HMA WGEO Rapid Alert Form
Falsified or illegal product found in the illegal supply chain

Unique Reference NO:
Date: | Time:

| Initials:

Please complete sections 1 to 5 providing as much information as possible.

1. REPORTING PERSON
Name: Position:

Organisation:

Address:

Telephone No: Ext:

e-mail address:

2. PRODUCT DETAILS

Product name: unlabelled Vials of “Adcetris®”

Manufacturer: Takeda Austria GmbH

Supplier: Takeda Austria GmbH
Legal status: Banned [] Falsified [ ] Unlicensed [_] Stolen [X]

Dosage form: Vial

Strength: 50 mg powder for concentrate for solution for infusion
Batch / lot no: NO BATCH - unlabelled
Is batch number genuine: Yes [] No []

If yes to the above, advise batch destination country: EU wide
Expiry date: 03/2022

Language of packaging: no labelling

Date of discovery: 31.01.2020

Details of discovery: 3 boxes of Adcetris unlabelled Bulk vials (222 vials) were

found to be stolen from Takeda Austria warehouse.
The vials show a production number located at the flanged caps —
11672417/227718 & 11682057/227728 (227718 & 227728 is printed on the

vials, see images)
The value of the stolen goods is approximately € 740.000 (ex-factory price)

Stolen product was not detected in the legal or illegal supply chain until now.

Analysed: YES []NO []

If yes, result of analysis: original vials

3. DISTRUBUTION METHOD

Internet: YES[] NO[]
Internet: -

URL: -

Website address: -

Other details: -

Non internet, advise full details:

Currency of payment: -

Has product reached patients/consumers? unknown
4. RISK TO PUBLIC HEALTH
Adverse reactions: YES [X] NO []

If yes, please advise details: temperature sensitive substance

Medical assessment details: power contains Brentuximab vedotin, cytostatic
medicine, if labelled as some other medicine

5. NEED FOR PUBLICITY

Are you making a public statement? YES [ ] NO [X

Are you issuing a press release? YES[ ] NO [X]
Are you recalling product? YES [] NO [X

If yes to any of the above, when do you intend to take action?

6. DISSEMINATION

Are you content for this Rapid Alert to be shared outside WGEO membership?
YES X] NO [] (please see below)

If yes, please specify which of the below you are content for this to be shared

with (you may tick more than 1 box)
Law Enforcement X] Industry Security X] Trade Associations []
Traders [ ] Customs (nominal data) [ ] Other []

Please specify

‘ 7. PHOTOGRAPH
If possible, please attach a photograph of the product.




Police Contact:
Cl Othmar Coser — othmar.coser@polizei.gv.at
Tel: +43 59133 40 3400

Adcetris vials from bulk batch 11672417/227718 with batch imprint:
227718



mailto:othmar.coser@polizei.gv.at

Adcetris vials from bulk batch 11682057/227728 with batch print:
227728




Cardboard photos of stolen Adcetris vials
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Detailed photos of labels on cardboard: batch

11672417/227718
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Detailed photos of labels on cardboard: 11682057/227728
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