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[bookmark: _Toc437361262][bookmark: _Toc445802031]Audit context
[bookmark: _Toc208809369]LABO PHARMA is the sponsor of a phase X clinical trial entitled "xxxxxx".
In the framework of the clinical trial, Sunnikan Consulting was appointed by LABO PHARMA to conduct an audit of XXXX, Translation Service Provider in charge of XXXX 
[bookmark: _Toc437361263][bookmark: _Toc445802032]Audit Methodology
[bookmark: _Toc437361264][bookmark: _Toc445802033]Audit Objectives
The objective of the audit is to assess the quality processes and risk management of the Translation Service Provider.
The audit was conducted according to the following standards:
European and French regulations,
ISO 17100:2015 "Translation services — Requirements for translation services"
[bookmark: _Toc437361265][bookmark: _Toc445802034]Audit Agenda
[bookmark: _Toc74458962]The audit took place in the translation service provider facilities on _ and was performed by _.
[bookmark: _Toc445802035]Opening meeting
[bookmark: _Toc74458963]An opening meeting took place with :
-
-
[bookmark: _Toc445802036]Audit
The audit consisted of a review of:
the translation service provider organization
the personnel qualification
the Quality documentation for the processes _
the facilities
the services provided (_)
Interviews, site visit and documentation review are performed during the audit.
[bookmark: _Toc445802037]Closing meeting
A debriefing meeting took place to present and discuss the audit results with:
-
-
[bookmark: _Toc445802038]Audit report
The improvement suggestions included in this report are only advices. They are not based on a prior assessment of costs / timelines / quality objectives of the translation service provider. They do not represent by themselves the appropriate actions plan and should be considered within the global context.

Classification of audit findings
In this report, the findings are classified as critical, major or minor according to the Procedure for reporting of GCP inspections requested by the Committee for Medicinal Products for Human Use (CHMP), 28 March 2017:

	"APPENDIX 5 – Grading of inspection findings
Critical
Conditions, practices or processes that adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Critical observations are considered totally unacceptable.
Possible consequences: rejection of data and/or legal action required
Remark: Observations classified as critical may include a pattern of deviations classified as major, bad quality of the data and/or absence of source documents. Manipulation and intentional misrepresentation of data belong to this group.

Major
Conditions, practices or processes that might adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Major observations are serious deficiencies and are direct violations of GCP principles.
Possible consequences: data may be rejected and/or legal action required
Remark: Observations classified as major, may include a pattern of deviations and/or numerous minor observations.

Minor
Conditions, practices or processes that would not be expected to adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Possible consequences: Observations classified as minor, indicate the need for improvement of conditions, practises and processes.
Remark: Many minor observations might indicate a bad quality and the sum might be equal to a major finding with its consequences.

Comments
The observations might lead to suggestions on how to improve quality or reduce the potential for a deviation to occur in the future."




[bookmark: _Hlt470424325][bookmark: _Toc437361266][bookmark: _Toc445802039]
Executive summary
LABO PHARMA is a company specialized in, located in _.

Sunnikan Consulting is requested to conduct the audit at the translation service provider
The audit was performed by _ on _.

The objective of the audit was to assess XXX

Overall, it may be noted that XXX

According to this audit, the translation service provider quality system is considered to be compliant with the applicable regulations, provided that the action plan related to the following findings are in place:

The main findings concern the following:
· 

[bookmark: _Toc445802040][bookmark: _Toc293304309]Translation Service Provider (TSP) 
☐ The translation service provider exists since
☐ The translation service provider is located in 
☐The translation service provider is a service provider in the following fields:
☐ The main activities of the TSP are:

	[bookmark: _Toc445802041]Observation n° Grade

	Blablabla

Main audit standards

	Suggestions	Comment by Catherine MERAT: À supprimer si pas prévu au devis

	


