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ALTTO / Neo-ALTTO Research Proposals requesting access to DATA only 


Version 5 
September 2026



This form and any accompanying documents should be submitted to alttoresearchproposals@frontier-science.co.uk


RESEARCH PROJECT PROPOSAL SUBMISSION FORM: DATA ONLY
	



RPP Reference Number (completed by FSS):
 
1 – PREMLIMINARY INFORMATION

PROPOSAL TITLE: 
	




PROPOSAL SUBMISSION DATE:
	



CONTACT DETAILS (Principal Researcher)
	NAME:
	

	JOB TITLE:
	

	INSTITUTION ADDRESS:


	

	TEL:
	

	E-MAIL: 
	

	INVOLVEMENT IN ALTTO/NeoALTTO STUDIES:
	

	E-MAIL LEGAL CONTACT:
	

	E-MAIL FOR INVOICE
	


CONTACT DETAILS (Statistician): 
	NAME:
	

	JOB TITLE:
	

	INSTITUTION ADDRESS:
	

	TEL:
	

	E-MAIL:
	

	INVOLVEMENT IN ALTTO/NeoALTTO STUDIES:
	


CONTACT DETAILS (Other Collaborator): 
	NAME:
	

	JOB TITLE:
	

	INSTITUTION ADDRESS:
	

	TEL:
	

	E-MAIL:
	

	INVOLVEMENT IN ALTTO/NeoALTTO STUDIES:
	


CONTACT DETAILS (Other Collaborator): 
	NAME:
	

	JOB TITLE:
	

	INSTITUTION ADDRESS:
	

	TEL:
	

	E-MAIL:
	

	INVOLVEMENT IN ALTTO/NeoALTTO STUDIES:
	


CONTACT DETAILS (Other Collaborator): 
	NAME:
	

	JOB TITLE:
	

	INSTITUTION ADDRESS:
	

	TEL:
	

	E-MAIL:
	

	INVOLVEMENT IN ALTTO/ NeoALTTO STUDIES:
	



	To which study does this Research Project Proposal apply?

	|_| ALTTO
|_| Neo-ALTTO
|_| Both: ALTTO and Neo-ALTTO

ALTTO: Final analysis dataset (01-Jul-2021)                                                    
Neo-ALTTO: Final analysis dataset (23-Dec-2019)




2. OBJECTIVES (PRIMARY AND SECONDARY)
	
















3. BACKGROUND AND RATIONALE
	















4. PATIENT POPULATION (ENTIRE STUDY OR SUBSET)
	











5. RESEARCH PLAN (provide a brief outline of the research proposal)
	

























6. DATA REQUIREMENTS 
	Please indicate the type of data you require for ALTTO (section 16) and NeoALTTO (section 17) as is applicable  for your proposal






7. STATISTICAL SECTION
(Give details of sample size, feasibility, patient population, proposal for how and where analysis will be done)
	

















9. PROPOSED TIMELINE: 

	









10. PROPOSED AUTHORSHIP:




Acknowledgement of Publication and Presentation guidelines in ALTTO/NeoALTTO Studies (see the Policy for Access)  |_|

11. POTENTIAL INTELLECTUAL PROPERTY:





Acknowledgement of policy for access appendix 1 ‘Intellectual Property Rights’  |_|

12. SOURCE OF FUNDING (including the statistical work)
	 






13. REFERENCES
	








14. ACCESS FEE
	
I confirm that I or my institution will pay the access fee once the DTA is fully executed.

|_| YES                                                                                   |_| NO




15. NON-NEGOTIABLE CLAUSES
	
I confirm that I and my institution will accept the non-negotiable clauses of the DTA.

|_| YES                                                                                   |_| NO





16 – DATA CHECKLIST - ALTTO

Please indicate which information you require for ALTTO if applicable to your research project. Please only ask for items, which are within the remit of your proposal.

