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Common Questions 
 

Is there a section for activities delegated to the PI for completion? 
 

To align with ICH E6(R3) Annex 1 (2.3 Responsibilities), the function of a delegation log is to record 

activities which the PI has delegated to other study team members. As the principal investigator is 

ultimately responsible for all tasks performed on a study, as stated in ICH E6(R3) (Principle 10), the 

SiteVault digital delegation log does not include a section for tasks delegated to the PI. 
 

Why are there no signatures or initials on the delegation log? 
 

The purpose of a wet-ink signature on a paper log is to provide evidence of user acceptance and PI 

approval of delegated activities. The digital delegation feature replaces this paper process by having the 

applicable staff member perform a “review and acceptance” task for their delegated activities. Once these 

tasks are completed, the PI performs a “review and approval” task to approve these delegations within 

SiteVault. This data is then auto populated by the system into the delegation log, in a digital process that 

eliminates the need for a paper-based signature and initial process, while complying with regulatory 

requirements for documenting delegation of PI activities. 
 

(Note: Some sites have utilized their paper DOA as a reference for examples of site staff signatures to help 

attribute any handwritten records, however, in SiteVault these are documented under the “Signature & Initials” 

document type for formalized record keeping with less ambiguity.) 
 

Is there an end of study declaration page? 
 

Some paper-based DOA templates include an end of study declaration page for the PI to attest the 

delegation and training of staff throughout the trial. Per ICH E6(R3) Annex 1 (2.3.2), however, the PI should 

always ensure that only staff who are appropriately qualified and adequately trained, are delegated trial 

related activities. This erroneous confirmation is not included as part of the SiteVault digital delegation log, 

as such a practice is redundant and not in line with the ICH GCP principles. 

 

  SiteVault’s Digital Delegation feature provides a digital record of a principal investigator’s (PI) decision to 

allow specific site staff members to perform one or more of the PI’s study activities. Instead of having to 

manually manage this with a paper-based delegation log, which is prone to errors, this feature allows 

delegations to be recorded in a digital format which cannot become lost or damaged, with a process that 

updates the delegation log automatically to eliminate potential for human error. SiteVault’s electronic DOA is 

designed to align with all ICH GCP E6(R3) principles and complies with established FDA and EU regulations. 

  
 

● Responsibilities are delegated, accepted and approved directly in SiteVault saving sites the hassle of 

trying to pass around a manual log which can be confusing to read, maintain and update over time 

 

● Staff member delegation acceptance and PI approval dates are system generated, removing ambiguity 

on dates by eliminating human error 

 

● The delegation log is a living document that updates as delegations are updated or changed, SiteVault 

updates the log over time with clear and accurate data on a secure digital log which cannot become lost 

or damaged 
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SiteVault’s Delegation of Authority Log 
 

When/how is the Delegation of Authority Log generated? 
 

When the PI approves delegations, SiteVault generates a new or updated version of the Delegation of 

Authority document and files it to the PI Oversight section of the study eBinder. 
 

What information is included in the Delegation of Authority Log? 
 

The delegation of authority log is divided into two sections, the first section is a “Summary Page” section 

which includes study identifiers, a list of study team members with study start and end dates, and an 

outline of all study responsibilities with information on if the responsibility is delegated and to whom. 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

The second section of the delegation of authority log consists of “Study Staff Member Pages” which also 

has study identifiers, study start and stop dates for each study team member, and a break down of each of 

the staff member’s delegated activities, with staff acceptance dates, PI approval dates, and start/end 

dates for each delegated activity. 
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