Resource Management 
[bookmark: _Toc293304310][bookmark: _Toc445802042]Organizational structure
☐ The number of persons working for the TSP is…
☐ The staff turnover rate is (past three years)
☐ The organization of the TSP (personal, outsourcing…) is described in an organizational chart dated---
☐ The chart is updated.
☐ If applicable, the TSP authorization is present and adequate.
[bookmark: _Toc445802043][bookmark: _Toc293304311]Responsibilities, authority and communication 
☐ The responsibilities are defined by the Top Management and communicated within the TSP.
☐ The TSP assigns to each translation project any internal and/or external resources necessary to ensure compliance with the client-TSP agreement and project specifications.
☐ All assignments are documented.
☐ There is enough staff for continuity, e.g. during holidays.
[bookmark: _Toc445802044]Job Descriptions
☐ There are dated and signed Job Descriptions for the whole staff.
☐ Some Job Descriptions are missing:
☐ The Job Descriptions are consistent with the chart.
☐ The Job Descriptions are adequate (working languages and native language indicated)
☐ The Job descriptions are signed by the staff members.
[bookmark: _Toc445802045]Curriculum Vitae
☐ There are dated and signed CVs for the whole staff.
☐ Some CVs are missing: 
☐ The competencies are adequate for the project.
☐ The staff is selected with qualifications: 
[bookmark: _Toc445802046]Competence, training and awareness
The personal records were checked for the following persons:

	Name
Position
	Job Description
	CV
	Training and Qualification

	
	
	
	



The following responsibilities are assigned (at minima): 
☐ Project Manager
☐ Translator
☐ Reviser
[bookmark: _Toc445802047]Translators 
☐ Every Translator is a native speaker of the target language.
☐ Translators have translation and linguistic competence. 

	"a) Translation competence: the ability to translate content in accordance with 5.3.1, including the ability to address the problems of language content comprehension and language content production and the ability to render the target language content in accordance with the client-TSP agreement and other project specifications.
b) Linguistic and textual competence in the source language and the target language: the ability to understand the source language, fluency in the target language, and general or specialized knowledge of text-type conventions. This linguistic and textual competence includes the ability to apply this knowledge when producing translation or other target language content.
c) Competence in research, information acquisition, and processing: the ability to efficiently acquire the additional linguistic and specialized knowledge necessary to understand the source language content and to produce the target language content. Research competence also requires experience in the use of research tools and the ability to develop suitable strategies for the efficient use of the information sources available.
d) Cultural competence: ability to make use of information on the behavioural standards, up-to-date terminology, value systems, and locale that characterize both source and target language cultures.
e) Technical competence: the knowledge, abilities, and skills required to perform the technical tasks in the translation process by employing technical resources including the tools and IT systems that support the whole translation process.
f) Domain competence: the ability to understand content produced in the source language and to reproduce it in the target language using the appropriate."(ISO 17100:2015-§3.1.3 and §3.1.4)


☐ Translators meet at least one of the following criteria (ISO 17100:2015):
a recognized graduate qualification in translation from an institution of higher education;
a recognized graduate qualification in any other field from an institution of higher education plus two years of full-time professional experience in translating;
five years of full-time professional experience in translating.

	"Le traducteur salarié a la formation suivante 
· Diplôme de traducteur / formation professionnelle (Bac +3 minimum), ou
· Diplôme technique (bac + 2 minimum : technicien, ingénieur…) + 2 ans d’expérience minimum documentée en traduction, ou
· Si non diplômé, il dispose de 5 ans d’expérience minimum documentée en traduction." (Certification Veritas, 2010)


[bookmark: _Toc445802048]Revisers (ISO 17100:2015-§3.1.5):
☐ Revisers have translation and linguistic competence.
☐ Revisers meet at least one of the following criteria (ISO 17100:2015):
a recognized graduate qualification in translation from an institution of higher education;
a recognized graduate qualification in any other field from an institution of higher education plus two years of full-time professional experience in translating;
five years of full-time professional experience in translating.

☐ Revisers have translation and/or revision experience in the domain under consideration.

