr(_edient and lot
of MP package identifiers registration as part of IDMP

HL7 FHIR resources VVULCAN UDP FHIR Profiles HL7v3 ISO/HL7 27953-1&2
Utilizing digital protocol for ICH CPM, SPL, RPS ICSRs (IDMP IDs feed &

HL7 messaging
standards for 1ISO IDMP, ePI, UPD, DAF

Frrire

M11 CeSHarP & beyond underlying infrastructure

Source: P. Telonis, I. Chicharo, International data standardisation activities, I-Division all staff meeting, European Medicines Agency, 13 March 2024




GIDWG journey up to now...

ISO IDMP

WHO workshop

Q4 2021-2022

GIDWG

Q4 2023

2024

GIDWG 5 pilot projects

(DF, Strength ID, Substance
ID, Operation Model, FHIR) (
(7

Use cases End to End Testing

Global PhV

Shortages

Cross-boarder healthcare
FHIR



GIDWG* - PhPIDs for supporting Global use cases Olf et

Global IDs - Approaching Global Target Operating Models

WHODrug IDs
Global PhPIDs

-

Medicinal products ™\ g
US IDs, NDCs o= &
Substances — UNIls “ = )

GSRS

We plan to exchange information Globally:
Exchanges: will rely on ISO IDMP standards and _‘IR messaging standards.
Substances: according to regulatory frameworks, they will be identified/managed regionally (e.g. FDA, EMA) and mapped globally by UMC.

. Medicinal products: according to regulatory frameworks, they will be managed regionally (e.g. FDA, EMA) and provided to UMC.

PHPIDs - Will be managed by UMC.
* Global Identification Working Group founded by EMA, FDA, and UMC

Source: P. Telonis, I. Chicharo, International data standardisation activities, I-Division all staff meeting, European Medicines Agency, 13 March 2024




Early IDMP Message exchange representations (snippets) @\

EUROPEAN
MEDICINES
AGENCY

Example case: ISO 11238:2018, ISO/TS 19844:2018, FDA SRS/GSRS

Built-in GSRS message

HL7 v3 SPL/CPM

FHIR

"uuid": "1a370770-a810-4b49-9336-083d53a0cb46",
"created": 1471036247000,

"createdBy": "admin”,

<?xml version="1.0" encoding="UTF-8"?>

k! Chemical: AP-24534 HCL —>

<document "urn:hl7-org:v3"
xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance"

"urn:hl7-org:v3 ../../xml/schemas/spl-r8-draft/schemasR2b/SPL.xsd"

<7xml version="1.0" encoding="UTF-8"?>

<SubstanceSpecification xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance”

"http://hl7 .org/thir ../../generated/diagramHTML/FHIR/schema/fhir-all.xsd"

"http://hI7.org/fhir">
<substanceld>

‘lastEdited": 1471036247000, ezt e ssbstenceI
lastEditedBy": "admin”, _ <value "98REPU3D8J"/>
"deprecated": false, _ EVN™> </substanceld>
"definitionType": "PRIMARY", <id/> <substanceType>
"definitionLevel": "COMPLETE", <code/> <coding>
"substanceClass"; "chemical” <effectiveTime/> <system "http://substanceTypeQID"/>
"status": "approved"” , <component "COMP"> <code "chemical'/>
B : <structuredBody "DOCBODY" "EVN'> <fcoding>
" TS " <component "COMP"> </substanceType>
"approvedBy": "FDA_SRS", <section "DOCSECT" "EVN'> “structure>
”approv'cled + 1470433349000, <id “exampleld” “exampleSectionld"/> <stereochemistry>
names": [ <subject "SBJ"> <coding> ) o
{ <identifiedSubstance> <system ; ht.tp:{:/slereochemlslryOID1’>
::uuid": "&'12cQ6Td2-a27b-4aee-acbf—aSedOS?ad46e", <id "substanceQID" "96REPU3D8J"/> </c:;igdz Achiral"/>
created™: 1471036247000, <code "chemical” "substanceTypeOID"/> </stereoch3mi5l -
" neon on . . ry
createdBy": "admin”, <identifiedSubstance> <opticalActivity>
"IastEd!ted": 1471036247000, <code "chemical” "substanceTypeQID"/> <coding>
"lastEditedBy": "admin", <asNamedEntity> <system "http://opticalactivityOID"/>
"deprecated": false, <name "en">AP-24534 HCL</name> <code "N/A"f>
"name": "AP-24534 HCL", </asNamedEntity> </coding>




Gidls
PhPID Operating Model including GSID request

Update
PhPID
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Request
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SRS record

<
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Search
PhPID

Publish
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Services supporting the operating model

