Saving lives and money
Why translation matters in healthcare

Translation in
healthcare & the pharmaceutical sector

Leticia Arcos Alvarez
7 November 2019




ESTABLISHMENT

] ]
= NORMON 80
L R
e fou Life
Launch of the first
Establishment of Start of the Generic Drug in the Approval by US FDA
Laboratorios NORMON international Spanish market Launch of the
in Madrid (Spain) expansion new OTC Division
1938 1975 1997 2010 2016 2018

1937 1958 1992 2006 2011 2017

Establishment of Merger of both companies Launch of the Her Majesty Queen Sofia Normon expands its NORMON
Laboratorios ORTO under the name Dental Division and of Spain inaugurates the facilities to 86,000 m2. celebrates 80 years
in Sevilla (Spain) Laboratorios NORMON, marketing of ULTRACAIN new facilities in Tres
Headquarters based in Madrid Cantos, Madrid

Buropean |
- Commission l % NORMOM



FACILITIES AT THE FOREFRONT OF EUROPE
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MORE THAN 40 YEARS OF INTERNATIONAL EXPERIENCE

@) INTERNATIONAL 1

- T " v BUSINESS AGREEMENTS WITH
. ; COMPANIES IN MORE THAN
90 COUNTRIES IN 5 CONTINENTS

INTERNATIONALISATION OF
NORMON BOTH AS A HOLDER
AND AS A MANUFACTURER FOR
THIRD PARTIES AND LICENCES
FOR OTHER COMPANIES
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SKILLS AND ABILITIES OF HEALTH CARE TRANSLATORS

Deadline achievement

Planning
v'Tight deadlines

v'Multitasking v'Public tenders

v’ Forecasting ability v'Customer audits

v Human and technological Management v'Inspections of health authorities
resources management . v'Deviations

v'Workflow optimisation capacity Stress

v'Project phase monitoring tolerance

vLiaising with external suppliers i

Code of Ethics

v'Confidentialit :
vNeutrality ’ Professional '\ Accountability
vFaithfulness and accuracy attitude '\ and
v'Quiality (awareness of one’s own

professional boundaries)
v'Lifelong learning

v Credibility

commitment
Team play

We are a link in the chain of
production and registration of
medicines and health products

Scientific and
linguistic accuracy

v'Terminological precision

v'Data accuracy B i
v'Translation problem solutions
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KEYS OF THE TRANSLATION DIVISION

Working languages

v'English
v'Spanish
v'French

v Arabic
v'German
v'Portuguese
v'ltalian
v'Russian
v'Hungarian
v'Thai
v'Czech
v'Danish
v'Chinese

Departments supported

v'Regulatory Affairs

v'FDA

v'Quality Assurance

v'Quality Control

v'"Medical Devices

v'Drug Safety

v'Marketing

v'Microbiology

v'Analytical Technical Services
v'Manufacturing Plant Technical Services
v'Product Technical Operations
v'Dental Division
v'International Sales

v'Legal Affairs

Text genres
" mr
v'Package Leaflets
v'Summary of Product Characteristics
v'Labelling
v'Analytical methods
v'Clinical trials
v'Bioequivalence studies
v'Patient Leaflet Readability Tests
v/Stability Reports
v'Validation Studies
v/Calibration Tests
v'Equipment Qualifications and Cleaning Procedures
v'Manufacturing Process Deviations
v'Marketing Authorisations
v'Manufacturing Guides
v'Brochures and Advertising campaigns
v'Legal agreements and certificates
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In-house and Outsourced Workflow

Translation request Project implementation Project delivery
.| L |

v'Any Department requests a v'If the project can be implemented in-house, the
translation assignment. Translation Supervisor assigns translation and reviewing
tasks to be carried out in-house with SDL Trados Studio
2019 and SDL MultiTerm. If documents are scanned (i.e.

| non-editable), Administrative Officers take part to | ] |
n
transcribe and get documentation ready. v Target texts are exported and a 2" QA
is performed on the target

documentation as is.

v'The Translation Supervisor receives the
return package within enough time for a
QA before delivery.

v'The Translation Supervisor
assesses the language
combination, text genre,
project volume, project tasks,

deadline desired and v'If the project needs to be outsourced, the Translation

availability of in-house Supervisor requests a quotation to a LSP.

/ .
e e s Target documents are delivered to

each Department concerned within time.

v'All files are sent and received on a SDL Trados Studio

v'The requesting project/return package workflow regardless of whether v'Feedback on terminology, phraseology
Departments are asked for they are assigned to in-house members or to outsourced . i dividual pref ’ i ’
any reference e customer individual preferences, etc. is

collected and processed through

glossaries, Translation Memory changes,
v'Conceptual doubts are gather and rendered to each DBs, etc. for further projects.

