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Labelling is important… 
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Are labels always easy to read?  

• Nurse mistakenly thought that each 
14ml bottle of clozapine contained 50 
mg – but there was 50 mg for every 
millilitre.   

• Patient was given 6 bottles for a 300 
mg dose. 

 

 

• Labelling issue? 

– Strength displayed as 50 mg and total 
volume not prominently displayed?   
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Medication 
errors 

Clozapine – indicated in patients 
with severe schizophrenia 



Mock ups and specimen review 
Timelines (new applications and extensions) 
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Mock-ups  
- Mock-ups reviewed in parallel to 

scientific assessment. 

Specimens  
- Shorter specimen review, which 
facilitates faster launch. 



Mock ups and specimen review 
Timelines (post-authorisation) 
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Tools and interactions 

Tools: 

• EU  legislation and guidelines. 

• Guidance and alerts issued by 
medication safety organisations 
(ISMP, NPSA etc.) and other 
regulatory agencies (MHRA, 
FDA, Health Canada etc.). 

• Product information, RMP, CHMP 
and RMP PRAC ARs. 
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Interactions: 

• QRD group and PRAC/CHMP 
assessors and Rapporteurs. 

• Consultations with HCPs, patients 
and consumers organisations to 
gather how the medicinal product 
will be used in ‘real life’. 

 



Readability check (1) 

• Logos and pictograms can 
interfere with the readability of the 
information. 

• Available space not used to enhance 
legibility/readability of information. 

• Poor contrast between text and 
background. 

• Too much prominence on one 
element can impair visibility of the 
rest of the information. 

• Small font size can impair 
readability. 

• Too many colours can confuse. 
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Examples of 
problematic areas 



Readability check (2) 
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Focus: 
 
•Presentation of critical information 
(balanced and cohesive display). 
 
•Critical information displayed in primes 
places. 
 
•Differentiation between strengths/total 
contents. 
  
•Font sizes, positioning of the text, line 
spacing. 
 
•Special warnings. 
 
•Use of colours/pictograms/logos. 
 
•Overall lay-out and design. 
 



Multilingual packaging - Challenging area 
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Available tools… 
• All the readability principles can be very difficult to apply, especially on multilingual packaging. 

• Several strategies are available: 

 Use of innovative labels 

 Display of one language per panel 

 Use of English or Latin for the active substance 

 Use of short standard terms (pharmaceutical form, route of administration, container) 

 Use of standard abbreviations 

 Exemption - Text simplification (Art.63 of Directive 2001/83/EC)* 

 Language exemption (Art.63 of Directive 2001/83/EC)* 

 To have thorough assessment of the text that will be displayed 

*Products not intended to be delivered directly to the patient and orphan products 
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Mock-ups and specimens review - Further scope? 

• The readability check performed considering practical aspects on how the product will be 
prescribed, dispensed, stored and used to make sure that the proposed layout allow the 
correct identification and safe use of the product. 

– Introduction of a new device/change of device. 

– Introduction of a new pharmaceutical form (tablets vs prolonged-release tablets). 

– Inclusion of specific warnings (cytotoxic) 

– Introduction of a higher concentration (Insulin). 

– Expression of strength (concentration per ml vs total content per total volume) 

– Potential for medication errors due to pack configuration (complex posology) 
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 Tresiba (new MAA) (1) 
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• New MAA: Introduction of a new higher concentration 
insulin (200 mg/ml). 

 Impact on harmonised therapeutic environment (only 100 
units/ml in EU). 

• Issue: potential risk of mix-ups with fatal consequences 
(high-risk product). 

• Mock-ups review: 

– Similarity in pack design and colour scheme. 

– Focus on the maximum number of units to be delivered. 

– Pen delivering “2 units per click”. 

• 1st consultation with patients, healthcare professionals 
and QRD 

 Product information and mock-ups. 



Tresiba (new MAA) (2) 
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• Issues were presented and discussed at CHMP 
and followed up at a Diabetes & 
Endocrinology SAG. 

• 2nd consultation with patients, healthcare 
professionals and QRD 

 Revised mock-ups and educational 
materials. 

• Outcome: 

– Highlight of the strength. 

– Highlight of the warning regarding the steps 
vs. units.  

– Change in layout and use of colours. 

 

 



Jinarc (new MAA) (1) • Posology: Total daily doses (60, 90, or 120 mg). To be 
taken twice daily in split dose (e.g 45 mg + 15 mg) 

•  Potential risk for medication errors: lack of 
adherence to the treatment due to blister layout. 

– High risk of medication errors if tablets are taken 
randomly. 

– A simple blister containing two strengths has never 
been accepted.  

 Discussion with company: to consider different 
packaging to ensure that the right dose is taken. 

 Concerns shared and discussed with CHMP, PRAC 
Rapporteurs. 