Global PhPID Requesting

Medicinal Product Information

Welcome to the Global PAAID Request service!

e Toarmacenod ot demsbien TRECY 3 Srteed by one of e b 15

S gt W e ol LN e

A e

T N LR

Harmonisation for Global PhPID
construction

expert working
group for IDMP

>

Medicinal Product

Information
- Harmonisation
+ Search

o - ey
-
D
—_— ~ e

Global PhPID Publishing

= PhPID 7 blish

e T2

Generation

New PhPID is
sent to the person

process
. requesting it

v
Storage and publication
of a new PhPID

: Global PhPID publishing in WHODrug

WHODrug Insight
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Global IDMP Working Group

PhPID operating model on FHIR

WHO expert working
group for IDMP

~ PhPID level
imEmEm ,‘igll immEw immEmEn
. F H | R ’ ; ’ ’ — | PhPID: Ox073AF2E5
@
Need a Request Validation Generation New PhPID is
PhPID process sent to the person
& ‘ requesting it
. v
. Storage and publication
. of a new PhPID
.

Search g

PhPID

v
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WHO-UMC IDMP Management and Publish API -

« This implementation Guide (IG) @ T 4 WoUMCIOUP Managemert= x (155 -
& - (M & tps://build.fhir.org/ig/ sala-Monitoring-Centre/WHO-UMC-IDMP-Ser...  AY 7 [} S T i T vl =
documents the developed IDMP © s e e e S e ¢ w = e
. o o EMA Intranet o EU-ePl-common-st... H ML Times | Netherla.. [ Multi-omics predicti... Multiomics @ Service Desk sf SuccessFactors: 202.. [ Achileas > [ Cther favorites
API FHIR SerVICe’ by descrlblng . WHO-UMC IDMP Management and Publish API /’ . -
the context in which the API can ol 010 cteuld Q MHL7FHIR

be used, as well as the technical
overview for using the API (work
in progress)

- In simple language: This IG

consequences.
= Cross Version Analysis
* Global Profiles
Scope =+ IP statements
o Ava”able at: The scope of this Implementation Guide is to document the WHO-UMC IDMP API FHIR service, by describing the context in = Authors and Contributors

|G Home

Background Requesting PhF and GSIDs ~ Change management Authentication Versioning Table of Contents Artifact Index Support -

Table of Contents WHO-UMC IDMP Management and Publish APT

WHO-UMC IDMP Management and Publish API, published by Uppsala Monitoring Centre. This guide is not an authorized publication; it is the continuous build for version 0.1.0 built
by the FHIR (HL7® FHIR® Standard) CI Build. This version is based on the current content of https://github.com/Uppsala-Monitoring-Centre/WHQ-UMC-IDMP-Service/ £ and
changes regularly. See the Directory of published versions

WHO-UMC IDMP Management and Publish API

d eSC ri bes h OW FH I R Sta n d a rd iS Official URL: http://who-umc.org/idmp/ImplementationGuide/idmp.who-umc.org. fhir Version: 8.1.8

Active as of 2024-09-09 Computable Name: WnoUmcIDMPManagement
used to exchange data based on
the ISO IDMP standards for Note - s

global PhPIDs and GSIDs.

https://build.fhir.org/ig/Uppsala-
Monitoring-Centre/ WHO-UMC-IDMP-
Service/index.html

The specification herewith documented is for the time being a proof of concept specification, and may not be used for | « Introduction

any implementation purposes. No liability can be inferred from the use or misuse of this specification, or its 0 TarETiETEEs

which the API can be used as well as the technical overview for using the API.

Introduction

This Implementation Guide has a target audience of system integrators to the WHO-UMC IDMP APL. The API is based on the HL7 FHIR standard and this guide describes supported
FHIR resources.

The Implementation Guide describes how FHIR standard is used to exchange data for ISO IDMP standards for global PhPIDs and GSIDs. For information about ISO IDMP, see the
Background section in this guide.

The main resources maintained by the service are the Pharmaceutical Product IDs, PhPIDs, (manifested through the AdministrableProductDefinition resource) and the Global

Substance IDs, GSIDs, (manifested through the SubstanceDefinition resource). However, the MedicinalProductDefinition resource is also vital since it serves as input for PhPID
generation. The Implementation Guide describes how new global PhPIDs and GSIDs are requested using asynchronous FHIR requests, and how they are delivered through FHIR.