Department concerned.

documentation.
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Patient-related challenges regarding translation

Patient Information Leaflets

v'/Accuracy and suitability are validated thanks to readability tests conducted on a mixed

population sample concerning age, gender and academic background (Directive 2004/27/EC and
Guideline on the Readability of the Labelling and Package Leaflet of Medicinal Products for Human Use).
E.g. Readability test of Anidulafungin Normon 100 mg powder for concentrate for solution for infusion.

v'Compliance with QRD templates provided in all EEA languages on the EMEA Website for the
labelling and package leaflet of medicinal products according to Directive 2001/83/EC.

v'Terminology consistency and standardisation to render accuracy and neutrality throughout
texts. Use of MedDRA dictionary (Medical Dictionary for Regulatory Activities, developed by the
International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH))

and of the Standard Terms Database, (drawn up in response to a request from the European
Commission and built in compliance with ISO 11239:2012, ISO/TS 20440:2016 and ISO 11239).

v'Bilingual Patient Information Leaflets, e.g. EN-TH; EN-AR and FR-AR.
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https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2004_27/dir_2004_27_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-2/c/2009_01_12_readability_guideline_final_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information/product-information-templates
https://www.meddra.org/
https://www.edqm.eu/en/standard-terms-database
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Patient-related challenges regarding translation

Drug product packages

Braille information on product name, dosage and
pharmaceutical form (Art. 56a Directive 2004/27/EC).

« Intersemiotic translation: pictures reflecting pharmaceutical form,

&z warning on excipients and packaging information.
| === (Art. 62 Directive 2001/83/EC)

AR 0 o 0B =

—

s=a  Bilingual drug product packages, e.g. FR-AR, EN-ZH and EN-AR.

Colour consistency depending on the Therapeutic Area
of the medicinal product for easy recognition.
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https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2004_27/dir_2004_27_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en.pdf

Key figures of the Translation Division

Million Units manufactured Total EUR of Outsourced Translation

250 120,000.00
200 100,000.00
80,000.00

150
60,000.00

100
40,000.00

50
20,000.00
0 0.00

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018
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Concluding thoughts

v'Vocation development

v’ Extremely enriching profession

v"Much of our professional success depends

on the enthusiasm with which one works Translation is like. .

a generic drug product!

»Both are based on a reference product
»Both are client-oriented in the target culture

»Both meet the same quality standards as their
respective reference products

» The ultimate goal of both is globalisation
either of knowledge & information or of healthcare access
and medical therapy
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Thank you very much for your attention!

Leticia Arcos Alvarez
Translation Supervisor
Regulatory Affairs Department
larcos@normon.com

Laboratorios NORMON, S.A.
Ronda de Valdecarrizo, 6
28760 Tres Cantos, Madrid. Spain

www.normon.es
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Bonus content: Readability Test of Anidulafungin NORMON 40mg

powder for solution for injection/infusion

2.- Inclusion criteria:

«  Participants of both genres (men or women).
+  Beover 18 years of age.

5.1. READING TEST: QUESTIONNAIRE AND EVALUATION

Anidulafungin Normon 100 mg powder for concentrate for solution for

«  Appropriate cultural level and understanding of the clinical study. infusion (generic).
+  Agree to participate voluntarily in the study and who give their written informed

consent. .

+  Beable to read and speak Spanish as if it were their mother tongue.

The evaluation of the replies to each of the reading-test questions, which appear
below, is carried out by assessment of the following points:

+  Not have training in medicine or health sciences (doctors, nurses, pharmacists, 1.- Capacity to locate the response in the leaflet.

health personnel in general...).

*  Not have participated in this type of tests in the last 6 months. 2.- Capacity to understand the answer which appears in the package

Conduct of the test

Phases
1. First revision of the package leaflet

2. Preparation of the questionnaire and answer
sheet and sending to the sponsor for approval

4. Recruitment of subjects

5. Pilot interviews with 4 subjects. Report and
proposal for changes depending on findings

6. First group of interviews with 10 subjects.
Analysis and evaluation.

7. Second group of interviews with 10 subjects.
Analysis and evaluation.

8. Final report

- Buropean I
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leaflet and put it in their own words.

The replies to the reading test for Anidulafungin Normon 100 mg powder for
concentrate for solution for infusion (generic), will be considered correct
Estimate time when they coincide or are like those given below:

0.5 weeks

0.5 week

1.- Is Anidulafungin Normon indicated to treat a type of fungal infection of the
blood or other internal organs called invasive candidiasis?

throughout the study
Part 1
0.5 weeks o ) ) .
R: Yes, it is indicated for the treatment of this type of infection.
1 week
2.- Can Anidulafungin Normon be taken by persons who are allergic to
1 week Anidulafungin or any of the other ingredients of this medicine?
Part 2
1 week R: No, they cannot take it.
TOTAL 4.5 weeks

OVERALL CONCLUSIONS

After conducting the readability test of the package leaflet for the medication
“Anidulafungin Nermon 100 mg powder for concentrate for solution for
infusion (generic)”, the following conclusions were drawn:

1. Regarding part A of the test (location), all the questions meet the acceptance
criteria, since they were correctly interpreted by at least 95% of the volunteers.

