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Purpose

To define procedures for translation of study materials.
Scope

These procedures apply to all staff involved in translating and managing translated study materials (per responsibilities section below). 
Responsibilities

[Staff members delegated by the Investigator of Record] are responsible for the translation and/or back translation of study materials in accordance with this SOP.  

[Study Coordinator or other designee] is responsible for managing study material translations accordance with this SOP, and for day-to-day oversight of staff involved in study material translations.
[Regulatory Coordinator or other designee] is responsible for IRB submissions of translated study materials in accordance with this SOP and IRB policies.

The Investigator of Record has ultimate responsibility for ensuring that all applicable staff members follow this SOP.
Introduction

1. Background: Per Sections 11.2 and 11.15 of the MTN Manual of Procedures, all study materials read or provided to the participant must be translated into local language, back-translated, and reviewed by FHI 360 or other members of the study management team as appropriate.   See also MTN-020 SSP Section 3.6 regarding translation requirements for MTN-020 (ASPIRE).
2. Documents Requiring Translation:  For MTN-020 (ASPIRE) participant materials requiring translation include the informed consent forms and enrollment comprehension checklist, interviewer-administered CRFs, ACASI, qualitative interviews, and other study materials developed for participant use (fact sheets, instruction sheets, community education tools, etc).
3. Language Fluency and Delegation of Responsibility: All on-site staff members involved in the translation and back-translation process should ensure that language fluency is documented on their CV on file at the research site and this responsibility is assigned per the study Delegation of Authorities Log. The IoR is responsible for ensuring that any contract services used for translation purposes are adequate, but it is not expected that these individuals be listed on the DoA Log and CVs for these outside individuals do not need to be maintained. 
Procedures
1.0. Prior to starting translations of any study materials, approval of the final English version of the document to be translated will be obtained from the relevant member of the study team (e.g. FHI 360, SCHARP, Population Council, RTI International).  [Specify staff responsibilities for confirming final English version is available]. 

2.0. [Outline site-specific procedures for translating/back-translating study materials. Details on whether process is conducted in house, or contracted through an outside agency should be specified.  Describe staff responsibilities and procedures for initial translation (English to local language) and back-translation (local language back to English).  Outline quality control procedures, and process for review/query response from FHI 360 or other members of the study management team. Note that the process may differ when working with different members of the management team; each process should be delineated as appropriate. ]

3.0. A standard Certificate of Translation should be issued by the translator (or translation agency) for each set of translations conducted, indicating the specific documents that were translated (with version number/date as appropriate) as well as the individual conducting the translation.  [Site to insert/attach site-specific procedures and documents for certifying translations and filing relevant documentation.]
4.0. [Describe site-specific requirements and procedures for submitting translated study materials to IRBs, and tracking approvals/acknowledgements as appropriate.  Can reference SOP for IRB Communication as appropriate.]

Attachments

Attachment X: Certificate of Translation (example or template)
 [Insert additional as applicable]

References

MTN Manual of Procedures 
MTN-020 SSP Manual, Section 3.6
[Insert additional as applicable]
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