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PURPOSE
This standard operating procedure (SOP) describes the process to evaluate other investigational sites in a multi-centre trial. The purpose of this evaluation is to:
verify the investigator’s interest in conducting the clinical trial,
confirm the investigator’s understanding of their role, responsibility, and obligations,
confirm the qualifications and experience of the site’s study team are adequate to conduct the clinical trial,
confirm the site’s facilities and resources are adequate to conduct the clinical trial,
review the study protocol,
discuss other issues (including Human Research Ethics Committee [HREC] details, indemnity requirements, financial arrangements) necessary for trial placement at the site.
SCOPE
This SOP applies to the sponsor or designee responsible for evaluating the suitability of a site to participate in a clinical trial.
REFERENCES
INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
Pharmaceuticals Industry Council Briefing Document- Electronic Medical Records in Australia and Clinical Trials March 2008.
DEFINITIONS
Investigational Product (IP): includes any investigational medicine, medical device, complementary medicine, comparator/s or placebo that is to be used during the clinical trial.  This also includes all previously stated products if they have a marketing authorisation, when used or assembled in a way different from the approved form or different from the approved indication.
Investigator:  A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the investigator with overall responsibility for the conduct of a study at one or more sites.
[bookmark: _GoBack]Sponsor: An individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial. does not include a corporation or agency).  The obligations of Sponsor-Investigator: An individual who both initiates and conducts, alone or with others, a clinical trial and under whose immediate direction the investigational product (IP) is administered to, dispensed, to or used by a subject.  The term does not include any person other than an individual (e.g.it a sponsor-investigator include both those of a sponsor and of an investigator.
APPENDICES
Appendix A – Investigator/Site Evaluation Form
Appendix B – Electronic Systems Access Form
PROCEDURES
When evaluating an investigator/site, the following will be completed:
Protocol and Study Procedures
Review trial objectives, define the trial population (inclusion/exclusion criteria), discuss investigational product (IP) and protocol requirements and identify any issues or questions that the Investigator may have.
Review any special requirements of the trial such as blinded team members.
If available, other trial documents, such as the case report form (CRF) informed consent form and questionnaire diaries, may be discussed.
Site Resourcing
Confirm whether the investigator has previously been involved in performing clinical trials and has adequate knowledge of and/or documented training in Good Clinical Practice (GCP) requirements.  If the investigator has previously been involved in performing clinical trials, ascertain in what indications, recruitment rate and issues that may have arisen.
Confirm the site’s regulatory inspection history and confirm results and/or any previous site compliance issues.  
Ascertain how the investigator may suitably resource the trials with qualified staff.  Where possible determine the clinical trial experience of the study team. 
Request a signed and dated copy of the investigator’s curriculum vitae (CV).
Establish whether the investigator has sufficient time to ensure adequate oversight of the clinical trial.  In particular, discuss time commitment envisaged of the study team members as indicated by the protocol requirements, document administration (such as ethics committee and/or governance submissions, CRF completion, and query resolution) and recruitment target. 
Review trial specific training expectations of study team.
Site Facilities
View the area where the subjects will attend for the assessments required by the protocol.  Ensure the area affords privacy for the subject.
Where possible, visit all facilities that may be required such as pharmacy, laboratories, radiology, etc. to verify that site facilities are adequate for the trial needs and comply with applicable Good Practice requirements (e.g. Good Laboratory Practice [GLP]), and/or applicable local accreditation requirements.
Review available documentation to verify calibration/maintenance of study equipment and temperature monitoring, as required.
Discuss the role of any central laboratories to be utilised in the study.
Good Clinical Practice
Assess site staff’s understanding of their obligations under GCP and applicable local regulatory obligations.
Ascertain if the site has SOPs outlining their compliance with GCP.
Review site staff’s GCP training and discuss frequency of updates if applicable.
Review site’s electronic systems and complete Appendix B electronic systems access (ESA) form.
Where required, establish the site’s internet access and software download capability and policies. Determine access requirements for monitoring purposes (e.g. firewall issues, data size limitations, EDC access for monitors).
Review source data procedures and expectations.
Discuss monitoring expectations and proposed schedule for the trial including provision of a suitable work area and access to source documents / site files for the monitor during their visits.
Confirm site’s agreement to provide applicable trial personnel and regulatory authorities direct access to all trial subjects’ medical records.
Review the subject informed consent procedure and the expectations for the trial (i.e. who performs the discussion, answers subject questions, signs the forms, how informed consent discussion is captured in source documents etc.).
Subject Recruitment
Review the trial’s recruitment targets advising, as applicable, whether the recruitment is competitive nationally or internationally.
Discuss the site’s potential for recruiting the required number of suitable subjects within the agreed recruitment period.  Where possible, the site should demonstrate this potential based upon retrospective data.  
Discuss recruitment strategies for achieving the recruitment expectations; and if required, request a recruitment plan.
Record Retention and Publication Policy
Review requirements for retention of study documents before, during and upon completion of the study.
Ascertain whether acceptable archiving facilities are available and institutional processes do not conflict with GCP requirements.
Discuss the publication policy.
Administrative Issues
Confirm that the HREC to be used is constituted and functioning in accordance with the applicable local regulations and that the institution where the trial is to be conducted has applicable research governance (e.g. research governance office [RGO]) procedures in place.
Confirm HREC and/or RGO requirements for submission procedure and anticipated submission deadlines and approval timeframes.
Determine, if possible, HREC/RGO submission and review fees.
Establish ongoing reporting requirements of the HREC/RGO.
Outline the potential for, and the purpose of, audits and regulatory inspections.
Discuss costs/payment arrangements and the need for a clinical trial research agreement (CTRA).  Establish any known institutional requirements e.g. standard Schedule 4 clauses, overheads, legal review, is a signed agreement required for ethics submission etc.
Review any site specific indemnity/insurance requirements.
Evaluation Reporting
Document the evaluation using the investigator/site evaluation form (Appendix A) and forward to the sponsor.
The sponsor will confirm the outcome of the evaluation meeting with the investigator in writing. 
Filing
The sponsor will file all completed evaluation forms, follow-up letters and all other associated trial documentation in the trial master file as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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	Investigator Name
	