2. Regarding part B of the test (capacity to understand), all the questions meet
the acceptance crteria, since they were also correctly interpreted by at least
95% of the volunteers. )

3. In conclusion, the tested package leaflet meets the readability requirements
of the European Union contained in the document “Guideline on the readability
of the label and package leaflet of medicinal products for human use”. Revision
1. 12 January 2009
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Bonus content: EN-TH Patient Information Leaflet of Esomeprazole NORMON

40mg powder for solution for injection/infusion

LdNATANVYIINBI1DINE Y

1. NAME OF THE MEDICINAL PRODUCT Tabulated list of advarse reactions

Esomeprazole NORMON 40 mg Powder for solution for injection/infusion The following adverse drug reactions have been identified or suspected in the clinical trials
programme for esomeprazole administered orally or intravenously and post=marketing when

2. QUALITATIVE AND QUANTITATIVE COMPOSITION administered orally, The reactions are classified according to frequency: very common >1A10;

Each vial contains esomeprazole 40 mg (as sodium salt). common >1/100 to <1/10; uncommon >1/1,000 to <1/100; rare »1/10,000 o <1/1,000; very rare

Excipiants with known effect: <1/10,000; not known (cannat be estimated from the available data),

Each vial contains 3.28 mg sodium approximately.

This medicinal product contains less than 1 mmol sodium (23 mg) per vial, ie, essentizlly System Organ Class | Frequency | Undesirable Effect

“sodium-frez” Blood and lyrphatic Rare Leukopenia, thrombocytopenia
For the full list of excipients see section 6,1, system disorders Very rare Agranulocytosis. pancytopenia
3. PHARMACEUTICAL FORM Imnu ne Sysiem Rare Hype 'sensil'. vity rEIactinns &,0. fever, angioedema and
Powder for solution for injection/infusion disorders anaphylactic reaction/shock
White to oft-white porous powder Uncommon | Peripheral oedema
d Taseudsilesa

AINULTI 40 HadNTu
Bie srasdInTuiadsuasazasintaviovieanviaaaLdee
Esomeprazole NORMON
(8 Twwudslsa wauaw)

o M
1. snit@asiazls

A .y
1.1 snitsideasiniiesls
o pilddea1siydnd lrwilsilasalsuéon (esomeprazole sodium) wugiasnselunsznizo1ms nau

proton pump inhibitor

E.

1.2 snitldwiasgls

o e 4 oz L R . - v
s lEiadudanisvasnselunszewizarsiiadiholiaunsaiuele wu
- Shwmieasnseluade
e S skmalwAIzeIsEINIIINMIkoInda NSAID
e desdunmsiieumalsaszmnnzenswazaldldndrusuarnmilionnan NSAID lugihandsudea
o lEdasAuLdsesandivssnndlunszinzanvswazdildidndruduviaanisdaandas
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Bonus content; EN-AR Patient Information Leaflet of Cefotaxime NORMON

250mg powder and solvent for injectable solution IV

alaal) 5 il

Read this leaflet carefully before using the medicine,

Keep this leaflet, You may need to read it again,

If you have any question, consult your doctor o pharmacist.

This medicine has been prescrived to you personally and you must not give it to others, It can harm them, even if the symptoms are the same as yours,

LBl pladtd) 18 ALy 03000 5 T Bel B pla
s A B g B N AUaS 6 ANl 5 jlall B -
s Vanall o) Gl il | il gl @l S 1 -

Lol el Gl e Al 8 ) Faagd el g B0 A Ged ikl Y ) sy Gl Lapad ol gl e g ai e

1. WHAT CEFOTAXIME NORMON POWDER AND SOLVENT FOR INJECTABLE SOLUTION IS AND WHAT IT IS USED FOR
2, BEFORE USING CEFOTAXIME NORMON POWDER AND SOLVENT FOR INJECTABLE SOLUTION

