SENOMAC trial

Instructions to documents in the investigator site file

1. Signature and responsibility list (delegation list)

According to ICH GCP, paragraph 4.1.5, the investigator must keep an updated list of those individuals being delegated tasks within the trial. According to paragraph 4.2.4, participating staff must have sufficient knowledge and training in trial-relevant issues and be sufficiently qualified in order to perform trial-specific tasks. According to 8.3.24, there must be a list of signatures of all staff entering or changing data in the case record form. 

Please observe that any task must be delegated before it may be performed!
Centre No: the first three digits in each patient number is the site code or centre number. 
Responsibility key: List relevant trial tasks that represent a significant responsibility, not little errands. These responsibilities should be trial specific and may be changed during the trial period if necessary. 
Full name: Surname and given name(s) of the individual being delegated a responsibility/task..

Position in the study: The role of the individual in the specific trial, e.g. study nurse, co-investigator. The principal investigator of the site cannot delegate tasks to him-/herself but can only sign.
Responsibilities: Fill in those responsibilities/tasks delegated, using the above ”responsibility key”, i.e. using numbers not words.
Date delegated by PI (Principal Investigator): Date when the individual was delegated the specific task. If changes are necessary during the trial, the current delegation is discontinued and a new delegation is added with the amended tasks/responsibilities.
PI initials: Huvudansvarig prövares signatur, för attest av delegationen påbörjas.

Signature of the delegated individual.
Initials of the delegated individual. 
Date delegation discontinued: Date when the delegation ends or is changed.

PI initials: Signature of the site’s principal investigator as a confirmation that delegation is ended. 
To be signed and dated at end of study: Site’s principal investigator signs once the trial is completed in order to verify that delegated individuals and their responsibilities are correct. 

2. Screening log

According to ICH GCP, chapter 8.3.20, there must be information on those individuals/patients who have been screened in order to potentially be enrolled in the trial. Screening means to go through this individual’s background and diagnosis; the list must not document personal data.
Please observe that trial-specific investigations/examinations may not be performed unless the individual has been asked to participate in the trial! 

The aim of this list is to show how many individuals with the trial-relevant background and diagnosis there are. The information is used to know how many potential trial candidates there were and for what reasons they were, if that is the case, not included. 
Initials: First letter of first name and surname. As many individuals will not fulfill all trial criteria, only these personal data will be documented.  

Date considered: Date when the individual was screened for potential trial participation.

Suitable Yes/No. This answers whether the individual may, with the actual knowledge, be eligible for the trial and thus may be offered to participate.
If unsuitable give reason. Give the reason why the individual was not deemed suitable for trial participation. This may be one of the trial criteria according to the protocol, or another reason.
If suitable, specify enrolment no/ randomisation no as applicable. Give the trial-specific ID-number (patient number) the individual received when randomised. 
Page no ___ of ___. Fill in the page number and total number of pages, once the last patient is enrolled. This aims to show that all pages are filled in, and no page is missing, when the trial is completed. 
3. CV template

Prior to any new clinical trial, an updated CV (Curriculum Vitae) must always be handed in and is then usually valid for the entire trial period. A detailed list of own publications, certificates or training diplomas do not need to be added but should be shown on request.
Present position: 


Your current position and postal address.
Qualifications:


The year for professional exam. In case of sub-specialisation, give the name of your specialty and date of training/exam. If you are neither doctor nor nurse, please specify under “other”. 

Publications:



Give number of publications, not references. 



Previous experience in clinical trial:
Give any experiences of participation in clinical trials, and which therapeutic areas these were regarding.
Any during the last 3 years:

See above, but only clinical trials during the last three years.

GCP training received:


At investigators meetings:

If GCP training was received in the context of investigator 





meetings prior to participation in clinical trial(s).
At courses: (one day course):

If GCP training was received through a one-day course (give 




year of training).

At courses: (two days or more):

If GCP training was received through a course two days 





or longer. If yes, please give year of training.

 

Sign and date your updated Curriculum Vitae. 

4. Subject enrolment and identification log

Bakgrund:
According to ICH-GCP chapter 8.3.21, a list of all patients enrolled in the trial must be kept. This list includes data that allow the safe and complete identification of each participating patient, e.g. by ”pernonnummer” (Sweden) or insurance number (AKAM in Greece). The list must not be handed on to unauthorised staff or individuals and must be kept in a safe place by the principal investigator (i.e. investigator site file). 
	Centre no
	First three digits in each patient number of your site.


	Full name
	Patient’s full name.


	Subject identification
	AKAM number, personal number or equivalent identification number.

	
	

	Patient no
	The individual’s patient number (6-digit code received at randomisation). 


	Date when randomised
	Date of randomisation.


	Randomisation Arm
	Randomisation result, i.e. group A or B.



5. Source data list

The patient medical charts are used to verify and document the patient’s care and treatment and must contain data on the patient’s condition, treatment treatment results as well as data on patient information and consent given. Data that are exclusively collected for the clinical trial may be noted on a source data form or directly in the CRF (not applicable for SENOMAC). As source data entries are kept in different places in different sites, each site needs to create this document that explains where the monitor may find relevant source data (e.g. pathology report, radiotherapy summary etc). This source data list is signed and dated by the principal investigator (and sponsor’s representative if possible) before or at trial initiation.
The CRA/monitor goes through the source data list with the principal investigator at each participating site and fills in the following:
Centre No: The site-specific three-digit number.

Variables: Relevanta variables for the trial, e.g. SNB pathology report, tumor patology report, ulatrsound before surgery etc. 

Medical Records, CRF & Other*: Write where source data are found for the relevant variable. 

Example
	Variables
	Medical

Records
	CRF
	Other*
	Comments

	Medical History
	X
	
	
	

	Tender Joint Count/Swollen Joint Count
	
	X
	
	

	Dispensing of study drug
	X
	
	
	

	Laboratory Values
	
	
	X
	Signed reports from the Central Laboratory