Access to the WHO-UMC IDMP FHIR server

Preview

1 PO B e O QP x
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https://build.fhir.org/ig/Uppsala-Monitoring-Centre/WHO-UMC-IDMP-Service/index.html
https://build.fhir.org/ig/Uppsala-Monitoring-Centre/WHO-UMC-IDMP-Service/index.html
https://build.fhir.org/ig/Uppsala-Monitoring-Centre/WHO-UMC-IDMP-Service/index.html
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FHIR APl and Use Cases (1/5)

Example: Request PhPIDs and Cross border prescriptions

Retrieve the Use PhPID to
REEESECIEIER generated PhPID ACLHAUAIS retrieve MPIDs

e.g. to the healthcare
scenario under testing
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FHIR APl and Use Cases (2/5)

Example: Request PhPIDs and Cross border prescriptions

e.g. to the healthcare
scenario under testing

Retrieve the Use PhPID to
REPESECENFIES generated PhPID ACLIHUAIL retrieve MPIDs

Content

"resourceType"”: "Task",
"id": "template-generated-by-server-phpid-req”,
"meta": {
"profile": [
"http://who-umc.org/idmp/StructureDefinition/Task-who-php-phpid"
]
}s

"contained": [
r
"resourceType": "MedicinalProductDefinition",
"id": "702011b3-e5f3-4d21-beb3-29elcbc8fbc4”,
"meta": {
"profile": [
"http://who-umc.org/idm. ..
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FHIR APl and Use Cases (3/5)

Example: Request PhPIDs and Cross border prescriptions

e.g. to the healthcare
scenario under testing

Retrieve the Use PhPID to
ML generated PhPID ACRIATD retrieve MPIDs

Qutput

PhPID: 16DD499443FAE493691301348AFDDDF3
1eDD499443FAE493691301348AFDDDF3

Content

"resourceType": "AdministrableProductDefinition",
"id": "10DD499443FAE493691301348AFDDDF3",
S
"versionId": "1",
"lastUpdated": "2018-61-30T07:47:49.7711852+00:00",
"source": "http://idmp.who-umc.org/fhir",
"profile": [
"http://who-umc.org/idmp/StructureDefinition/AdministrableProductDefinition-who-php"
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FHIR APl and Use Cases (4/5)

Example: Request PhPIDs and Cross border prescriptions

e.g. to the healthcare
scenario under testing

Retrieve the Use PhPID to
ML generated PhPID ACLIAIFIS retrieve MPIDs

"classification”: |

"coding": |

{
L

"system”: "http://who-umc.org/idmp/leveld-phpid”,
"code"”: "10DD499443FAE493691301348AFDDDF3"

Note that this is only an example of how to reference
the PhPID in a test healthcare scenario (e.g. MPD
resource, in this example within an ePl).
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FHIR API and Use Cases (5/5)

Example: Request PhPIDs and Cross border prescriptions

e.g. to the healthcare
scenario under testing

Retrieve the Al TS Use PhPID to

Request a PhPID generated PhPID retrieve MPIDs

https://idmp.who-umc.org/fhir/
MedicinalProductDefinition

?product-classification=
http://who-umc.org/idmp/level4-phpid | 10DD499443FAE493691301348AFDDDF3

&name-country=SE
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FHIR Connectathon 34

Sheraton Phoenix Downtown, September, 2024
Track: 2023 - 09 Vulcan/Gravitate Health - ePI/IPS and SPL-FHIR, GIDWG



HL7 FHIR Connectathon 34

Connectathon (What) Track Obijective

e HL7 FHIR Connectathons feature hands-on * Scenarios to Test and gather feedback on the
. following:
FHIR development and testing.

Global IDMP Working Grou

e Test scenario #1: Confirm how to make connections

* Implementers and developers come together ?etwﬁen the Vu|CaPr|1teP| aSrF\)Cﬂ SFF;|L|_RFH|R by manually
to hold technical discussions that advance the ranstorming an erito a Srs | ‘f
At _ * Test scenario #2: A patient travels from Europe to
FHIR .specnclcatlon, develop FH'R based US and has to find the similar US medicinal product
solutions, and exchange data with other FHIR to their European prescription.
interfaces. e Test scenario #3: A patient travels from Japan to US
. C h : and has to find the similar US medicinal product to
work directly with FHIR developers and senior e Test scenario #4: Incorporate ISO IDMP identifiers
members of the FHIR standards development into the ePls to facilitate international connections.
team Focus on the PhPID generation; lookup and usage;
and matching identifiers cross-border to support

the relevant test scenarios above.




