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(Clinical Trial Management)

@ Investigator's Manual @) Patient Recruitment & Retention Materials

Put our decades of o
@ Clinical Study Reports

expertise and @) Clinical Study Protocol
excellence to work @ Adverse Event Source Documents
for you to ensure @) Case Report Forms
your clinical trials @ Development Safety Update Reports
willnot be impacted ) Data Sheets @ Drug Registration Documentation
by poor translations. .
@ Dossiers @ Informed Consent Forms
( Regulatory Affairs )
Packaging
Labeling/SmPCs

Our expertise in

regulatory affairs Package Inserts

translations and Product Information

processes reduces Patient Prescribing Information

your risks and Patient Information Leaflets (PILs)
ensures patient Common Technical Documents (CTDs)
safety.

Regulatory Correspondence

BURG



q_inguistic ValidatiorD

Our Linguistic . — —C)— ——
Validation process, * — — =
designed to meet * — : PRO : ClinRO
FDA and other Clinical Outcomes Assessment PRO : ClinRO
regulatory body Translation and Validation Questionnaires : Questionnaires

.......................................................................................

standards, requires

specific expertise,
a detailed ObsRO a

procedure, and

ObsRO : Abstracts & : Patient

accurate reporting. Questionnaires : Manuscripts : Diaries
(Medical Device)

Hunc.{reds Of. leading : Instructions : MDR Compliance : IOperatmg,

medical device : for Use : Documents : Vaintenance and

companies count Installation Manuals

on our decades of

Development Safety

expgrtise to deliver : Update Reports : Software App[icatlions Package Inserts

precise, accurate : (DSURS) and Documentation and Labels

translation of the e eeereeesreeratentaeentnetuetraetnen st sntnereasteenetnreraserenstnrenranenns

most technical of User : Patents for ~ : Manufacturing : Suspected

documents, on : Interfacesand : Medicaland Process - Unexpected

time and on budget. : Documentation : Surgical Devices :  Descriptions - Serious
(Marketing Communications}

Medical and * Transcreation

pharmaceutical marketing * Style Guide Creation & Use

requires specialized ® Glossary Creation

translators with knowledge * Terminology Management

of medical terminology * Website Localization

and marketing expertise to e Graphics Localization

find the rlght Styte, tone, P Marketing Assets

and persuasive power. * Desktop Publishing

BURG's specialists have e Social Media

extensive experience with:  Multimedia

(E-learning/Training)

Through the use

of a centralized, . ] . .
end-to-end approach, Quizzes Print-Based Materials

we are able to

execute the o0
translation and @ Audio Al Video @ Slides

publishing of all your
e-learning materials,

regardless of Ready-to-Publish SCORM-Compliant E-learning Courses
platform, including:

BURG :@: www.burgtranslations.com % burg@burgtranslations.com
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(Testimonials)

‘ ‘ BURG was approached because of the need for an efficient, prompt,
and reliable translation and related service. They delivered and went
beyond every expectation we had. They made the process seamless,
efficient, and are invaluable when a deliverable is needed urgently. They
are a pleasure to work with, are always accommodating, and will take the
time to address any issue or concern we may have. By doing what they do
best, they help streamline our own operations. , ,

‘ ‘ [Redacted] have been in partnership with BURG since 1990 to meet our
translation needs in the highly scrutinized world of global complaint
handling. BURG has consistently demonstrated their ability to provide the
highest quality translations across a multitude of languages, within the
aggressive timelines that our process requires. BURG's translation accuracy
Is unmatched among other vendors we've evaluated. The compliance of
our entire process relies on the accuracy of our translations, and we trust
our partners at BURG to meet our high standards. , ,

‘ ‘ We have been extremely satisfied with BURG's service and product.
You have been amazing to work with and the quality of the translations,
plus your turn around times have helped us to meet a number of critical
data locks over the past 8 years. , ,

‘ ‘ Latin America and Canada (LAC) have utilized and experienced BURG
Translations for many years. Our translations needs and demands are
varied and very HIGH. With BURG, we never worried they would get this
right. Not only is the quality of their work impressive, but the speed at which
they completed their projects was (still is) second to no one. We have
worked with two other approved (MSA) vendors for translations this year.
Both similarly priced to BURG, yet neither vendor has matched the Quality
and Turn Around Time of BURG Translations. , ,
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