	"Le réviseur peut effectuer des révisions vers des langues autres que sa langue maternelle à condition que ces langues fassent partie de ses langues de travail, tel qu'indiqué dans sa fiche de fonctions." (Certification Veritas, 2010) :


[bookmark: _Toc445802049]Reviewers (ISO 17100:2015-§3.1.6):
Reviewers are:
☐ domain specialists;
☐ have a relevant qualification in this domain from an institution of higher learning and/or experience in this domain.

	"Le relecteur-expert sera un spécialiste, dans la langue cible, du domaine concerné intervenant uniquement sur commande du client. Il ne maîtrise pas nécessairement la langue source du document." (Certification Veritas, 2010) 


[bookmark: _Toc445802050]Project Managers (ISO 17100:2015 §3.1.7)
☐ A Project Manager is involved in the project.
☐ Project Managers have the appropriate documented competence to support the TSP in delivering translation services to meet client and other project specifications.
☐ Each Translator exclusive or not (eg CEO or Project Manager) maintain its translation skills by translating a minimum of 50,000 words per year (or skills hold mode defined by the company and equivalent to that goal).(Certification Veritas, 2010)

	"In the course of their training and the execution of their duties, translation project managers should develop a basic understanding of the translation services industry and a thorough knowledge of the translation process, as well as master project management skills." (ISO 17100:2015 §3.1.7)


[bookmark: _Toc445802051]Quality manager
☐ A Quality Manager: _, manages ( part time/  full time) the Quality System.
☐ Quality management is assumed by the Head _.
☐ There is no Quality Manager.
☐ The Quality Manager position is described by the "_" Job Description.
[bookmark: _Toc293304314][bookmark: _Toc445802052]Staff Training procedure (ISO 17100:2015 §3.1.8):
☐ There is a procedure related to the staff training: "_", version #_, dated _.
☐ This procedure describes the appropriate training process steps:
☐ assessment of the needs for training,
☐ training planning,
☐ training sessions performance,
☐ training documentation,
☐ assessment of the training efficacy.
☐ This procedure concerns the following circumstances requiring training:
☐ new applicants,
☐ continuous training.
☐ Training activities are performed according to the relevant procedure and are documented.
☐ The training is documented in each personnel file.
☐ The training is documented in a database.
☐ The training sessions are documented in the CVs.
☐ There is a periodic (e.g. annual) Training Plan.
☐ The training on regulatory requirements is performed.
☐ Language and informatics trainings are performed.
☐ Training sessions are documented:
☐ agenda,
☐ signature log,
☐ training documents.
☐ Training sessions related to Standard Operating Procedures are performed, followed and documented.
☐ Training session's efficacy is assessed.
☐ Staff is appropriately trained.
☐ Specific training sessions for newcomers are organized.
☐ Selection tests of each subcontractor are made by the company (Certification Veritas, 2010)
[bookmark: _Toc445802053]Quality management
See Check List quality management : ISO9001:2015
[bookmark: _Toc445802054]Translation process management (ISO 17100:2015)
[bookmark: _Toc445802055]Pre production processes and activities
☐ The TSP has processes in place for handling and analysing enquiries, determining project feasibility, preparing quotations, and entering into agreements with clients.
☐ Quotation indicates at least 
☐ price;
☐ language pair(s);
☐ delivery date;
☐ format;
☐ medium.

☐ A confidentiality agreement is in place
☐ In the contract with LABO PHARM : confidentiality clauses and non-disclosure agreements (NDAs).
☐ In the employees contracts.
	"Pour les salariés, les contrats de travail ou leurs avenants comportent une clause de confidentialité faisant référence à l’article 226-13 du code pénal. A défaut, un contrat de confidentialité spécifique est signé avec le salarié."(Certification Veritas, 2010).



☐ An agreement is in place. Commercial terms can include, but are not limited to, the following elements: 
☐ copyright on deliverables and restrictions on the use of by-products such as translation memories;
☐ terms of payment (such as payment within 30 days or a 2 % discount if within 10 days);
☐ warranties;
☐ liability;
☐ dispute resolution procedures;
☐ choice of governing law.

