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NEW TRIAL FEASIBILITY Assessment for Commercially Sponsored Trials

This form is intended to be used to provide a practical examination of the feasibility of each of the study elements required for success of the trial at the Melbourne Children’s Campus including:
· Likelihood of patients/families agreeing to participate
· Ability to recruit expected numbers of participants
· Burden of the study on patients/families
· Staff expertise and capacity
· Necessary equipment available and accessible
· Supporting departments capacity and capability to support protocol requirements
· Funding availability and adequacy

The PI and Study Team can use this form to evaluate their ability to comply with protocol requirements (capability) and to estimate the resources required (capacity). The form is intended to be completed after reviewing the synopsis, protocol and other sponsor materials (where included) and before sponsor site selection visit.

	Why might we want to be selected as a site?

	Why might we not want to be selected as a site?

	· RCH department decision
· Early access to new therapeutic
· Unmet medical need
· Patient advocacy group pressure
· Key opinion leader
	· Not enough patients
· Site at Capacity: Pharmacy and other RCH departments
· Investigator at capacity: number of trials; available days/times; Back up medical cover not available. 
· Department at Capacity:  number of trials; workforce
· Concerns about sponsor/CRO skill/experience






	Study Details

	Sponsor
	

	CRO
	

	Protocol Number
	

	Protocol Title
	

	Principal Investigator
	

	Coordinator
	

	Lead Site (if known)
	

	Australian Sites (if known)
	



	Proposed Study Timelines (if known)

	Expected Site Selection Date
	

	Final Protocol Date
	

	HREC submission date
	

	First Patient First Visit date
	

	Site Activation Date
	

	Recruitment Timeline
	





The following are factors to consider when you receive a new proposal or protocol. Please note this list is not exhaustive. 


	STUDY POPULATION

	Is there a sufficient population to be enrolled?
· Are the inclusion/exclusion criteria overly restrictive?
· PI to carefully review and apply the inclusion/exclusion criteria to their patient list.
	

	What is the duration of study involvement for each participant? (from consent/screen visit to end of study visit). Will this patient group be agreeable to the study duration?
	

	What is your method of recruitment?
	

	Will the PI want to enrol rural/regional, interstate or overseas participants?   Discuss with Sponsor at Site Selection.
	

	Will enrolment compete with other studies seeking the same participants?  
· How many other trials are active and what is the number of patients enrolled on these trial?. 
· Will there be a sufficient number of eligible participants for this study?
· If this is a trial in rare disease does community trial fatigue exist even with no competing trials currently?
	

	Are inclusion/exclusion criteria overly restrictive? (consider the number of potential screen failures)
	

	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?
	

	Will participants turn 18 while on the study?  
· Are there local adult sites that participants can transfer to once they turn 18?  
· Consider a plan for how the participants would be managed on the study where certain RCH Services are not available for adults (e.g. Theatres, MCRU, Medical Imaging, IV and IT drug administration, Lumbar Puncture, General Anaesthesia, etc).  If not, a management plan will need to be put in place for these patients.
Note: You may apply for an exemption to be submitted to RCH Executive but approval is not guaranteed.   
	

	Please provide Above Standard of Care assessment report here.
Note: highlight which assessments in the protocol schedule of assessments table you consider to be above standard of care
	

	Please provide a Standard of Care Statement here.
Note: this will be required for the HREC submission.  HREC will want to know why this trial is being offered instead of standard of care.
	

	INVESTIGATIONAL PRODUCT

	Is the Investigational Product an important potential treatment choice for the patient group being studied?  
What is the standard of care for this patient group?
	

	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?
Will the sponsor want MCRI to apply for a site specific DNIR?  
Discuss with Sponsor at site selection.
	

	What is the mode of administration?  (oral, SC, IV, IT, ICV?)   
For IV delivery, do you have adequate nurse support for each administration? (at least 2 nurses with at least 1 back up)
For complex delivery (IT and ICV) have you discussed access to proceduralists and RCH facilities for administration?
	

	Has the study been discussed with RCH Clinical Trial Pharmacy in terms of Investigational Product handling and dispensing, capabilities, capacity and timing of proposed study site activation?   
Note: Pharmacy assessment is important prior to SSV and so is an integral part of internal feasibility/review
	

	STUDY PROTOCOL

	Is the protocol written clearly, with no ambiguity regarding dosing, procedures, etc.?  Does the PI Trial team have any questions for the sponsor about the IP, dosing or study procedures?
	