	Institution Address
	

	Date of Evaluation
	

	Report Completed by:
	


1. Protocol and study procedures
	Item
	Yes
	No
	Not Checked N/C
	Not Applicable N/A

	a. Has the site reviewed the protocol? 
	 |_|
	 |_|#
	|_|#
	|_|#

	b. Were trial objectives, investigational product (IP) and protocol requirements reviewed?
	 |_|
	 |_|#
	|_|#
	|_|#

	c. Were any special requirements of the clinical trial reviewed?
	 |_|
	 |_|#
	|_|#
	|_|

	d. Were any issues or questions raised by the potential Site?
	 |_|#
	 |_|
	|_|#
	|_|

	e. Were any other trial documents (e.g. the case report form, informed consent) discussed?
	 |_|
	 |_|#
	|_|#
	|_|

	Comments:  (# - A comment should be provided)






SITE RESOURCING
	Item
	Yes
	No
	Not Checked N/C
	Not Applicable N/A

	a. Does the investigator have the appropriate qualifications and any previous experience conducting clinical trials?
	 |_|
	 |_|#
	|_|#
	|_|#

	b. Does the site have sufficient time to commit to the clinical trial?
	 |_|
	 |_|#
	|_|#
	|_|#

	c. Does the investigator have availability to ensure adequate oversight of the clinical trial?
	 |_|
	 |_|#
	|_|#
	|_|#

	d. Is the site suitably resourced with qualified staff?
	 |_|
	 |_|#
	|_|#
	|_|#

	e. Does the site have other competing clinical trials? 
	 |_|#
	 |_|
	|_|#
	|_|

	f. Were any study specific training needs of the site staff identified?
	 |_|#
	 |_|
	|_|#
	|_|

	g. Were any CVs collected during the visit?
	 |_|
	 |_|#
	|_|#
	|_|#

	h. Were preferred communication lines established and contact details provided?
	 |_|
	 |_|#
	|_|#
	|_|

	Comments:  (# - A comment should be provided)