Search the UMC s
code/MPID

Flleie inert the PR you want 1o feschy

Lok bor i | [ ook b AP0

PAEEZ0 e the MPID you want 1o fetch

P (11300021070

"resourceType": "Bi
"type": "searchset
“"timestamp": "2023
Stotals s 11
"link": [
{
"relation"
SurLc s hti

1
{

"relation”
Surlss:

Tarpet Courmry (USA
Or Just ehick these buttans 10 get all products from the D8:

[mwe][araro]
Data for FRAD- W

ystem fo il .
T US medicinal Products that correspond to a particular Japanesa ¥)

===

"Medici

alProductDefinition”,

e
lurisdictions

s
ro comen [ e e
Sless e 14 205 v s
 from the DB C
(CIEnT )
—————nocd | (=TT
Plese ot 50 D v e e
oo ——
L S —
: el
identifier T ()
USRI W00 (7l (SEESTRRTEN) ok P

Show 10~ enaries

Use Case

Given the retrieved PhPID we can now retrieve the
corresponding MPID in USA

https://umc-ext-dev-phponfhirdemo-preview-rg01-
webapp.azurewebsites.net/MedicinalProductDefinition?_has:

A ProductDefinition:form-of:identifier=http://www.who-
umc.org/phpid | F92168108C432D63DACDD70444176BB3&name-
country=USA

OfAdministr.

] o —

P TS

SYNRRRF VR Emg [F—n7F | ?
2189011F1262

Get the PhPID for the Japanese MPID

https://umc-ext-dev-phponfhirdemo-preview-rg01-
webapp.azurewebsites.net/
AdministrableProductDefinition ?form-of.identifier=

http://iyaku.info/medicine|2189011F1262

(Administrable Product Definition)</h|

131



FHIR Connectathon 35

Track: 2024 - 01 Vulcan/Gravitate Health - ePI/IPS, UNICOM, GIDWG
Athens, Greece, January 2024



Track Participants

@\Datepharm H L 7

Furopeid
o EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

UNZCOM
FELLESKATALOGEN

UiO ¢ University of Oslo

ATHENS
DIGITAL
HEALTH

15-19th January 2024 | Royal Olympic Hotel WEEK

Monitoring
Centre

.Glemser M Uppsala

VYU Lc AN EuroVulcan 2 HL7 Working Group Meeting HOSTED BY
18th January 2024
AdHL7 FHIR Royal Olympic Hotel, Athens ”"HALF?AWAE bﬂast




EUROPEAN

FHIR C35 & Athens Hakathon, Jan 2024 (test scenarios¥)|i®

Test Scenario

1

Cross-border travel

Pharmacovigilance

Drug shortage

Cross-border
ePrescription
substitution

PhPID operating
model

Pharmacy system
and GTIN

ePI Validation and
Nordic+1

134

Brief Description

Japanese patient needs a Japanese ePI after being dispensed a
medication in Europe. European patient needs a Norwegian
ePI/patient information leaflet (or Swedish, Danish, English) after
medication is dispensed in Japan

Local pharmacovigilance center receives report on a specific
medication and needs to find other similar reports from other
centers/databases.

A shortage of a medicinal product is looming in Croatia. There is a
need to find the products that could be used to address this
shortage from neighboring countries to resolve the shortage.

Test FHIR interactions in cross-border dispensation, with
prescribing and dispensing systems, with a substitution component
(generic).

Test PhPID Operating model (search, generation, publishing) as
part of an ePI workflows with central maintenance authority
(UMCQ).

Explore use of GTINs in ePIs in pharmacy system look up for
cross-border medication, prescribing or dispensing.

Demonstrate validation of EMA ePIs Pilot against the specification
and in alignment the Nordic Compedia +1 project.

See testing scenarios
available at:
https://confluence.hl7.or
g/pages/viewpage.actio
n?pageld= 204276603 ”

HL7 ;FHIR Connectathon

Jan 2(52 ;;Athens A\\



https://confluence.hl7.org/pages/viewpage.action?pageId=204276603
https://confluence.hl7.org/pages/viewpage.action?pageId=204276603
https://confluence.hl7.org/pages/viewpage.action?pageId=204276603

FHIR Connectathon 36

Dallas, TX, May 18-24, 2024
Track: 2024 - 05 Vulcan/Gravitate Health - ePI/IPS, UNICOM, GIDWG



FHIR C36 - Vulcan/Gravitate Health (content)

ePl Governance: Define
o files and
governance model
between EMA, Gravitate
Health and Vulcan

ePl style sheet: Create
and test a final draft of a
default style sheet for
ePls

ePl Capability: Define
basic API functionality
requirements

PhPID IG: Test and clarify

API capability, profiles
and resources to

support the GIDWG end-
to-end request process

Connectathon Roadmap:

®

EUROPEAN
MEDICINES
AGENCY




#7» _ FHIR Connectathon 37 (coming soon...)