☐ The Project specifications include the following elements:
☐ scope of work, which consists of standard services and value-added services;
☐ standard services, [translation, check (self-revision by Translator), revision (by another pair of eyes), review (if requested), proofreading, final verification, and release];
☐ non-exhaustive list of value-added services 
☐ workplace requirements (e.g. when work should be done at a pre-determined location);
☐ project schedule and delivery dates;
☐ quotation, including currency;
☐ relevant information about the source content (such as its origin and size in words or characters);
☐ linguistic specifications for the product (i.e. standard and optional specifications);
☐ standard linguistic specifications; 
☐ languages;
☐ audience, purpose;
☐ accuracy (including terminology) and fluency (e.g. syntax, spelling, and lexical cohesion);
☐ compliance with a style guide;
☐ compliance with locale conventions and applicable standards;
☐ additional linguistic specification when relevant (e.g. language register).

☐ Any deviation from the original agreement is agreed upon by all parties before any action is taken that deviates from the original agreement
☐ The agreed amendment are recorded and stored with the original agreement documentation.
☐ The TSP records each accepted translation project and maintain a register for the duration of the project, as well as a project archive. 

[bookmark: _Toc445802056]Production process
☐ The Translation service provider ensure compliance with the client-TSP agreement from the moment it is confirmed to the agreed end of the project.
[bookmark: _Toc445802057]Translation service project management
☐ Each translation project is coordinated by a Project Manager 
☐ The project is managed in accordance with the TSP’s procedures, the client-TSP agreement, and any other relevant specifications.
☐ Project management include the following:
☐ identifying the key requirements and translation project specifications during the pre-production process and following the procedures and specifications throughout its production;
☐ supervising and monitoring the translation project preparation process;
☐ assigning a competent Translator or Translators to the translation project;
☐ assigning a competent Reviser or Revisers;
☐ disseminating information, issuing instructions related to the assignment, and managing the translation project to all parties involved;
☐ monitoring to ensure compliance with agreed upon schedule and deadlines;
☐ communicating any changes of the project specifications, if applicable;
☐ monitoring constant conformity to the client-TSP agreement, project specifications, and, where necessary, communicating with all parties involved in the project, including the client;
☐ ensuring translation and other queries are answered;
☐ managing and handling of feedback;
☐ verifying that the translation service specifications have been complied with before approving the target language content and giving clearance for its delivery to the client;
☐ delivering of the service.
[bookmark: _Toc445802058]Translation process
☐ The Translator translates in accordance with the purpose of the translation project, including the linguistic conventions of the target language and relevant project specifications.

☐ The Translator provides a service conforming to this International Standard with regards to the following:
☐ compliance with specific domain and client terminology and/or any other reference material provided and ensuring terminological consistency during translation;
☐ semantic accuracy of the target language content;
☐ appropriate syntax, spelling, punctuation, diacritical marks, and other orthographical conventions of the target language;
☐ lexical cohesion and phraseology;
☐ compliance with any proprietary and/or client style guide (including domain, language register, and language variants);
☐ locale and any applicable standards;
☐ formatting;
☐ target audience and purpose of the target language content.
[bookmark: _Toc445802059]Translation Check
☐ The Translator performs self-revision of the target content for possible semantic, grammatical and spelling issues, and for omissions and other errors (must be indicated in the contract).
☐ The Translator makes any corrections necessary prior to delivery.
[bookmark: _Toc445802060]Translation Revision
☐ The TSP ensures that the target language content is revised.
☐ The Reviser, who shall be a person other than the Translator, has the competences and target languages. 
☐ The Reviser examines the target language content against the source language content for any errors and other issues, and its suitability for purpose. 
☐ The Reviser either corrects any errors found in the target language content or recommends the corrections to be implemented by the Translator.
☐ The Reviser informs the TSP of any corrective action taken.
[bookmark: _Toc445802061]Translation Review (optional)
☐ The project specifications include a review.
☐ TSP ensures that the target language content is reviewed. 
☐ The review includes assessing domain accuracy and respect for the relevant text-type conventions.
[bookmark: _Toc445802062]Translation Proofreading (optional)
☐ The project specifications include a review
☐ Where the proofreading reveals defects, the TSP makes corrections and take appropriate action to remedy these defects.
[bookmark: _Toc445802063]Translation final verification and release
☐ The TSP has a procedure in place for final verification of the project against specifications by the PM before delivery to the client.
☐ If the final verification indicates any defects in meeting specifications, the TSP makes corrections and takes corrective action as appropriate.
[bookmark: _Toc445802064]Post-production processes
[bookmark: _Toc445802065]Feedback
☐ The TSP has a procedure for handling client feedback, for assessment of client satisfaction, and for making appropriate corrections and/or taking corrective action
[bookmark: _Toc445802066]Archiving
☐ TSP has a procedure to ensure full project archiving for an appropriate period and to meet all legal and/or contractual obligations regarding the preservation or deletion of records and data.