	Are the any ethical concerns about the study?   
· Will the study need to be discussed with the HREC prior to submission? 
· Consider the balance of scientific justification and invasiveness/burden.
· Is it expected that the participant/paediatric community will benefit from participating in the study?
	

	Having reviewed the protocol, does the study team believe the assessment and procedure requirements are able to be fulfilled?
· Consider: burden to participants/families, adequate staffing where blinded/unblinded teams are required, RCH capacity, etc.
	

	Has RCH Clinical Trials Pharmacy reviewed the protocol and Investigators Brochure?  
· Have they raised any concerns? 
· What are they?
	

	Which RCH Services are required for the study?
· Can these services meet the protocol requirements? (e.g., Clinical Trials Pharmacy, Medical Imaging, Laboratory Services, Theatres, Admissions, etc.)
	

	If relevant, is there an extension study and/or long-term access to the study treatment? 
· Consider: absence of potential ongoing access is likely to inhibit families from enrolling/continuing on the trial.
	

	Does this study require in-patient stays?  
· What is the duration?
· Will regular ward staff be required to undertake GCP training?
· Will additional staff be required (PK processing, etc.)
· Are overnight PK samples required? (NB: check that RCH lab services will process these otherwise x2 study staff are required to attend afterhours).
Note: Inpatient stays should be run by Kim O’Sullivan (Patient Flow/Director for Access & Clinical Operations).
	

	Does this study require families to stay close by for any part of the study?
  - Will overnight hotel stays be required?
	

	After reviewing the protocol and Schedule of Assessments, are there likely to be issues with participant compliance?
· How will participants' compliance be monitored (e.g. phone calls, apps, postcards)?   
· Will this require additional time by the study team to follow up?
	

	STUDY PROCEDURES

	Will there be eDiaries participants/parents/guardians are required to use?  
· Will this be a handheld device or App?
· If paper diaries are to be used (eg for dosing, symptoms, bleeds, etc.) are study staff required to enter this into a vendor portal?
	

	Are drug or device storage/accountability requirements complicated for families if they take IP home? (including carry bags with cool/ice packs for pts/families to transport IP from site)
	

	Are drug or device storage/accountability requirements complicated? (e.g. creams to be weighed by coordinator on receipt before return to pharmacy)
	

	Are there any procedures or assessments that would be challenging for the patient group to undertake/perform?  
· For example: complex or long infusions, self-injection, invasive and/or painful procedures, ability to swallow pills, MRI might need sedation, missed school days, missed working days for carer.
	

	Are tissue samples being collected?
· What tissue(s) are being taken
· If tissue collection procedures are considered above Standard of Care
· Will additional tissue be taken, or will only leftover samples be used
· What the tissue samples will be used for ie used in this study, biobanked for future research
Note: Consider Federal and State legislation in relation to the collection of tissue samples. Discuss with RCH HREC.
	

	Will access to nitrous oxide, cannulation services and or Child Life Therapy (CLT) be required?  
	

	Are there any study specific laboratory procedures to be performed locally that will need to be discussed with lab services before committing?
·  Is there a draft lab manual available for review
	

	Are there central labs?
· How many central lab vendors are there for this study?
	

	Are there any 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?
	

	Are there any procedures involving ionizing radiation?
Note:  A Medical Physicist Report will be required for each participating site for HREC submission.
	

	Will there be ECGs performed?
· Will RCH Cardiology services be required?   Cardiology review of ECG Trace and/or Cardiology Technician to perform ECG in A3.
·  Will there be a central reader?
· Will an ECG machine provided? 
	

	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.  

	

	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).
Note: All Theatre requirements should be run by Natalie Webb (RCH Head of Department) and Kim O’Sullivan (Patient Flow/Director for Access & Clinical Operations).
	

	STAFF REQUIREMENTS

	Are additional clinicians/specialists needed?
· Does the study require any independent clinical expert assessments (e.g. cardiologist, haematologist, rheumatologist, dermatologist, neurologist, psychologist, anaesthetist).
· If so, be sure to clarify with sponsor exactly which specialty 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?   
· For example: Blinded Research Nurse Coordinator, second Investigator for response assessments; other clinical services such as neuropsychology assessments)
· Is it feasible to accommodate a separate blinded dosing team at our site?
	

	Is adequate clinic and office space and equipment available?  
· What equipment is required?
· How many monitors will be attending site?
	

	Are there back up trial team members? 
· Co-investigator (at least 1 back up required)
· Research Nurse Coordinators (2 back up)
· Other allied health staff(at least 1 back up required)
· Blinded dosing team members
	



Form completed by (Name):____________________________						Date: _______________________
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