Global IDMP Working Group

Atlanta, GA, USA, September 21-27, 2024

ePl variation lifecycle

Technical validation rules

API| exchange capabilities

Best practice for business versioning and FHIR server versions
ePl terminology server

IG Comparison and harmonization to maintain alighment between the ePl-Core IG
and its related national 1Gs (Nordic, UK, US, EU)

IDMP's PhPID workflow details




EUROPEAN
Example of preparing draft testing scenarios for FHIR Connecthathons @‘RAGEE?&E‘YNES

E — l.'.-::u_rm FHPID
PHPID available :
Generats EU PHPID g § '
@—b ] immediately to support ! B
ICSR recoding
< Updata PHPID Test decision(s) to add next
g |MeW/updated/ :
E e ) PHAC) to EU PHPID, or overwrite?
alternative?
M2M integration testing scenarios
desired = e.g. EU, or US, require MPID,
MP harmonised info?, PHPID, outcome?
o
=
=
=]
I 1]
= E
EU to exchange :
MP info & PhPID -
no need for Mo PHFID - :
request details ]
Search PP P - i e T only one public list of global
: PhPIDs available for reference...
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Tools: HL7 Europe Sandbox

HGCERIEEER T E

open source
to use

making FHIR

projects and test real world
specification more scenarios

approachable

free to create your
own instalments

tool focused in
sustainability




HL7 Europe Sandbox

HL7

B Europe

HL7 Europe Sandbox

Link

HL7 Europe Sandbox for Laboratory

HL7 Europe Sandbox for UNICOM

HL7 Europe Sandbox FHIR Server

ePI Creator for Gravitate-Health

HL7eu Gravitate-Health ePl Server

FLUTE Server

IG Uploader

FHIR Questionnaire Viewer

FHIR IG Dependency Checker

IDEA4RC FHIR Server

Infrastrucuture checker

Description

A platform for laboratory-related HL7 activities and resources.

A sandbox environment for UNICOM-related projects and tools.

Access the HL7 FHIR server for testing and development purposes.

Create and manage ePl documents for the Gravitate-Health initiative.

Server dedicated to the Gravitate-Health ePl services.

Access the FLUTE server for FHIR-related operations.

Upload and manage Implementation Guides (IGs) using this API.

View and interact with FHIR Questionnaires.

Check dependencies for FHIR Implementation Guides.

Play and test with IDEA4RC resources.

Monitoring servers health.

https://sandbox.hl7europe.eu/



HL7 Europe Sandbox

https://github.com/hl7-eu/unicom-ig https://github.com/unicom-project-eu/UNICOM-test-lab

e UN#COM HAPTEHIR

Pretty (default) On Off

Server
Server Home/Actions Product Browser Product Register
Resources
PackagedProductDefinition @ a HAP! FHIR RS S
erver erver
Ingredient (Z2)
ManufactureditemDefinition EEZ) Software HAPI FHIR Server - 7.2.0
oo e s @ FHIR Base http:/fsandbaox.hl7europe.eu/unicom/fhir

RegulatedAuthorization E))

AdministrableProductDefinition X)) Server Actions

Organization ETTR

FHIR Server DS pReEe Product Register

product browser

https://sandbox.hl7europe.eu/unicom



https://sandbox.hl7europe.eu/unicom
https://github.com/unicom-project-eu/UNICOM-test-lab
https://github.com/hl7-eu/unicom-ig

HL7 Europe Sandbox

UNICOM Product Register

Medicina Product Definition

Medicinal Product ID

Invented Name Part Strength Part Pharmaceutical Dose Form Part

Country Name Usage Language

[ Select 1 option 'I [ Select 1 option ']
Authorised Dose Form Classification

[ Select 1 option 'I [ Select 1 option ']
Marketing Authorization

compliance with automatic resource

easy to use unicom under the creation at the push
hood of a button




HL7 Europe Sandbox

"8 s UNGCOM

Product Browser
Search:

1D Name 4 Country Viewer Source Validation
ABASAGLAR-100eml-Solution-SE-  ABASAGLAR 100 enheter/ml Injektionsvitska, losning i cylinderampull Kingdom of Sweden Viewer XML Report
I1S-MPD Ext. Viewer JSON
Agen-10mg-Tablet-EE-MPD AGEN 10 mg tabletid Republic of Estonia Viewer XML Report

Ext. Viewer JSON
Agen-5mg-Tablet-EE-MPD AGEN 5 mg tabletid Republic of Estonia Viewer XML Report

Ext. Viewer JSON
Airomir0.1Spray-SE-PLC-MPD Airomir 0,1 mg/dos inhalationsspray, suspension Kingdom of Sweden Viewer XML Report

