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Site Selection/Qualification Visit (SSV/SQV)/Pre-Study Visit (PSV) Checklist for Commercially Sponsored Trials
This form is intended to be used by researchers within the Melbourne Children’s Campus (MCC) at the SSV/SQV/PSV to ensure the site has all the necessary information for agreement to proceed to study start up if selected as a participating site.   Note that these visits provide an opportunity for the site to review capacity and confirm feasibility, study conditions, timelines and sponsor expectations prior to committing to proceed with the study.

	Study Details

	Sponsor
	

	CRO
	

	Protocol Number
	

	Protocol Title
	

	Principal Investigator
	

	Associate Investigator
	

	Study Coordinator
	

	Lead Site
	

	Lead Ethics
	



	Proposed Study Timelines

	Expected Site Selection Date
	

	Final Protocol Date
	

	Proposed/expected HREC submission date
	

	Expected Site Activation Date
	

	Planned length of recruitment at RCH/MCRI
	



	
RECRUITMENT

	What is the study’s total recruitment number?
How many participants does the sponsor want enrolled at RCH/MCRI?
	

	What is the overall enrolment/recruitment timelines?
· Are these timelines realistic? (consider: start-up/CTA/HREC capacity and timelines, investigator availability and capacity [? planned leave], appropriate study coordinator staffing, campus/supporting department capacity, etc.)
	

	Are we being considered as a ‘rescue’ site (other sites have not met recruitment expectations)? 
· If so, seek advice from sponsor as to current enrolment and likelihood of our site enrolling a patient.
· Review study timelines in relation to our site being able to process HREC submission and start up in a timeframe that is conducive to sponsor requirements.
	

	Has the study already started enrolling elsewhere? 
· If so, where, when and how many participants are already enrolled?
	

	Is this trial designed to have competitive recruitment or will the sponsor guarantee enrollment slot/s?
	

	If relevant to the study population, will the sponsor agree for the site to enroll rural/regional, interstate or overseas participants?   
	

	INVESTIGATIONAL PRODUCT

	Is the Investigational Product an Advanced Therapy? (Gene Therapy, Antisense Oligonucleotide, Cellular Therapy)  
	

	If the IP is a Gene Therapy, does the sponsor have the DNIR licence or do they want MCRI to apply for a site specific DNIR?  
	

	Address any questions raised at feasibility by study team members or RCH Clinical Trial Pharmacy.

	

STUDY PROTOCOL

	Is the protocol in its final form?  
· If not, when can we expect the final version?
	

	What trial specific consumables are required and confirm they will be provided by the sponsor. (e.g. pregnancy test kits, cooler bags for transport of IP, oral thermometers, etc.)
	

	Is there an extension study and/or long-term access to the study treatment? (Absence of potential ongoing access is likely to inhibit families from enrolling/continuing on the trial.)
	

	Might participant compliance problems be likely?  
· If so, how will participants' compliance be monitored (e.g. phone calls, apps, postcards)? 
· Will the sponsor pay for additional staff time?
· Are there any planned participant retention activities/aids?  
· Will retention aids be provided by the sponsor?
	

	Will any of the study participants reach 18 years of age while on study?  
· If so, will there be an adult site involved for patients to transfer to?  
· If not, what is the PI’s plan for this cohort to continue on trial where not all services are able to be provided at MCC?
· Are external services required. (eg. Lake Imaging, alternative hospital for scopes, etc.)
	

	STUDY PROCEDURES

	Is there a draft lab manual available for review?
· If not, when will this be available?
	

	Will the study be using Central Lab Services?
	

	Does the protocol require samples to be processed locally at RCH?
	

	Does the sponsor require reference ranges?
	

	Will there be ECGs performed?  
· If so, will cardiology be required to perform and/or review the ECG?  
· Will the sponsor provide an ECG machine?
· If so, will ECGs be uploaded to a vendor system?
	

	Will there be EEGs performed?
· Will there be third party vendor equipment provided?
Note:  Contact RCH Neurology early as they may not be agreeable to the use of vendor-supplied equipment.  
	

	Assuming EDC will be used, will there be any additional hard copy/paper case report forms? (Eg. Paper questionnaires, participant reported outcomes, etc.)
· Will there be any special storage/archiving requirements for these documents?
	

	Are drug or device storage/accountability requirements complicated for site staff? (e.g. creams to be weighed when returned to site)
	

	Are participant diaries used? 
· If so, does this require staff time for transcription (if written), uploading (if electronic) or interpretation?
	

	Are there study specific Medical Imaging procedures that will need to be discussed with Medical Imaging before committing?  
· Is there a draft imaging manual available for review?
· If not, when will this be available?
Note to site staff:  all MRI requirements should be run by MID.research@rch.org.au first.
	

	Are there any procedures involving ionizing radiation?
Note to site staff:  if selected as a site, submit relevant DERP form ASAP to initiate Medical Physicist Report .
	