SITE FACILITIES
	Item
	Yes
	No
	Not Checked N/C
	Not Applicable N/A

	a. Are facilities adequate and acceptable for performing the trial?
	 |_|
	 |_|#
	|_|#
	|_|#

	b. Do the facilities provide adequate provision for IP storage and dispensing (including IP destruction if required)?
	 |_|
	 |_|#
	|_|#
	|_|

	c. Is the facility equipment acceptable (with adequate quality control- calibration/maintenance records) for performing the study?
	 |_|
	 |_|#
	|_|#
	|_|

	d. Were any required trial specific site equipment demonstrated?
	 |_|
	 |_|#
	|_|#
	|_|

	e. Was there discussion regarding the role of any central laboratories that are to be utilised?
	 |_|
	 |_|#
	|_|#
	|_|

	f. If the local laboratory is to be used are the facilities adequate and acceptable for performing the trial (Including GCP compliant collection, handling, storage and transportation of biological samples)?
	 |_|
	 |_|#
	|_|#
	|_|

	Comments:  (# - A comment should be provided)






GOOD CLINICAL PRACTICE (GCP)
	Item
	Yes
	No
	Not Checked N/C
	Not Applicable N/A

	a. Was site’s staff understanding of GCP and local regulatory obligation reviewed and are acceptable?
	 |_|
	 |_|#
	|_|#
	|_|#

	b. Was the site compliance and inspection history established?
	 |_|
	 |_|#
	|_|#
	|_|#

	c. Was site staff GCP training reviewed?
	 |_|
	 |_|#
	|_|#
	|_|#

	d. Was availability and access to the site’s SOPs reviewed?
	 |_|
	 |_|#
	|_|#
	|_|

	e. Was site’s practice for protecting the confidentiality and personal data of subjects confirmed?
	 |_|
	 |_|#
	|_|#
	|_|#

	f. Was site’s medical record system discussed, including access to electronic medical records where applicable and are these compliant with GCP requirements?
	 |_|
	 |_|#
	|_|#
	|_|

	g. Were source data definition and expectations discussed?
	 |_|
	 |_|#
	|_|#
	|_|#

	h. Was the trial site file and maintenance of essential documents discussed?
	 |_|
	 |_|#
	|_|#
	|_|#

	i. Were monitoring expectations and schedule reviewed? (including provision of suitable work area / access to source records for the monitor)
	 |_|
	|_|#
	|_|#
	|_|#

	j.  Were Internet or computer access issues discussed?
	 |_|
	 |_|#
	|_|#
	|_|

	k. Was site’s agreement to provide study personnel and regulatory authorities direct access to all study subjects’ medical records, obtained?
	 |_|
	 |_|#
	|_|#
	|_|#

	l. Was the site’s process and procedures for subject informed consent discussed?
	 |_|
	 |_|#
	|_|#
	|_|#

	Comments:  (# - A comment should be provided)







RECRUITMENT
	Item
	Yes
	No
	Not Checked N/C
	Not Applicable N/A

	a. Were the trial recruitment targets reviewed?
	 |_|
	 |_|#
	|_|#
	|_|#

	b. Was it possible for the site to demonstrate their potential for recruitment of the required subject population?
	 |_|
	 |_|#
	|_|#
	|_|#

	c. Were any specific barriers for identifying and recruiting potential subjects identified and were these discussed? 
	 |_|#
	 |_|
	|_|#
	|_|

	d. Were recruitment strategies and/or contingencies for achieving the recruitment expectations reviewed?
	 |_|
	 |_|#
	|_|#
	|_|

	e. Was the site’s potential for recruiting the required number of eligible subjects within the agreed recruitment period reviewed?
	 |_|
	 |_|#
	|_|#
	|_|#

	f. Were the site’s subject retention and compliance strategies discussed?
	 |_|
	 |_|#
	|_|#
	|_|#

	Comments:  (# - A comment should be provided)






RECORD RETENTION AND PUBLICATION POLICY
	Item
	Yes
	No
	Not Checked N/C
	Not Applicable N/A

	a. Did\site staff demonstrate an understanding of the requirements for retention of study documents before, during and upon completion of the study?
	|_|
	|_|#
	|_|#
	|_|#

	b. Were acceptable archiving facilities confirmed as being available and facility processes are compliant with GCP requirements?
	|_|
	|_|#
	|_|#
	|_|

	c. Was the publication policy discussed with and understood by site staff?
	|_|
	|_|#
	|_|#
	|_|#

	Comments:  (# - A comment should be provided)






