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UCB – Focused on Creating Valuable Solutions that make 
improvements to the lives of people living with neurological 
and autoimmune conditions now and for the future.

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle
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Agenda

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

1. Background to the European Regulation

2. Evolution of the EMA Requirements

3. Involvement for patent information teams

4. Databases and process developed

5. Summary
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Background – Patent and Regulatory Protection for Biological 
Agents

SPCs cannot expire more than 15 years after approval (or 15.5 years with paediatric extensions).  

4

BASIC Drug Patent 

FILINGS
Loss of IP 

exclusivity Regulatory Data Exclusivity                      

Normal patent term 20 years

Product 

Launch

PTE *

1-5 yrs

US NCE: 5 Years

Pediatric Extension 
6 months
NCE / NBE

US NBE: 12 Years

EU NCE/NBE: 10 Years

JP NCE/NBE: 8 Years

50 10 15 20 25

Time in years 

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

PTE = Patent Term Extension
SPC = Supplementary Protection 
Certificate
NCE = New Chemical Entity
NBE= New Biological Entity

Patent Term Extensions and Market Exclusivity | Stratagem IPM

https://www.stratagemipm.co.uk/news/patent-term-extensions-and-market-exclusivity/
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Regulatory Data Protection (RDP)

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Access to medicines - Wikipedia

• Regulatory data protection (RDP) can be a critical determinant in the decision to pursue R&D projects.

• One of the pieces of information the European regulatory authority (the European Medicines Agency - EMA) 
needs, before granting market approval, relates to the uniqueness of the product over all the other products 
on the market: New Active Substance justification.

• Pharmaceutical companies must demonstrate that their drug is different to other “therapeutic moieties” 
already authorised as active substances in the EU.

Required from the European Medicinal Agency

https://en.wikipedia.org/wiki/Access_to_medicines
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Evolution of EU Medicines Agency (EMA) Requirements

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

• All small molecules or New Chemical Entities (NCEs) 
approved in Europe since 2015 have been asked to show the 
drug is a new active substance, as demonstrated by 
evidence from database searches.

• The process changed for biologics or New Biological Entities 
(NBE) submissions since October 2022, whereby searches 
must now also be submitted.

• Although regulatory in nature, the question invariably 
gets transferred to Intellectual Property Department 
(IPD), as this is where most research on the product and 
its novelty has already been carried out.
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Procurement of Evidence for New Chemical Entities 

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Chemical structures can be searched against the approved European products and 
displayed in two databases relatively simply.   Filtering decisions based on discussions

1. Upload the chemical structure 

2. Filter the results on: 

• Molecules with an 80% or 70% similarity

• Then by the pre-registered, registered and launched molecules in Europe.
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Structure Search Results to BizInt Smart Charts Drug Development
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Combined Results to Obtain a Unique Listing

UCB Team Name [XXXXXXX] - UCB - Approval [XX-XX-XXX] - Approval date [XX Month XXXX] ! GO TO INSERT>HEADER FOOTER to change. 

BizInt Smart Reference Rows enables export
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Annotated Results Showing Combined Hits 

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle
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What about Biological Entities?

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Could we run a biosequence search to compare 
another antibody sequence to those already 
approved?

Pipeline databases available in UCB don’t 
contain the antibody sequences.  

Where would we find the sequences?

How could we compare one against the rest?
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1. Find all the antibody drugs approved in Europe

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Combined and exported to Bizint Smart Charts 
Reference Rows to obtain a unique list 

Searched Cortellis and PharmaProjects and 
exported results to Bizint Smart Charts 
Development Suite
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2. Find and Get the Antibody Sequences

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

SciFinder N – searched names in the substances with the Boolean operator “OR”

• Bizint SC Ref Rows enables the export of a single name from each drug to 
Excel

• Highlight the selection and click Editing and 

Replace

• Use the “special characters” dropdown to select 

the “paragraph mark”  in Find What

• Put one space before and after the OR in 

Replace
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Exporting the Sequences

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Could not export sequences simultaneously

A number of the sequences were missing
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What Other Information Sources Could Have the Sequences?

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

School of INN (who.int)

https://extranet.who.int/soinn/?redirect=0
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UniProt - UniRef

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

RefSeq: NCBI Reference Sequence Database (nih.gov)

https://www.ncbi.nlm.nih.gov/refseq/
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3. Creating a Personal Database 

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

• Cleaned combined all the downloaded sequences in a text file 
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Run The Alignment

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

• a humanized version of the anti-HER2/neu monoclonal antibody 4D5

• treatment breast cancer

Take trastuzumab as an example to test against
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Results – GenomeQuest Word Export

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Query Identifier Identifier 
Query % 

Id 
Target  Antibody Binds Disease

trastuzumab2 Serplulimab3 94.39 Pd-1 check point inhibitor Advanced solid Tumour 

trastuzumab2 Pertuzumab3 94.39 Erbb2 tyrosine kinase receptor inhibitor;
Epidermal growth factor receptor antagonist

Metastatic breast cancer 

trastuzumab2 Tremelimumab3 93.46 Cytotoxic T-lymphocyte protein-4 inhibitor Non-small-cell lung cancer

trastuzumab1 Pertuzumab1 93.33 Erbb2 tyrosine kinase receptor inhibitor;
Epidermal growth factor receptor antagonist

Metastatic breast cancer 

trastuzumab1 Etesevimab1 93.33 neutralizing antibody (COVID-19) Infection

trastuzumab1 Emapalumab1 93.33 Interferon gamma ligand inhibitor Hemophagocytic 
lymphohistiocytosis

trastuzumab1 Ocrelizumab1 93.11 B-lymphocyte antigen CD20 inhibitor Multiple sclerosis 

trastuzumab1 Avelumab1 93.11 Programmed cell death ligand 1 inhibitor Merkel cell carcinoma
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Clarivate’s Integrity

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

• Can’t search both more than one sequence simultaneously
• Can filter by development phase to get only launched drugs
• Can filter by Country to limit to Europe
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Results After Filtering

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle
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NAS for Biologics

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Search for 
antibody

drugs
approved

in EU

Import INN 
names into
SciFindern

Look for 
missing

sequences in 
other sources 

like 
INN Mednet
and Uniref

Extract
sequences
individually

and combine 

Create a 
Personal
database
with all 

sequences
in GQ

Run the 
Alignment
comparison

Manual Cleaning- over 100 
antibody sequences                                                              

The biosequence database (GenomeQuest) doesn’t have a subset of these 
sequences.
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How Was this Done ?

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Chemistry 
Manufacturing 

Controls 
(CMC/Bio-CMC)

Regulatory IP

Collaboration to coordinate the submission

IP Policy

External 
Database 
Support
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Summary 

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

Another string to your bow
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Acknowledgements to Colleagues at

UCB IP competititve intelligence : Paula Juckes & Catherine Pringalle

UCB

Bizint Smart Charts

GenomeQuest – Stephen Allen

Questel Orbit 

CAS

Clarivate
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Proprietary and Confidential Property of UCBProprietary and Confidential Property of UCB

Thanks. Any questions?