	Are there any requirements for theatres?  (e.g. Lumbar puncture, muscle biopsies, etc.) 
Does the protocol or procedure manual specify use of atraumatic needle for LPs.  Note: RCH uses cutting needle (=traumatic).

	

	Does this study require overnight in-patient stays?  
· If so, will additional staff be required (PK processing, etc.)?

	

	Will participants be required to record information to devices or via applications?  Will the devices be provided or will applications need to be uploaded to participant’s personal device? If yes, provide detail for each. 
	

	Advise the sponsor/CRO they will need to provide a list of third-party vendors.
(IWRS, EDC, central laboratory, courier, eCOA, central imaging, participant reimbursement, etc)
Note to site staff:  If selected as a site, check each vendor system is approved on MCRI Software Catalogue. If the vendor system is not showing as approved, complete and submit a Clinical Trial Form to CAB, this is located within the catalogue.
	


	Request a list of equipment provided by the sponsor that will come into contact with a participant or RCH infrastructure. (eg. ECG machine, wearable device, protocol specified intrathecal needles not on RCH impress, devices that connect to RCH infrastructure in theatres, etc.)
· Request associated manuals
Note to Site Staff: these will need to be submitted to RCH CPEC +/- RCH TRB via maryann.fabricante@mcri.edu.au (request the CPEC form from MaryAnn)
	




	
STAFF REQUIREMENTS

	What are the training requirements for the study?   
· What training is required in addition to Site Initiation Visit?  
· Provide training time estimate for sponsor and each vendor.
	

	Are additional clinicians/specialists needed?
· If so, can MCC staff the requirements or are external providers required?
· Is there a requirement for independent medical/clinical assessments? 
·  Does the study require the same assessor for each participant throughout the study?
· Be sure to clarify with sponsor exactly which speciality is required as requirements will vary between countries (e.g. psychiatrist or neurologist in US vs paediatrician or psychologist in Australia. Haematologist in US vs anaesthetist in Australia for lumbar punctures.
	

	Are there blinded assessments that require additional trained staff?   (EG. Blinded Research Nurse Coordinator, second Investigator for response assessments; other clinical services such as neuropsychology assessments)
· List all that apply
	

	What is the required timeframe for electronic entry of data?
· Is the timeframe achievable?
	

	What is the required timeframe for response to queries?
· Is the timeframe achievable?
	

	How many monitors will be attending site and how often?
· Request a monitoring schedule.
	




	BUDGET

	Advise the sponsor/CRO we will require reimbursement of the costs of Nitrous Oxide, cannulation services and/or Child Life Therapy should they be required for an individual participant?
	

	Will sponsor reimburse all screen failures?
	

	Will off-site archiving costs for hard copy documents generated for the study be included?   
	

	Is a third-party vendor used for site payments?
If so, which vendor? Are payments Recipient Created Tax Invoice (RCTI) or Request For Invoice (RFI)
	

	If the site is selected, there is a study cancellation agreement that will need to be signed. 
· Who should this be sent to?
	

	Will the sponsor initiate a contract with Kits4Life?  
· If not, there will be an additional cost for study staff to dispose of expired kits.
	

	Does the sponsor understand that if site staff are required for remote monitoring, an hourly rate will apply for their time?
	

	Advise the sponsor/CRO that we cannot proceed to Ethics submission (if RCH lead site) or preparation of Governance package (of RCH accepting site) without an agreed budget.

	OTHER CONSIDERATIONS

	Are there other sites in Australia?  Does the sponsor want RCH/MCRI to be lead site?
	

	Will the sponsor be using Shared Investigator Platform?
	

	Is the sponsor planning sponsor/site audits for this study?
· If so, how will sites be selected and prepared for the audit?  
	

	Does the sponsor agree to using eISF (Florence)?  
	

	Will the study be monitored (ongoing QA activity) or audited (e.g. by REG or sponsor)? By whom?
· If so, by whom?
· Request monitoring schedule be provided.
	

	Does the sponsor understand that our site currently does not allow remote monitoring of EMR?
	

	Are there other sites in Australia?  
If so, request site names be provided.
Note to Site Staff: Prefer to be lead site whenever possible.
	

	SIV scheduling – notify the sponsor/CRO that RCH Clinical Trials Pharmacy will not attend an SIV until Governance Authorisation is received, furthermore, they will not receive IP until SIV training is completed.  
	


	OTHER INFORMATION REQUIRED FOR STUDY START UP

	Which supporting departments (SDs) are required for this trial?

	Strike through SDs not required:
· Clinical Trials Pharmacy
· MCRU
· DMU
· Laboratory Services
· MID
· Cardiology
· Ward
· Theatres
· Patient Flow
· Physiotherapy
· Speech pathology
· Other: __________________


	RCH Head of Department contact?
	

	MCRI Group Lead contact?
	




Form completed by (Name):____________________________						Date: _______________________
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