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Operational processes

IRIS update and feedback1

1. Research Product Identifier creation and management

2. Orphan designation and related procedures

• First pilot of IRIS CRM at EMA

• First automated procedure management (annual reports)

3. Parallel distribution procedures and public register

• Huge backlog cleared

• First automated public register in IRIS

• First integration with SAP-finance

4. Innovation Task Force briefing meeting requests

5. Scientific Advice procedures

• First veterinary medicines processes onboarded

• IRIS 2.0 now operational
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Feedback on scientific advice go-live

IRIS update and feedback2

1. 80 submissions received, of which 30 on a single day 

(30/10)

2. No major problems – better start than orphan 

designation

3. Main feedback to Industry:

1. Substances and RPI are two different things. Registration is 

independent and managed by different services and 

different tools at EMA. 

2. RPIs identify a product across life-cycle and different 

sponsors

3. Regulatory entitlements and RPIs should be assigned to a 

single location of the parent organisation (the legal address 

in the business register) → Industry to reconcile data 

wherever possible.
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Marketing status

from IRIS public forums (https://iris.ema.europa.eu/forums/)

IRIS update and feedback3

What’s next

https://iris.ema.europa.eu/forums/
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Any questions?

[Insert relevant information sources or contact details as applicable.]

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us

Send us a question  Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Further information

Follow us on @EMA_News