• Issue incorporated as part of the D180 LoOI . 
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(Indication - cyst development and renal insufficiency 
of autosomal dominant polycystic kidney disease) 



Jinarc (new MAA) 
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Day 1 

Opinion 

 

• Outcome: change to the blister layout. 
Use of a wallet type blister.  

 



Multipack presentation  
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MULTIPACK  
(carton) 

MULTIPACK 
(Shrink wrap/bundle wrap) 

NOT A MULTIPACK 

- The Commission, together with Member States, in the context of the Notice to applicants 
provided clarification regarding multipacks in the packaging guideline: 

 
“Pack composition 
The description below provide examples of presentations, that may be covered by marketing 

authorisation(s), and do not reflect marketing possibilities. 
Multi packs: these packs are composed of several single packs of the same strength 
of a medication product. […]” 

 



Multipack presentations – General principles 
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 The multipack outer carton should display all legally required items (including blue box) 

 Not possible to sell the inner boxes within the multipack as single presentations 

 Each individual inner boxes should contain a package leaflet 

 It is expected that Braille would be present on both the outer packaging and inner boxes 

 The labelling must clearly state the content of the pack to ensure correct identification in the supply 
chain, to healthcare professional and patients.  

 The current QRD template provides detailed guidance on the wording and structure of multipack 
presentations. 

 Multipack presentations should be register (i.e. included in the Annexes) even if not market in all 
Member States. 

 A multipack will be authorised as a separate presentation with its own specific EU sub-number and 
will attract a separate fee. 

 

 

 

 

 

 



Carton vs plastic wrapping (bundling) 
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• Preference is for carton. Use of plastic wrapping/bundling should only be exceptional. 

- A simple plastic wrap might not fulfil the requirements for clear identification and could create 
confusion. 

 Plastic wrapping often used for transportation or shipment (i.e do not constitute a pack size).  

 It is essential to differentiate between outer packaging used for transportation/shipment and wrapping 
used to contain a presentation. 

 Packs wrapped together to create an additional presentation have to be correctly labelled to meet the 
labelling requirements for medicinal products. 

- If shrink-wrapping is used, justification on why this is the preferred option over a carton should be 
provided. 

 A label displaying all legally required items for outer packaging has to be affixed to the plastic wrap 
(including blue box) 

 Transparent vs non-transparent wrapping => EMA no policy => MAH choice 

Packaging material : “Any material employed in the packaging of a medicinal product, excluding any 
outer packaging used for transportation or shipment. (GMP guideline (Eudralex glossary - volume 4)) 
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Quick Response codes (QR codes) 

Legal basis – Article 62 of Directive 2001/83/EC, “the 
outer packaging and the package leaflet may include 
symbols or pictograms designed to clarify certain 
information mentioned in Articles 54 and 59(1) and 
other information compatible with the summary of 
product characteristics which is useful to the patient, 
with the exclusion of any element of a promotional 
nature”. 
 



QR code – content and location 

 

- Statutory information: Information from the approved product information 
(SmPC/leaflet) 

- Additional information: other information that is not included in the product 
information as such but is useful to patients/users and non-promotional (e.g. 
video) 

- Location: Not affect the readability of statutory information and ideally to be located 
in an area with minimal or no impact on readability (e.g. inner flap of the carton) 
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QR Code – submission and assessment 

RA Awareness Session on Product Information 20 

- Submission of request/declaration form: information regarding QR code content + updated mock-ups + 

product information (in the context of an assessment procedure – Module 1.3.1) 

 For statutory information: Rapporteur only reviews the declaration form (acceptability reflected in 

CHMP AR) 

 For additional information: 

QRD EC 
EC - supportive role on a case by case basis 

Consultation with QRD 
Group 

Assessment by 
Rapporteur(s) 

considering QRD/EC 
outcome 

Final outcome reflected 
in CHMP AR 

Post- opinion: MAH liaise 
with NCAs for 

implementation prior to 
launch (MS contact 

points) 



Quick Response codes (QR codes) 

Guidance 

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural
_guideline/2015/07/WC500190405.pdf 

Declaration 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/do
cument_listing_000254.jsp&mid=WC0b01ac058008c34c 

QRD contact points: 

http://www.ema.europa.eu/docs/en_GB/document_library/Other/2015/07/WC5001904
04.pdf 
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http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2015/07/WC500190405.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2015/07/WC500190405.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000254.jsp&mid=WC0b01ac058008c34c
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000254.jsp&mid=WC0b01ac058008c34c
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2015/07/WC500190404.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2015/07/WC500190404.pdf


Thank you for your attention 

Mock-ups and specimens team (muspecimens@ema.europa.eu) 
Julien Lormain, Monica Prizzi, Ana Sempere and Maria Bonafonte 
 
European Medicines Agency 
30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 
Send a question via our website www.ema.europa.eu/contact 
 

Further information 

Follow us on      @EMA_News 

mailto:muspecimens@ema.europa.eu
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