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Study amendment form[image: ]
Use this form to submit any changes you wish to make to your approved study. 
The amendment will be reviewed, and a decision will be issued within 60 days of valid submission.
1. Study details
1.1 Our Future Health Study ID
Enter answer
1.2 Study title
Enter answer
1.3 Principal Investigator’s name
Enter answer
1.4 Principal Investigator’s primary organisation
Enter answer
1.5 Principal Investigator’s email (as registered with Our Future Health)
Enter answer























2. Type of change(s) you wish to make
Select all that apply and complete the questions on the corresponding pages.

[bookmark: Check1]|_|  Change in study design or methods
[bookmark: Check2]|_|  Change in study time frame
|_|  Change of Principal Investigator
|_|  Change of Principal Investigator’s primary organisation
|_|  Change in funding arrangements
|_|  Request for access to additional data for your study
|_|  Addition or removal of researchers on your research team
|_|  Other

















3. Change in study design or methods
Your study design and methods help us to understand how you will carry out research in an
objective way to remove bias and get meaningful and precise conclusions.

3.1 Describe the change to the study design or methods and explain why it is necessary
Enter answer





4. Change of Principal Investigator
The Principal Investigator must be the research study lead responsible for the study’s conduct and its collaborators. They must also be an Our Future Health registered researcher.
For this change to be approved, we will contact the new Principal Investigator. They must confirm they accept this role on the study.

4.1 New Principal Investigator’s name
[bookmark: Text3_1]Enter answer

4.2 New Principal Investigator’s email address
The email address they used when registering as an Our Future Health researcher.
[bookmark: Text3_2]Enter answer

4.3 New Principal Investigator’s organisation
The organisation must be affiliated to the new Principal Investigator.
[bookmark: Text3_3]Enter answer

4.4 Explain why you are requesting to change the study’s Principal Investigator
[bookmark: Text3_4]Enter answer



5. Change of Principal Investigator’s primary organisation
The Principal Investigator must be the research study lead responsible for the study’s conduct and its collaborators. They must also be an Our Future Health registered researcher.
For this change to be approved, we will contact the new Principal Investigator. They must confirm they accept this role on the study.

5.1 Principal Investigator’s new primary organisation
The organisation must be affiliated to the Principal Investigator.
[bookmark: Text4_1]Enter answer

5.2 Name of organisation's authorised representative
[bookmark: Text4_2]Enter answer

5.3 Job title of organisation's authorised representative
[bookmark: Text4_3]Enter answer

5.4 Email address of organisation's authorised representative
[bookmark: Text4_4]Enter answer

5.5 Explain why you are requesting to change the Principal Investigator’s primary organisation
[bookmark: Text4_5]Enter answer


6. Change in funding arrangements
List all the organisations you have applied to for funding.

6.1 Organisation name
[bookmark: Text5_1]Enter answer
Funding status
|_|  Funding is secured
|_|  Funding application is in process

6.2 Organisation name
[bookmark: Text5_2]Enter answer
Funding status
|_|  Funding is secured
|_|  Funding application is in process

6.3 Organisation name
[bookmark: Text5_3]Enter answer
Funding status
|_|  Funding is secured
|_|  Funding application is in process

6.4 Additional information
[bookmark: Text5_4]Enter answer


7. Request for access to additional data for your study
You can request access to additional data for your study. Any additional data requests must be directly related to your study aim.
To find out more about the Our Future Health data, go to our data documentation.
NHS England flow down terms apply to NHS England linked health records data. You can learn more about the flow down terms in our Resource Terms and Conditions (PDF, 377KB).

7.1 Select which additional data is required for your study
Select all that apply.

|_|  Questionnaire data: the self-reported health information provided by participants in response to our health questionnaire
|_|  Clinic measurements data: Baseline physical health measures collected from participants during their clinic appointment by trained staff
|_|  Participant geographies data: Country and region information derived from participants’ self-reported address at the time of registration to the Our Future Health programme
|_|  Participant geographies data: Lower Super Output Area (England and Wales)
|_|  Participant geographies data: Middle Super Output Area (England and Wales)
|_|  Participant geographies data: Intermediate Zones (Scotland)
|_|  Genetic data: genome-wide SNP array and imputed data
|_|  NHS England linked health records data: Accident and Emergency (HES A&E)
|_|  NHS England linked health records data: Emergency Care Data Set (ECDS)
|_|  NHS England linked health records data: Admitted Patient Care (HES APC)
|_|  NHS England linked health record data: Cancer Pathway
|_|  NHS England linked health record data: Cancer Registry
|_|  NHS England linked health records data: Office for National Statistics (ONS) Death Registration data for England and Wales
|_|  NHS England linked health records data: Outpatients (HES OP)
|_|  NHS England linked health records data: Medicines Dispensed in Primary Care

7.2 Explain why you are requesting additional data and how it supports your study aim
[bookmark: Text6_2]Enter answer


8. Addition or removal of researchers on your research team
You can now request to add or remove researchers to your study through your researcher account. You can only add researchers who are registered with Our Future Health.

When you remove a researcher from a study, they lose access to any previous projects on that study in the Our Future Health trusted research environment (TRE).

Make sure that any projects or files you need can be accessed by other researchers on the project before requesting to remove a researcher.




































9. Other amendment to study
9.1 Describe the amendment you would like to make to your study and explain why it is necessary
Enter answer


10. Declarations
10.1 Principal Investigator declaration
I hereby confirm that:
|_|  I take responsibility for the completed amendment form
|_|  I take responsibility for all research being undertaken for the research study above
|_|  The provisions of the Researcher Terms and Conditions (including any applicable     amendments and updates) are being complied with
	Email address
Enter answer

	Date
Enter answer





10.2 Principal Investigator’s primary organisation declaration
The Principal Investigator’s primary organisation is the organisation that takes on overall responsibility for proportionate, effective arrangements being in place to set up, run and report a research study.
The person signing as representative must have authority within the organisation to do so.
|_|  I take responsibility for the completed amendment form 
|_|  I confirm continued oversight of the above research study above
Name
Enter answer
Job title
Enter answer
	Email address
Enter answer

	Date
Enter answer






11. Signatures
Do not complete the signature fields. Our Future Health will contact you after reviewing the amendment form. 
If the amendment form meets requirements, a signature request will be sent to the Principal Investigator and authorised representative.
	
Principal Investigator signature
	
Date

	
	

	
Authorised representative signature
	
Date
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