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PURPOSE
This standard operating procedure (SOP) outlines what is required by a site when undergoing a site monitoring visit by a contracted monitor from a Clinical Research Organisation (CRO).
Site monitoring visits are conducted to ensure the following:
· the rights, safety and well-being of subjects are protected and respected;
· the privacy and confidentiality of subjects are protected in accordance with good clinical practice (GCP) and applicable regulatory requirements and local country privacy laws;
· the reported clinical trial data are accurate, complete and verifiable with source documents; 
· the clinical trial is conducted in compliance with the current and approved protocol and protocol amendment(s), GCP and applicable regulatory requirement(s).
SCOPE
This SOP is applicable to all persons involved in conducting clinical trials.
REFERENCES
· [bookmark: _Hlk19534706][bookmark: _Hlk19535069]INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
DEFINITIONS
Contract Research Organization (CRO): A person or an organization (commercial, academic, or other) contracted by the sponsor to perform one or more of a sponsor's trial-related duties and functions.
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.
Monitoring: The act of overseeing the progress of a clinical trial, and of ensuring that it is conducted, recorded, and reported in accordance with the protocol, SOPs, GCP, and the applicable regulatory requirement(s).
Monitoring Report: A written report from the monitor to the sponsor after each site visit and/or other trial-related communication according to the sponsor’s or CRO’s SOPs.
Sponsor: An individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial.
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 does not include a corporation or agency).  The obligations of a sponsor-investigator include both those of a sponsor and of an investigator.
Appendices
· None.
procedure
Site Monitoring
Site monitoring will be sub-contracted to a CRO who will conduct the visit according to their SOPs and forward the report and follow-up letter to the sponsor.
Upon sponsor approval, the monitor will forward the follow-up letter to the investigator who will be required to respond to the requests and observations raised by the monitor and ensure that all required activities have been completed.
1.1 prior to a site Monitoring visit
The monitor will contact the site to arrange a mutually convenient date for the visit, ensuring the relevant trial team members are available.  Once a site monitoring visit date has been agreed to, the monitor will confirm the visit in writing to the investigator.  The confirmation should include an agenda detailing required documents that must be made available for review by the monitor scheduled times for meeting applicable trial team members (e.g. site pharmacist) and any expectations the monitor has of the visit, such as site pharmacy visit, collection of specific case report form (CRF) pages, regulatory documents, etc.
A meeting with the investigator or sub-investigator should be arranged for each visit.  If an investigator is unavailable and there are no study issues to be discussed, alternate meetings are acceptable.
the Site Monitoring Visit
The documents and activities the monitor may review at a monitoring visit include but are not limited to the following:
Study Team and Facilities
The monitor will verify that the study team continue to be adequate for the clinical trial with respect to:
Resourcing level,
Experience and suitability,
Training,
Any staff changes may necessitate the following:
Collection of current, signed & dated CVs; medical registration (if applicable),
Preparation of, or amendment to, any applicable regulatory documents,
Completion of the site signature and responsibilities log or equivalent form,
Confirmation of training in protocol and trial specific procedures.
Verify that site facilities, such as pharmacy, laboratories, etc. continue to be adequate for the clinical trial.
Verify that equipment used in the conduct of the clinical trial has been adequately maintained and documentation is available for review i.e. calibration and/or maintenance records.
Any facility changes may necessitate collection of additional regulatory documents, such as laboratory normal values, accreditation/certification.
Verify that any outstanding staff and facility issues from the previous monitoring visit have been resolved.
Subject Recruitment 
Verify that all required logs, such as the subject Identification log, have been maintained and completed accurately.
Verify that the recruitment rate is in accordance with clinical trial timelines and goals.  
Verify that subjects recruited:
Have provided informed consent, by reviewing each subject’s original signed informed consent form (ICF).
Informed consent has been obtained in a manner compliant with GCP, the protocol and local regulations and such consent is appropriately documented.