3. HOW TO USE CEFOTAXIME NORMON POWDER AND SOLVENT FOR INJECTABLE SOLUTION

4, POSSIBLE SIDE EFFECTS

5. HOW TO STORE CEFOTAXIME NORMON POWDER AND SOLVENT FOR INJECTABLE SOLUTION

6. HANDLING DIRECTIONS FOR THE SANITARY PROFESSIONAL

CEFOTAXIME NORMON 250 mg

POWDER AND SOLVENT FOR INJECTABLE SOLUTION IV

CEFOTAXIME NORMON 500 mg

POWDER AND SOLVENT FOR INJECTABLE SOLUTION /M

CEFOTAXIME NORMON 1 g

POWDER AND SOLVENT FOR INJECTABLE SOLUTEON IM

CEFOTAXIME NORMON 1 g

POWDER AND SOLVENT FOR INJECTABLE SOLUTION IV

CEFOTAXIME NORMON 2 g

POWDER AND SOLVENT FOR [NJECTABLE SOLUTION IV

The drug substance in the vial is cefotaxime,

CEFOTAXIME NORMON 250 mg POWDER AND SCLVENT FOR INJECTABLE SOLUTION Iv: Each vial containg 250 mg of cefotaxime (LN.N) {sodium). Each
ampoule contains 2 ml of water for injection.

CEFOTAXIME NORMON 500 mg POWDER AND SOLVENT FOR INJECTABLE SOLUTION IV/IM: Each vial conlains 500 mg of cefolaxime (LN.N) (sedium). Each
ampoule contains 10 ml of water for injection

CEFOTAXIME NORMON 1 g POWDER AND SOLVENT FOR INJECTABLE SOLUTION IM: Each vial contains 1 g of cefotaxime (IN.N) (sodium). The drug
substance in the ampoule is lidocaine, Each ampoule contains 40 mg of lidocaine (LN,N,} hydrochloride and water for injection in q.s, for 4 ml,

CEFOTAXIME NORMON 1 g POWDER AND SOLVENT FOR INJECTABLE SOLUTION [V: Each vial contains 1 g of cefotaxime (LN.N) (sodium). Each ampoule
contains 10 ml of water for injection.

CEFOTAXIME NORMON 2 g POWDER AND SOLVENT FOR INJECTABLE SOLUTION IV: Each vial contains 2 g of cefotaxime (LN.N) (sodium). Each ampoule
containg 10 ml of water for injection,

MARKETING AUTHORISATION HOLDER AND MANUFACTURER
LABORATORIOS NORMON, S.A,
Ronda de Valdecarrizo, 6 = 28760 MADRID, SPAIN
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LABRATORIOS NORMON, S.A.
Ronda de valdecarrizo, 6 - 28760 Tres Cantos — Madrid (Spain)
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Bonus content: FR-AR Patient Information Leaflet of OMEPRAZOLE NORMON®

40mg lyophilisat pour perfusion intraveineuse

NOTICE: INFORMATION POUR LUTILISATEUR
Dénomination du médicament

OMEPRAZOLE NORMON® 40 mg,

lyophilisat pour perfusion intraveineuse

Bote de 1 flacon. Boite de 50 flacons.
DCI : Oméprazole

Veuillez lire attentivement I'intégralité de cette

notice avant de prendre ce médicament car elle

contient des informations importantes pour vous.

. Gf'ilrdez cette notice, vous pourriez avoir besoin de la
relire.

e Si vous avez dautres questions, demandez plus
d'information a votre médecin ou & votre pharmacien.

o (e médicament vous a Bté personnellement prescrit. Ne
le donnez pas a d'autres personnes. Wl pourrait leur étre
nocif, méme si les signes de leur maladie sont identiques
aux vitres.

« Sil'un des effets indésirables devient grave ou si vous
remarquez un effet indésirable non mentionné dans cette
notice, parlez=en a votre médecin ou a votre pharmacien.

(Que contient cette notice:

- Buropean I
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Effets indésirables peu fréquents

» Gonflement des pieds et des chevilles.

Troubles du sommeil (insomnie).

Etourdissement, fourmillements, somnolence.

Vertiges.

Modifications des résultats du test sanguin contrdlant le

fonctionnement de votre foie.

o Eruptions cutanées, urticaire et démangeaisons de la
peal.

o Malaise général et manque dénergie.

Effets indésirables rares

e Troubles sanguins tels qu'une diminution du nombre de
globules blancs ou des plaquettes. Ces effsts peuvent
provoquer une faiblesse, des ecchymoses ou faciliter la
survenue d'infections.
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—— Bonus content: FR-AR Drug product package of Exemestane NORMON

25mg comprimes pelliculés
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Bonus content: EN-ZH Drug product package of Cisatracurium NORMON

2mg/ml solution for injection and for infusion
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Cisatracurium NORMON 2 mg/ml
solution for injection and for infusion

Intravenous use
5 vials of 5 ml

Cisatracurium NORMON 2 mg/ml
selutian far injection and for infusion

5vials of 5 ml
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— Bonus content: EN-AR Drug product package of Exemestane NORMON

25mg film-coated tablets
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