Patient characteristics
	Dataset
	Description
	Required (Y/N)

	Subject level data (AdSL)
	age
	

	
	sex
	

	
	race
	

	
	safety and ITT flags
	

	
	treatment group
	

	 
	timing of Treatment exposure
	

	Baseline factors (AdBLF)
	Region
	

	
	Prior adjuvant chemotherapy
	

	
	Menopausal status
	

	
	Age
	

	
	Sex
	

	
	Histologic grade
	

	 
	Pathologic tumour size
	

	Subgroup (AdSG)
	Various age group categorisations
	

	 
	Body surface area
	

	
	Height at baseline
	

	
	Weight at baseline
	

	
	BMI at baseline
	










Disease characteristics
	Dataset
	Description
	Required (Y/N)

	Disease characteristics (AdDIsCHa)
	ER status (central and local lab + combined)
	

	
	PgR status (central and local lab+combined)
	

	
	Hormone receptor status
	

	 
	Lymph node involvement
	

	Stratification factors (AdSF)
	Chemotherapy design
	

	
	Chemotherapy timing
	

	
	Hormone receptor status
	

	 
	Axillary lymph node status
	



Treatment Information
	Dataset
	Description
	Require (Y/N)

	Study drug administration (AdDA)
	Study drug
	

	 
	Start and end study day of drug
	

	Exposure data (AdEX)
	Exposure to lapatinib (y/n, when)
	

	
	Exposure to trastuzumab (y/n, when)
	

	
	Chemotherapy (y/n)
	

	
	Taxanes (y/n)
	

	 
	Carboplatin (y/n)
	

	LVEF assessment data (AdLVEF)
	Method of LVEF
	

	
	LVEF result
	

	
	NYHA class
	

	
	Timing of LVEF assessment
	

	 
	Categorisation of LVEF drop from baseline
	



Outcome information
	Dataset
	Description
	Required (Y/N)

	Disease Free Survival (AxDFS)
	Time to event, censoring information and primary event category
	

	Overall survival (AxOS)

	Time to event, censoring information and primary event category
	

	Distant recurrence (AxTTDR)

	Time to event, censoring information and primary event category
	

	Recurrence (AxTTR)
	Time to event, censoring information and primary event category
	

	CNS (AxCNS)
	Time to event, censoring information and primary event category
	

	Adverse Events (AdAE)
	Study day (start & end ) of AE
	

	
	AE duration
	

	
	Serious event indicator
	

	 
	Action taken
	

	
	Relationship to study treatment
	

	
	Outcome of AE
	

	
	Toxicity grade of AE
	

	 Cardiac endpoints (AdCE)
	Study day of CE
	

	
	Whether primary or secondary cardiac endpoint
	

	
	Days since first lapatinib at CE
	

	
	Days since first trastuzumab at CE
	



If there is any other information you require for ALTTO please list this in the text box below.

[bookmark: _GoBack]

17 – DATA CHECKLIST - NeoALTTO

Please indicate which information you require for NEOALTTO if applicable to your research project. Please only ask for items, which are within the remit of your proposal.

	Dataset
	Description
	Required 
(Y/N)

	Subject level data (AdSL or ADLF)
	Region
	

	
	Age at randomisation
	

	
	Height
	

	
	Weight
	

	
	Race
	

	
	Histology
	

	
	Menopausal status at screening
	

	
	Clinical Tumour size
	

	
	Tumour grade
	

	
	Clinical nodal status
	

	
	HR status
	

	 
	ER status
	

	
	PR status
	

	
	IHC_results
	

	
	FISH_results
	

	
	CISH_results
	

	
	Primary BC surgery flag
	

	
	Timing of primary surgery
	

	 
	Breast cancer surgery
	

	
	Administered any treatment
	

	
	Treatment arm
	

	Pathological complete response
	Pathological complete response at surgery
	

	
	Pathological T stage at surgery
	

	
	Pathological N status at surgery
	

	Event free survival
	Time from randomisation to event
	

	
	Event/censoring indicators
	

	
	Type of event
	

	
	Other -please specify?
	

	Overall survival
	Time from randomisation to event
	

	
	Event/censoring indicators
	

	
	Type of event
	

	
	Other -please specify?
	



If there is any other information you require for NeoALTTO please list this in the text box below.
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