Ext. Viewer JSON
Alburex-200g-L-Solution-SE-AJ- Alburex 200 gl Infusionsvitska, l6sning Kingdom of Sweden Viewer XML Report
MPD Ext. Viewer JSON
Alburex-50g-L-Solution-SE-AJ- Alburex 50 g/l infusionsvitska, losning Kingdom of Sweden Viewer XML Report
MPD Ext. Viewer JSON
Altermol-500mg30mg-Tablet-SE-  Altermol 500 mg/30 mg Tablett Kingdom of Sweden Viewer XML Report

human-friendly automatic testing

browser

for products in the search and ordering
server




HL7 Europe Sandbox

Details s

Warnings (29) v
Informations (15) v

Validation outcome: Issues Detected

Details ~

Errors (8) '

Informations (2) v

description of

automatic testing

for tens/hundreds levels of errors
of rules instantly

error or warnings
in human-friendly




» _Next steps on FHIR testing and ISO/IDMP developments

A

September

A

Q1 2025 -
Berlin

10-11 May
- Madrid

Join Us!



Global IDMP Working Group

Report: Global Framework IDMP
Implementation & Maintenance
of global identifiers

Malin Fladvad (UMC)



Operating model for Global PhPID

Global PhPID Requesting

Medicinal Product Information

-1 -

Welcome 1o the Global PRAID Request service!

Harmonisation for Global PhPID
construction

Storage and publication
of a new PhPID

PhPID Medicinal Pr-oduct
Information
2. Harmonisation
Search

expert working
group for IDMP ‘j:-

Global PhPID Publishing

Generation New PhPID is
process sent to the person
: requesting it
v

PhPID
repository

: Global PhPID publishing in WHODrug

sl = PhPID Fublish -
X = = R e

) = WHODruqg Insight A Mo Pt +
v m w BLACH faremat
5O 1IDMP Search
P
T e ——
e e e T = S g Y — o i
=
s
D L S = 7 —— e s oS
....... T : i - - oo




Demo of the global
PhPID operating
model



New product Product search Substance + MAH ~ Statistics ~ Drug finder Umbrella PDF mapping

2 UMC\JuliaN @ EntDemo

Methotrexate orion

Name specifier Country
Sweden v
MAH: Orion
Orion pharma
Reference Version
Company reference v | 2024 v

Comments

(] OId form

Delete Put on hold Save draft

TABLETS v PhPID (4/4) (O GO2CX
() Lo1BA
Ingredient (1) a. * () Lo4AX
Methotrexate & 25mg
Ingredient Add
Add Clear ing
Spc

https:/iwww.lakemedelsverket.se/sv/sok-lakemedelsfakta/lakemedel/201507 1100001 2/lakemedel-%7C-lakemedelsverket

8 Similar approved products

Refresh
Trade name ~ NS & Ingredient
Methotrexate orion Methotrexate
Methotrexate orion Methotrexate sodium
Methotrexate orion Methotrexate sodium
Methotrexate Orion old form Methotrexate
Methotrexate Orion old form Methotrexate

Methotrexate orion pharma Methotrexate sodium

Methotrexate orion pharma Methotrexate sodium
Methotrexate orion pharma Methotrexate sodium

Methotrexate orion pharma Methotrexate sodium

Filter by: | |
& Country & MAH & Form a Strength & PhPID Strengtha ATC & Changed &

Sweden Orion pharma TABLETS 2.5mg

Hungary QOrion TABLETS 2.5mg LO4AX 2019-12-17
Hungary Orion TABLETS 10 mg LO4AX 2019-12-17
Sweden Orion pharma TABLETS 2.5mg 2.50 mg LO1BA, LO4AX 2023-12-13
Estonia Orion TABLETS 10 mg LO4AX 2023-12-13
Spain Orion Corporation TABLETS 25mg LO1BA, LO4AX 2023-04-17
Spain Orion Corporation TABLETS 10 mg LO1BA, LO4AX 2023-04-17
Sweden Orion pharma TABLETS 25mg 2.74 mg LO1BA, LO4AX 2023-12-13
Sweden Orion pharma TABLETS 10 mg 1097 mg LO1BA, LO4AX 2023-12-13

3 Similar approved characteristics

Refresh

-
v

Pharmaceutical dose form Basic dose form

Tablet Tablet Swallowing
Tablet Swallowing
Tablet Tablet Swallowing
Capsule Swallowing

Administration methods

Filter by: | |
= Intended sites ~ Release charactenstics & Products
Oral Conventional
Oral Conventional 21
Oral Conventional 4
Oral Conventional 1



Global IDMP PhPID End-to-End Testing Report

i

WHO expert working

New PhPID is
sent to the person
requesting it

i

To be published in Q4 2024



1o flow chart in Figuee 10 ilkustrates strongth pattern assigrment for differont parentaral propa

