SITE STAFF - ROLES, RESPONSIBILITIES, AND
SIGNATURES

e Site personnel signature log.
e Records of study personnel training including:
1. Investigator meetings (agendas and/or minutes).
2. Monitoring training of site personnel.
3. Other staff training provided by Investigator and/or Sponsor.

Alternate locations(s) if not filed in this binder

Item Location




SITE STAFF - ROLES, RESPONSIBILITIES & SIGNATURES

Investigator: Project:
Study Site: Sponsor:
NAME POSITION | RESPONSIBILITY SIGNATURE Pl
CODE(S)* INITIALS

* List major tasks, e.g. administer study drug, blood draws, obtain informed
consent, physical exams, etc.

RESPONSIBILITY CODES:

A= Make eligibility/termination decisions

B= Obtain informed consent
C= Direct medical care of subjects (treatment decisions)
D= Make data entries and corrections on CRFs

Others (specify):

E= Evaluate AE (cause/severity)
F= Prescribe study drugs/devices

K=

J=

G= Label and dispense study drugs
H= Maintain drug accountability records

L=

TO BE SIGNED AT SITE CLOSURE:

I confirm that this list accurately reflects the delegation of responsibilities during the

study.

Pl Signature

Date:




