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Translation, my passion

• Bachelor's Degree in Modern Languages and Translation (University of Alcalá de Henares, Spain)

• Master’s Degree in Professional Translation (University of Granada, Spain)

• Master’s Degree in Medical and Healthcare Translation (Jaume I University, Spain)

• Teaching staff: “Translation in the 
pharmaceutical field” (AulaSIC)

• Board of Directors Asetrad
• Member of Tremédica

• In-house translator
• Freelance medical translator
• In-house position as translation 

supervisor of NORMON (Spain)



Session Overview

1. Translation and linguistic needs

2. Type of documents and workflow

3. Translation department within a pharmaceutical company



Translation and linguistic needs 
of pharmaceutical companies



Pharma: A Growing Industry

• Develop and distribute medicines worldwide.

• Remarkable growth:

• Increasing prevalence of chronic 

diseases

• Advancements in personalised medicine

• Biotechnology innovations

• Global demand for new treatments



Translation and linguistic needs

• Translation plays an essential role.

• Challenging specialisation:

• Multidisciplinary industry: medicine, pharmacology, chemistry, microbiology, 

engineering, marketing, clinical research…

• Highly specialised field

MISTRANSLATION         SERIOUS ERRORS



Translation and linguistic needs

• In-depth knowledge

• High proficiency in the working languages

• Deep subject matter expertise    

• Attention to detail

Direct translation
and

Inverse translation 
(into one’s B language)



Translation and linguistic needs

• Technical genres

• Structured and formal 

language

• Technical terminology 

internationally standardised



• More language combinations: German, French, 

Greek, Arabic

• Other linguistic needs and services: sworn translations, linguistic 

quality assurance (LQA), proofreading of artwork mock-ups, 

interpretation (in situ, offline, online)

Translation and linguistic needs

Outsource 
Approved translation company



Type of documents and workflow





Documentation

Regulatory submissions

Registration dossier



Documentation

Registration dossier (M1, M2, M3, M4 and M5)

➢Technical data (quality, safety, and efficacy of the drug)

➢Administrative documents

➢ Application forms

➢ Marketing authorisation application

➢ Certificates of compliance

➢ Declarations



Documentation

Machinery-related terminology 

blister packing machine/blisterer, 

cartoning machine/cartoner, 

lyophiliser/freeze-dryer, capsule 

filling and closing machines, etc.

Registration dossier

➢Manufacturing information

➢Safety and quality reports

➢ Control of excipients

➢ Control of the drug product and drug substance (API)

➢ Certificates of analysis

➢ Specifications

➢ Analytical methods

➢ Stability studies



Documentation

Registration dossier

➢Non-clinical (in vivo and in vitro studies) and clinical (clinical trials with volunteers 

and patients) information

     

➢Product information

➢ Summary of Product Characteristics

➢ Labelling

➢ Package Leaflet



Documentation

Submission         Clarifications

      

     More documentation

                            More translation



Documentation

Other documents:

• IFUs (medical devices)

• OTC products (labelling and leaflets)

• Food supplements

• Marketing materials (for healthcare professionals and patients)

• Documents from departments such as Pharmacovigilance, Legal, R&D, Quality Control, 

Quality Assurance (e.g., Standard Operating Procedures, process validation reports, 

inspection reports, raw material control procedures, batch records, change control 

documents…) 



Workflow

The need arises and translation 

department receives the 

documentation to be translated

Evaluation of the 

content by the 

project manager

Translation process starts: 

translation and 

revision/QA 

In-house or 

outsourcing?

Delivery of the 

translated 

documentation

Further revision by 
other departments Accurate and 

on time

Outsourcing

1. Contact with translation company

2. Quote receipt/approval

3. Start of the translation process

4. Translation receipt



Translation department: Why?



Importance of the translation department

• Operating similarly to a translation agency.

• Dealing with tight deadlines.

• Terminology quality and consistency using internal translation memory systems 

and termbases.

• Interdepartmental interaction. Queries addressed on the spot.

• Translation and linguistic demands through the same channel.

• Problem (and urgencies) solvers.



Importance of the translation department

• The translation team:
• acts as language consultants.

• is composed of linguists, language experts of the company.

• represents and defends the translation sector.

• is a key factor in business strategy.

• has the knowledge to provide advice on the correct practices regarding the AI. 



Importance of the translation department

A laboratory with a dedicated translation department or division is a company that 

shows true commitment to the quality of its products and the safety and health of 

patients worldwide. 

Thanks to translation departments, our profession is recognised as a crucial link in the 

chain of medicines commercialisation and in the internationalisation of pharmaceutical 

companies. 



Without translation, we 

would be living in provinces bordering on silence.

     - George Steiner

Translators in the pharmaceutical industry are a 

bridge connecting patients, healthcare providers, 

and pharmaceutical companies across borders.

Thus…



Contact details

• Email address: elisamanzanal@gmail.com

• LinkedIn: Elisa Manzanal Merino

mailto:elisamanzanal@gmail.com
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