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1. Purpose/scope
It is important that all staff working on a clinical trial are adequately informed about the protocol, the investigational product (IP) and their trial-related duties (ICH GCP(R2)) and it is accepted practice for records of any relevant training to be maintained for all site staff. This procedure therefore describes how training of trial staff will be planned and documented and applies to study team members working on a particular trial.
2. Abbreviations

GCP

Good Clinical Practice

ISF

Investigator Site File
PI

Principal Investigator
3. Definitions
Essential Documents

Documents which individually and collectively permit evaluation of the conduct of a study and the quality of the data produced (see 8. Essential Documents for the Conduct of a Clinical Trial, ICH GCP E6(R2)).

Investigator Site File (ISF)

Files of Essential Documents held by the Investigator. NB on occasion sites may also hold the Sponsor's Essential Documents, where the Principal Investigator (PI) assumes a Sponsor-investigator role.
4. Associated forms
QA09.1 Training plan/matrix

QA09.2 Team member training record

QA09.3 Training attendance record
5. Procedure
· A training plan or matrix is useful (QA09.1). 

· Training will be demonstrated by maintaining a training file containing:
· Staff curriculum vitae; updated, signed and dated at the start of any new trial and in the event of any significant changes

· Individual staff training records (QA09.2) (which can be stored as individual files or together in one file)
· Training certificates as required

· Training attendance records to detail who attended in-house training sessions (QA09.3)
· The training file may be used for multiple trials and may be paper-based or electronic. However, copies of relevant training-related documents should be archived with the ISF of individual trials.
6. References
ICH E6 (R2) Good Clinical Practice, 2016. Available from: http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R2__Step_4_2016_1109.pdf (Accessed 27 March 2018)
WWARN Procedure: Trial staff training v2.0  

Page 2/4