Partiol use/
Muti-dose

BUSineSS rul‘es Business rules for PhPID
for PhPID I

Public Version 1.0

generation

OF o the Adme

{examples in Table 10). For

m the Admi

2. when the Ma he BDF is manually changed from the Mani

fiorent

to AdmEBDF, s Tabia 11

a product examle of how dase forms can differ between regions 2= wall change fram Man

Glossary of terms, definitions, nd SHOIEVIBUONS ... ..o 3
AderDF
2 Scope 6
Powiler for o
3. Background 6 e o saltion fe Pawiar e
- nfusicn
3.1 Background on Global Substance identifier 7 —
3.2 Background on Dose Form Identifier (DFID)..... 8 L M _"\I‘i':“__ Tablat Suspansicn i tablots that are ahways disparsed bstars being
taken, the BLF will be “Suspension
3.3 Background on Strength Definition Identifier (SO 8 :
Chewable/ - .
4. PhPID generation 8 dngeraible aslet | fablet For tablets that 3 and taken as 8
5. Business rules 9 e saktion/suspension, the BOF will be Tkt
susperior
5.1 BUSknESS rules FOr SSIGOING GSID 10 PAPID ...ttt 9
Berocca® Oral solution Tablet Solution
5.2 Business rules for assigning dose form ch tics to Global PhPID 1

5.2.1 Business rules for assigning basic dose form characteristics ....... . S, | |

5.2.2 Business rules for assigning administration method characteristics 12
5.2.3 Business rules for assigning intended site characteristics 13
5.2.4 Business rules for assigning release characteristics 14
' 5.3 Business rules for generating global Strength Definition identifiers (SOID) for PAPID ... 15

5.3.1 Business rules on numerical values for strength expression...

. Powder for oral R Powder
5.3.2 Business rules on standardised units for strength expression 16 u oral suspansio
5.3.3 Concatenated pattern framewark for strength expression 17

Karea Dy syrup Syrup Powder Syrup Suspension

5.3.4 Specific business rules on strength expression . )
6. Refe Sl RS 20 ‘ . Forr oeal ‘ N Puwder .

A Sral suspension Suspension

suspensian

Published by Q3 on https://gidwg.org/



Example of business rule for global PhPID

generation

The GSID for PhPID is generated
based on the anhydrous form of
the substance

Lidocaine HCl monohydrate
—Lidocaine HCI

Aq}é@ﬁ

Substance Strength Dose
form

N J

~

PhPID level

1 2 3 4
]

Il B
|

N
(PhPID: 0x073AF2ES5B92AE1 9E8867635AFFBBD6CAW




Examples Business rules for strength
expression for global PhPID generation

The value number for PhPID
denominator should generally be % @
1 except for patches and vaginal ﬁ

rings. Strength is hence
recalculated for PhPID to match
the business rule.

Substance Strength Dose
form

100 mg/5 mlis expressed
as 20 mg/ml

(Ph PID: Ox073AF2E5B92AE1 9E8867635AFFB3D6CAW



Examples Business rules for global PhPID

generation

The intended site is generally

assigned based on primary use.

One or several intended sites
can be assigned to a medicinal
product.

Eye/ear drops

Cutaneous/ transdermal

A&TA@@

Substance Strength Dose
form

~

PhPID level
2 3

4
]
a B B
|

A
(Ph PID: OxO073AF2E5B92AE1 c)E8867(’>35AFFB3D(‘;CAW




Readiness after End-to-End Testing

Technical

Global PhPID Service

Operating Model
Go-Live Readiness

Readiness
92%.

Operational
Readiness
90%




Technical readiness

SYSTEM TESTING:

ALL FUNCTIONAL,
INTEGRATION,
USER
ACCEPTANCE, AND
REGRESSION
TESTING HAVE
BEEN
COMPLETED.

BACKUP AND
RECOVERY:
BACKUP AND
DISASTER
RECOVERY

PROCESSES ARE

IN PLACE.

Global PhPID Requesting

Medicinal Product Information

INFRASTRUCTUR
E: HARDWARE,
NETWORKING,

AND OTHER
INFRASTRUCTURE
COMPONENTS ARE

CORRECTLY

CONFIGURED.

SECURITY AND
MONITORING:
SECURITY
ASSESSMENTS,
AND TESTING
COMPLETED.
MONITORING IN
PLACE

Harmonisation for Global PhPID
construction

Global PhPID Publishing

PhPID Publish

Global PhPID publishing in WHODrug

WHODrug Insight el

CONFIGURATION
MANAGEMENT:
ALL SYSTEM
CONFIGURATIONS
ARE
DOCUMENTED
AND VERSION-
CONTROLLED.

INTEGRATION
READINESS:
INTERFACES WITH
THIRD-PARTY
SYSTEMS, APIS, AND
OTHER OPTIONS
ARE STILL UNDER
DEVELOPMENT.



