

CSL  |  External Research
Research Proposal Form
	Research Proposal Details

	Date of request
DD/MMM/YYYY
	

	Title of proposed research
	



	Primary researcher contact information
Attach the primary researcher’s CV with this proposal.

	Name
	

	Title
	

	Preferred contact details
Email, mail or phone
	



	Institution contact information
The Data Sharing Agreement will be between CSL and the institution.

	Institution name
	

	Street address
	

	City
	

	State / province
	

	Country
	

	Phone
	



	Institution authorised signatory for agreements

	Name
	

	Position
	

	Email
	



	Primary research team

	Name
	Title
	Institution

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



	Statisticians

	Name
	Title
	Institution

	
	
	

	
	
	

	
	
	



	Research rationale and objective
Provide the background and rationale, expected outputs, and how the research will advance medical knowledge.

	



	Research study design
State whether this is further analysis of a single study, a pooled analysis of multiple requested studies, or a pooled analysis including additional studies.

	



	Endpoints
Describe the primary and secondary endpoints to be analysed.

	Primary endpoints
	

	Secondary endpoints
	



	Clinical data and/or documents requested
List specific studies, data fields and time points; include full Protocol/Study ID and/or ClinicalTrials.gov or EudraCT identifier; explain why each item is critical.

	Request
	Reason

	
	

	
	

	
	

	
	

	
	

	Research duration
Enter the proposed duration to complete the research, for example 6, 12 or 24 months.

	



	Ethics / IRB approval

	Does the proposed research require Ethics/IRB approval?
	    ☐ Yes               ☐ No



	Summary of Statistical Analysis Plan (SAP)

	Endpoints and time points
	

	Patient selection criteria
	

	Effect measures
	

	Statistical models and tests
	

	Adjustment strategies
	

	Multiplicity approach
	

	Statistical precision / power for sample size
	

	Strengths and limitations
	


Attach a detailed SAP covering:
• planned population, inclusion/exclusion criteria, exposure criteria and events defining cases and exposed study groups
• effect measures, statistical models and/or tests for each endpoint
• confounding adjustment methods, confounders and/or covariates selection criteria
• power, precision and clinically meaningful difference assumptions
• model fit tests and sensitivity analyses
• subgroup analyses and handling of missing or censored data
• meta-analysis criteria and study eligibility, methods and heterogeneity assessment
• presentation of results, strengths, limitations, potential bias and key assumptions



	Publication plan
List the proposed output type, e.g. abstract, manuscript, and estimated submission date.

	



	Research funding
Identify all current and planned funding sources (full, partial; government/agency grants etc), including reference identifiers.

	



	Potential conflicts of interest
Disclose any relationship involving a research team member that could be perceived as influencing the research design, conduct or interpretation.

	Researcher name
	Potential conflict of interest

	
	

	
	

	
	

	
	

	
	



	Three independent experts in the field
List experts CSL could consult, if needed, regarding scientific merit.

	No.
	Name
	Title
	Contact phone number

	
	
	
	

	
	
	
	

	
	
	
	



	Declaration

	I understand that missing or incomplete information may result in rejection of the request or a delay in request consideration

	Primary researcher name
	

	Signature
	

	Date
DD/MMM/YYYY
	


Privacy notice: Except with the prescribed consent of the individual concerned, the Personal Data provided in this form will be used only for the purposes of processing this request and other directly related purposes. All information collected as a function of this request will be deleted 120 calendar days after the request is closed, unless retention is required for continuing legal requirements.
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