	"L’entreprise dispose d’un système lui permettant d’assurer la traçabilité de chaque projet et de chaque traducteur correspondant, à tout moment, avant et après livraison des projets. Ces données sont conservées pendant une période minimum de 18 mois sauf cas spécifique documenté.
La traçabilité concerne deux activités :
· conservation des messages électroniques / fax liés à un contrat et échangés entre le client, le(s) traducteur(s) salarié(s) et/ou le(s) sous-traitant(s)
· conservation des dossiers relatifs aux projets traduits et aux traducteurs." (Certification Veritas, 2010)


[bookmark: _Toc445802067]Infrastructure
[bookmark: _Toc293304331][bookmark: _Toc445802068]Tour of facilities
The facilities are:
☐ adequate,
☐ well organized,
☐ main characteristics :
☐ number of rooms / sufficient room;
☐ confidentiality.
[bookmark: _Toc293304332][bookmark: _Toc445802069]Access to the buildings
☐ Access to the buildings is under control.
☐ There are procedures on building security (access, alarm, fire etc) and the procedure is followed (e.g. staff leaving the company cannot access the facilities).
☐ There is no procedure on building security (access, alarm, fire etc).
[bookmark: _Toc445802070]Equipment (ISO 17100:2015 §3.2)
☐  TSP has an infrastructure in place which, where appropriate, ensures the availability and use of the following:
☐ Technical equipment required for the efficient and effective completion of translation projects and for the safe and confidential handling, storage, retrieval, archiving, and disposal of all relevant data and documents;
☐ Communications equipment including appropriate hardware and software;
☐ Information resources and media;
☐ Translation technology tools, translation management systems, terminology management systems,
☐ Other systems for managing translation-related language resources

	L’entreprise assure la disponibilité à son personnel salarié du matériel technique, des moyens de communication et d’accès aux sources et supports d’information requis (Certification Veritas, 2010) :
Notamment :
· au moins un logiciel de traduction assistée par ordinateur (TAO) associé à une licence ainsi que des logiciels nécessaires pour garantir la bonne prise en charge et la bonne restitution des fichiers clients.
· des dictionnaires courants et techniques appropriés, sous forme papier ou informatique.



☐ Each computer station and, if so, the company server is equipped with anti-virus software.
☐ The company has a customer data preservation device for it to recover the incident on its website resulting in the loss or damage of customer data.
☐ If necessary, the company must be able to justify the protection of the privacy of customer data in its Internet communications with its suppliers or customers themselves (such as encryption systems).

[bookmark: _Toc293304318][bookmark: _Toc293304334]

[bookmark: _Toc531878038]Version history of the audit report
	Version
	Date
	Comments

	V0.1
	
	Livraison de la version préliminaire pour relecture du commanditaire de l'audit
Delivery of the draft version for review by the audit sponsor

	V1.0
	
	Delivery of the signed version after receipt of the audit sponsor's comments received on ….
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