ADMINISTRATIVE ISSUES
	Item
	Yes
	No
	Not Checked N/C
	Not Applicable N/A

	a. Were ethics committee / research governance submission and ongoing reporting expectations discussed?
	 |_|
	 |_|#
	|_|#
	|_|#

	b. Were the ethics committee / research governance office identified and the submission deadlines and review fees determined?
	 |_|
	 |_|#
	|_|#
	|_|#

	c. Were the potential for, and the purpose of, audits and regulatory inspections discussed?
	 |_|
	 |_|#
	|_|#
	|_|#

	d. Costs/payment arrangements discussed?

	 |_|
	 |_|#
	|_|#
	|_|

	e. Are there any specific facility/ institutional requirements for the clinical trial research agreement?
	 |_|#
	 |_|
	|_|#
	|_|

	f. Are there any site specific indemnity/ insurance requirements?
	 |_|#
	 |_|
	|_|#
	|_|

	Comments:  (# - A comment should be provided)






 TRACKING
Documents Collected at this Visit: |_| None
	Description
	Date / Version
	Original
	Copy

	1. 
	
	|_|
	|_|

	2. 
	
	|_|
	|_|


Documents Provided to Site at this Visit: |_| None
	Description
	Date / Version
	Original
	Copy

	1. 
	
	|_|
	|_|

	2. 
	
	|_|
	|_|


 
ADDITIONAL COMMENTS / NARRATIVE (using point format):

	Appendix a: investigator / site evaluation form





	Investigator/Site Evaluation: Appendix A Investigator/Site Evaluation Form
_Jan2015 developed by Clinical Network Services (CNS) Pty Ltd
	Page 5 of 5



	Investigator/Site Evaluation: Appendix A Investigator/Site Evaluation Form
_Jan2015 developed by Clinical Network Services (CNS) Pty Ltd
	Page 10 of 10



The following is a summary of key questions that have been used to assess appropriateness of electronic systems for trials:
A “NO” to any of these requires a comment. Suitability for trial use of the electronic system shall be reviewed following completion of this form.

	Question
	Yes
	No
	Comments (if applicable)

	Are there unique identifiers and passwords to access the system?
	 
	 
	 

	Are there measures in place to keep passwords confidential (not shared)?
	 
	 
	 

	Does the system automatically suspend or log off a user after a specified period of inactivity?
	 
	 
	 

	Is access to certain functions controlled based upon the user's role (e.g., read, write, change, delete)?
	 
	 
	 

	Is there a list of individuals authorised to access each function?
	 
	 
	 

	Is there an audit trail for capturing changes to information in the system?
	 
	 
	 

	Is the original information as well as the new information still available after the change is made? (Attach example if appropriate)
	 
	 
	 

	Are the audit trail entries date- and time- stamped?
	 
	 
	 

	Does the audit trail indicate who made a change?
	 
	 
	 

	Is the audit trail protected from modification by users?
	 
	 
	 

	Are the audit trail and other security settings protected from being turned off?
	 
	 
	 

	Is the data in the system backed up (either via a network connection or external hard drive, for example) in case of system failure or loss of data at an appropriate frequency?
	 
	 
	 

	Can this backed up data be restored?
	 
	 
	 

	Has the restoration of backup data been tested?
	 
	 
	 

	Are electronic signatures used in the system?
	 
	 
	 

	Are electronic signatures protected from intentional or unintentional misuse?
	 
	 
	 

	When a signature is applied to a record, is it protected from cutting and pasting to other records?
	 
	 
	 

	Are the name of the signer and the meaning of the signature displayed?
	 
	 
	 

	When a signed record is altered, is the signature made invalid?
	 
	 
	 

	Will the monitor be able access the data for monitoring?
	 
	 
	 

	Is the system capable of restricting the monitor’s access to ONLY those patient records of a sponsor trial subjects?
	 
	 
	 

	Is there documentation maintained on installation and training?
	 
	 
	 

	Is there documentation maintained on system maintenance and upgrades?
	 
	 
	 

	Is there a policy for addressing the availability of data for a defined retention period?
	 
	 
	 





Form Completed By:  _____________________________________________________________
				Name, Position, Signature & Date


	Investigator/Site Evaluation: Appendix B Electronic Systems Assessment Form
_Jan2015 developed by Clinical Network Services (CNS) Pty Ltd
	Page 9 of 9