User Training and documentation

Po

. Help Desk/Customer Support V
Operational

Readiness
SLA Agreements

Communication Plan



Process
readiness

Operational
Readiness

H
) Change management



Industry

Proposed change management of PhPID on MP level

Regulator

New Medicinal
Product

Updated Medicinal

pdated Medicina

Product Product ™

New Medicinal
Productin a
Country/Region

New Medicinal Product in
Country/Region

UMC

New PhPID

Existing PhPID

‘Scheduled Change” vs "Any time Change’

*cases when PhPIDs are affected

Regulator
Local ID
New PhPID
Local ID
PhPID



Proposed change management of PhPID

Changes in substance, dose form or strength/unit

SDO Catalogues

New Term and/or Unit

pdated Term and/or Un

Deprecated Term and/o
Unit

GIDWG

Refined/Changed/New
Business Rule

UMC Catalogues Updates UMC Operations

New Global Identifiers New PhPID

PhPID

Replaced with existing
PhPID*

Retired Global Identifiers

S 1

: ‘Scheduled Change ’
*linked to dieprecated/retired PhPID

Regulator

Local ID

New PhPID

Local ID

PhPID A



Highlighted findings and
recommendations from End-to-
End testing




Strategy for F";d‘d"g o
. to end testing
Local IDs )

identified the need to

(MPID, local dose form, collect and provide
local strength local IDs with global

expression, units)

PhPID to facilitate
interpretation of the
data

Recommendation

* Local IDs canbe
included in the request
both through APl and
PhPID Request Tool



Global PhPID linked to Medicinal product dictionaries

Pharmaceutical products Medicinal products

Trastuzumab Solution* Solution*

Trastuzumab 150 mg
Trastuzumab

&
0 Dose form

=
%
7

I Herceptin“’

Trastuzumabum

(004

| (®)rede e

Country of Sales

L) (K= (A=) (=

PhPID level 1 PhPID level 2 PhPID level 3 PhPID level 4 National IDs: WHODrug
MPID

Dose form ID
Substance ID

*Dose form characteristics: Solution, Injection, Parenteral, Conventional



Overarchi ng Finding Recommendation
* Thereisaneedto * Development of an
PhPID

group related overarching PhPID
chemical substances,
such as bases and
their corresponding
salts, to improve
aggregation and
search functionalities

e Recommendations for
non-normative
amendments to ISO
11616/TS 20451




Automation of dose form attributes

All four

assignment

42 local DF
out of 188

Automation

DBF

Global
dose

form
identifier

ADM | Serl
[

J Automation

179 local DF
out of 188

Flow Chart
Automation



Implementation of automation findings

8 Similar approved products

Refresh
Filte
Trade name a NS & Ingredient & Country & MAH & Form & Strength a PhPID Strengtha
Methotrexate orion Methotrexate Sweden Orion pharma TABLETS 25mg
Methotrexate orion Methotrexate sodium Hungary QOrion TABLETS 25mg
Methotrexate orion Methotrexate sodium Hungary QOrion TABLETS 10 mg
Methotrexate Orion old form Methotrexate Sweden QOrion pharma TABLETS 25mg 250 mg
Methotrexate Orion old form Methotrexate Estonia QOrion TABLETS 10 mg
Methotrexate orion pharma Methotrexate sodium Spain Orion Corporation TABLETS 25mg
Methotrexate orion pharma Methotrexate sodium Spain Orion Corporation TABLETS 10 mg
Methotrexate orion pharma Methotrexate sodium Sweden QOrion pharma TABLETS 25mg 274 mg
Methotrexate orion pharma Methotrexate sodium Sweden Orion pharma TABLETS 10 mg 10.97 mg
3 Similar approved characteristics
Refresh . . . .
Similar approved dose form attributes list -
Pharmaceutical dose form a Basic dose form & Administration methods a Intended sites a Release characteristics
Tahblat JTahlat Suallowing Lol Conyontional
Tablet Swallowing Oral Conventional
Tablet Tablet Swallowing Oral Conventional

Capsule Swallowing Oral Conventional




New Use Case from Norway: The value of PhPID In
hospital healthcare

Patient admission, anamnesis Plan and complete medical 3 Finish treatment and discharge
and medication reconciliation treatment

Prescription Package / PhPID level 4 PhPID level 3 PhPID level 4
based on.... substance + dose form + strength substance + dose form substance + dose form + strength




Key message

All of the work presented today
has provided confidence of the
establishment of the global
PhPID framework



Thank youl!



Global IDMP Working Group

Closing Remarks
Public Meeting Adjourned

Ron Fitzmartin (US FDA)



A2

Global IDMP Working Group

Thank You for your work on IDMP!
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