Have been consented using the Human Research Ethics Committee [HREC] currently approved form.
Meet the eligibility criteria (inclusion/exclusion criteria) as determined by the HREC approved protocol and this is adequately documented.
Verify that any outstanding recruitment issues from the previous monitoring visit have been resolved.
Data
Verify that the site is maintaining sufficient source documents to support the clinical trial (e.g. medical records, procedural results, accountability records, etc.).
The following should be verified:
Source documentation is accurate and coherent (e.g. all lab/ECG reports are assessed and signed by the investigator or delegated sub-investigator; study coordinator’s notes are not conflicting with investigator’s notes etc.).
Source entries signed and dated by the author/s as appropriate.
CRFs have been completed according to GCP, any applicable CRF completion guidelines and the protocol.
CRFs have been completed by authorised trial team members according to the site signature and responsibilities log, or similar.
CRFs have been completed accurately according to the source documents and contain consistent administrative details such as subject identification and unique subject identifiers.
Data entered in the CRFs is logical and consistent with data recorded in other documents (for example in subject diaries).
Data added to or amended in the CRFs or source documents is done so in a manner and format compliant with the protocol and applicable GCP. 
Verify that any outstanding data issues from the previous monitoring visit have been resolved.
Adverse Events (AEs) and Serious AEs (SAEs) 
Verify that the site has appropriately identified and recorded all events in source documents and CRFs. 
Verify that the site has reported all SAEs in the required timeline, using the appropriate reporting documents and methods and in a manner compliant with the protocol, GCP and local regulations.
Ensure that all site generated SAEs have been reported in writing to the site’s HREC within that committee’s required timelines.
Verify that any outstanding safety issues from the previous monitoring visit have been resolved.
Investigational Product (IP)
Verify that all IP is accounted for and documented on the applicable accountability log(s) and all shipment records have been maintained.
Verify that all IP are securely stored in conditions compliant with the protocol and local product labelling requirements.
Verify that the subject was allocated and received the correct IP and/or treatment as per protocol.
Verify dispensing practices are in accordance with the protocol and institution’s practices.
Ensure that the IP has not expired. 
Verify that the remaining IP has been dealt with in accordance with the protocol and local regulations.
Verify that any outstanding IP issues from the previous monitoring visit have been resolved.
Investigator Site File (ISF)
The monitor should regularly verify that the site has maintained the ISF in accordance with the protocol, applicable GCP and local regulations.  In particular ensure all correspondence has been filed chronologically.
Ensure that all the documents the site is using (protocol, ICF, etc.) are current and (where applicable) have received HREC approval.  Ensure that superseded documents are marked as such and filed in the ISF.
Ensure that the site visit log is signed by the monitor and appropriate trial team member at the time of the visit.
Verify that any outstanding ISF issues from the previous monitoring visit have been resolved.
Regulatory Compliance 
Verify that the site has been compliant with all protocol and regulatory requirements as well as applicable GCP.  For example, but not limited to:
Verify that the site has continued to protect subject confidentiality and privacy in accordance with applicable GCP and local regulations.
Verify that the site continues to submit information to and obtain approval from the HREC and local authority(ies) for protocol amendment(s), site-specific amendment(s), SAEs, progress reports and, where required, annual approval.
Verify that any collected lab specimens have been handled in accordance with the protocol and applicable transportation laws and regulations.
Verify that any outstanding regulatory issues from the previous monitoring visit have been resolved.
Meeting with Principal Investigator
Review significant findings identified during the visit as well as any outstanding from previous visits or communication.
Make arrangements for the next scheduled monitoring visit. 
Filing
All correspondence and reports will be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).

	Monitoring Visits_Sept 2019 developed by Clinical Network Services (CNS) Pty Ltd.
	Page 1 of 5




	[bookmark: _GoBack]Monitoring Visits_ Sept 2019  developed by Clinical Network Services (CNS) Pty Ltd.
	Page 5 of 5



