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SNAP Trial: Application for Co-Enrolment
Within SNAP, co-enrolment refers to the enrolment of an individual participant into two or more interventional clinical trials. Although the SNAP trial encourages and supports co-enrolment, it is important that the safety of the participants and the scientific integrity of the co-enrolling studies is considered carefully.
All interventional studies that are requesting co-enrolment with the SNAP Trial will need to complete the SNAP Co-Enrolment Application Form. 
Once complete, please return the completed form to the SNAP Trial Management Group as per the below: 
· Where the study requesting co-enrolment approval is recruiting at SNAP-recruiting sites in more than one country: please email your application through to the Global Trial Management Group (snap-trial@unimelb.edu.au)
· Where the study requesting co-enrolment approval is recruiting at SNAP-recruiting sites in only one country: please email your application through to the relevant Regional Trial Management Group as listed on the SNAP website.
Please refer to the SNAP Trial Study Proposal Guidance Document (Appendix 3: Applications for Co-Enrolment) for more information on the process.
A response will be provided regarding the outcome of the application within one month of receipt of the completed form. 
	1. STUDY OVERVIEW
(to be completed by the study team applying for co-enrolment or by the SNAP Trial RTMG on behalf of the study)

	Name of study:
	

	ClinicalTrials.gov Listing ID:
	

	Trial Website (if applicable):
	

	One sentence summary of study:
	

	Study design:
e.g. frequentist parallel group RCT; cluster RCT; crossover RCT; Bayesian adaptive platform trial; Frequentist factorial trial
	

	Proposed or actual study regions and/or sites:
	

	Likely proportion of participants in the study with staphylococcus aureus bacteraemia:
	|_| 100%
|_| 50 – 99%
|_| 10 – 49%
|_| <10%

	Likely number of staphylococcus aureus bacteraemia patients needed from each site for the study:
	_______ per year per site, or
[bookmark: Check4]|_| N/A (not targeting staphylococcus aureus bacteraemia)

	2. STUDY DETAILS – If available, please provide a 1–2-page trial synopsis. If not available, please answer all questions in this section.
(to be completed by the study team applying for co-enrolment or by the SNAP Trial RTMG on behalf of the study)

	Participant inclusion criteria:
	

	Participant exclusion criteria:
	

	Intervention(s):
	

	Blinding: 
	[bookmark: Check2]|_|  No
|_|  Yes, please describe: [insert blinding description]

	Control: 
	

	Primary outcome:
	

	Mandated or restricted intercurrent treatments: 
(other than the randomised intervention)
	



	3. REVIEW OF STUDY REQUESTING CO-ENROLMENT
(to be completed by the SNAP Trial RTMG (single country recruitment) or GTMG (multiple country recruitment))

	Criterion
	Major issue precludes co-enrolment
	Minor issue            co-enrolment may be possible
	No issue

	Biological interaction between interventions
There should be minimal or no biological interaction between the experimental interventions in the two trials. If there is a potential biological interaction, then the interventions received as part of Trial X should reflect what participants in SNAP would have been received through routine clinical care, rather than as a result of their participation in Trial X.

	|_|
	|_|
	|_|

	Effects on protocol compliance and intercurrent care
There should be minimal or no influence on SNAP protocol compliance or intercurrent care resulting from enrolment in Trial X.
	|_|
	|_|
	|_|

	Equal allocation to treatment groups
The treatment groups in SNAP should have equal chances of being allocated to the treatment groups in Trial X.
	|_|
	|_|
	|_|

	Treatment restrictions
Any protocol-mandated treatment restrictions in the intervention or control group of Trial X should not alter the treatment allocations in SNAP.
	|_|
	|_|
	|_|

	Mandated intercurrent treatments
Intercurrent treatment requirements in the control or intervention groups of Trial X should not substantially alter the treatments of patients in SNAP.
	|_|
	|_|
	|_|

	Outcome ascertainment
Ascertainment of outcomes in Trial X should not affect the outcomes in SNAP.
	|_|
	|_|
	|_|

	Clinical decision making
Information collected in Trial X that would not otherwise have been collected, and that is contemporaneously available, should not alter clinician decision making in any way that might affect the interventions, intercurrent care or outcomes of SNAP.
	|_|
	|_|
	|_|

	Adverse event procedures
The procedure for dealing with an adverse event in Trial X should not  impact the conduct of SNAP.
	|_|
	|_|
	|_|

	Burden of consent and trial participation on the participant:
	[bookmark: Check5]|_| High
[bookmark: Check6]|_| Medium
[bookmark: Check7]|_| Low

	Time/capacity required by the site to participate in this external trial:
	|_| High
|_| Medium
|_| Low

	4. APPROVAL
(to be completed by the SNAP Trial RTMG (single country recruitment) or GTMG (multiple country recruitment))

	Approval of co-enrolment recommended:
	|_| Yes – approval recommended 

	
	|_| No – approval NOT recommended

	
	|_| Maybe – needs further discussion with GTSC and/or investigators of trial
· Provide outcomes of the discussion: [insert summary of further discussions]
· Final Outcome:
|_| Yes – approval recommended
|_| No – approval NOT recommended

	DECLARATION 
(to be completed by the SNAP Trial RTMG (single country recruitment) or GTMG (multiple country recruitment))

	Name
	
	Role
	

	Signature
	
	Date
	

	5. GTSC RATIFICATION

	Date Ratified by the Global Trial Steering Committee (GTSC):
[to be completed by GTMG]
	



Please note this guide has been adapted with thanks from the published co-enrolment criteria from the ANZICS CTG-supported SPICE8 trial (Reade MC, Bass F, Howe B, Seppelt I, Shehabi Y. Considerations for co-enrolment in randomised controlled effectiveness trials in critical care: the SPICE-8 co-enrolment guidelines. Crit Care Resusc. 2017;19(2):110-4).  
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