[bookmark: _Toc197379239]Annex 5. Framework Testing Results and Source Information
In reviewing the framework’s source, if an attribute or sub-attribute is present but did not originate from that particular document/process type, it is marked with a "V." If the attribute or sub-attribute is both present and originated from that document/process, it is marked with an "O." Conversely, if the attribute is not present in the documents at all, it is marked with an "X."
For the testing result (presence check), “V” indicates that the attribute was found in the consent forms while “X” means didn’t exist.
	No
	Attribute
	Source
	ICF

	
	
	NIH
	Recomm
	ICFs
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16
	17
	18
	19
	20
	21
	22
	23
	24
	25

	CONSENT
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	1
	Affiliation (Organization)
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V

	2
	Alternative procedures
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	X
	V
	V
	X
	X
	X
	V
	V

	3
	Benefits
	X
	O
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V

	4
	Compensation
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	5
	Consent
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	5.a
	Assent
	X
	X
	O
	V
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	5.c
	Consent validity
	X
	X
	O
	X
	X
	V
	X
	X
	V
	V
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X

	6
	Contact for rights or issues
	X
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	7
	Date/time
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	8
	Cost
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	9
	Eligibility criteria
	X
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V

	9.a
	Exclusion criteria
	X
	X
	O
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	9.b
	Inclusion criteria
	O
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	X
	V
	V
	V
	X
	V
	V
	V

	9.b.1
	Language
	X
	O
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	9.b.2
	Number of subjects
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	X
	V
	X

	10
	Funding source
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	X
	X

	11
	Grantee
	X
	O
	V
	X
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	11.a
	Name
	X
	X
	O
	X
	X
	V
	V
	V
	V
	X
	V
	X
	V
	X
	X
	V
	V
	X
	V
	V
	V
	V
	V
	X
	X
	V
	V
	V

	11.b
	Organization
	X
	X
	O
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	11.c
	Role
	X
	X
	O
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	V

	11.d
	Signature
	X
	X
	O
	X
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	12
	Grantor
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	12.a
	Name
	X
	X
	O
	X
	V
	X
	V
	V
	V
	X
	V
	V
	V
	V
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	X
	V
	V
	X

	12.b
	Relationship to subject
	X
	X
	O
	V
	X
	X
	X
	V
	X
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	V
	X
	X
	X
	V
	X
	X
	X

	12.c
	Signature
	X
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V

	13
	Investigator
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X

	13.a
	Study team contact information
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	14
	Study description
	X
	O
	V
	X
	X
	V
	X
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	X

	14.a
	Study duration
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	X
	V
	X
	V
	V

	14.b
	Study goal
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	14.c
	Study ID
	X
	O
	V
	V
	X
	X
	V
	V
	V
	X
	V
	X
	V
	X
	X
	X
	X
	X
	V
	X
	V
	X
	X
	X
	V
	X
	X
	X

	14.d
	Study place
	X
	O
	V
	V
	V
	V
	V
	X
	V
	V
	X
	V
	V
	X
	V
	V
	X
	X
	V
	X
	X
	X
	X
	V
	X
	X
	V
	V

	14.e
	Study type
	X
	X
	O
	V
	X
	X
	V
	X
	X
	V
	X
	X
	X
	V
	V
	V
	V
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X

	15
	Study title
	X
	O
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	16
	Subject
	X
	X
	O
	X
	X
	X
	X
	V
	X
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	V
	V
	X
	X
	V
	X
	X
	V

	16.a
	Name
	X
	X
	O
	X
	X
	X
	X
	V
	X
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	V
	V
	X
	X
	X
	X
	X
	V

	16.b
	Contact information
	X
	X
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X

	16.c
	Signature
	X
	V
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	V
	X
	X
	X

	17
	Voluntary participation
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	18
	Witness
	X
	O
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X

	18.a
	Name
	X
	X
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X

	18.b
	Signature
	X
	X
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	GRANTEE PERMISSIONS
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	19
	Additional permissions
	X
	X
	O
	V
	V
	V
	V
	X
	V
	V
	V
	V
	X
	X
	X
	X
	X
	V
	X
	X
	V
	V
	V
	X
	V
	X
	X
	X

	19.a
	Additional consent
	O
	X
	V
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X

	20
	After study, data access
	V
	O
	V
	X
	V
	V
	V
	V
	X
	V
	X
	V
	X
	X
	X
	V
	X
	X
	V
	X
	X
	V
	X
	V
	V
	X
	X
	X

	20.a
	Purpose
	O
	X
	V
	X
	V
	V
	V
	X
	X
	V
	X
	X
	X
	X
	X
	V
	X
	X
	V
	X
	X
	V
	X
	X
	V
	X
	X
	X

	21
	Commercial profit
	X
	O
	V
	X
	X
	X
	X
	X
	V
	X
	X
	X
	V
	X
	X
	X
	X
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X

	22
	Data owner
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	23
	Data retention
	O
	X
	V
	X
	V
	V
	V
	V
	X
	X
	V
	V
	X
	V
	V
	X
	X
	X
	V
	X
	V
	V
	X
	V
	V
	V
	V
	X

	23.a
	Duration
	O
	X
	V
	X
	V
	V
	V
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	V
	X
	V
	V
	V
	V
	X

	24
	During study, data access
	V
	O
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V

	24.a
	Data source
	O
	X
	V
	X
	X
	V
	V
	V
	X
	X
	X
	X
	V
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	V

	24.b
	Frequency
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	24.c
	Purpose
	V
	O
	V
	X
	V
	V
	V
	V
	X
	X
	X
	X
	X
	X
	V
	X
	V
	X
	V
	V
	V
	X
	X
	X
	X
	X
	X
	X

	24.d
	Recipient
	V
	O
	V
	X
	X
	X
	V
	X
	V
	V
	V
	V
	V
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X

	24.e
	Type of data
	V
	O
	V
	X
	X
	X
	V
	X
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V

	25
	Procedure
	V
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	25.a
	Category
	X
	O
	V
	X
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V

	25.b
	Compensation
	X
	X
	O
	V
	V
	V
	V
	X
	X
	V
	V
	V
	V
	V
	V
	X
	V
	X
	V
	X
	V
	V
	X
	X
	V
	X
	X
	X

	25.c
	Duration
	X
	X
	O
	V
	V
	V
	V
	X
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	X
	V
	V
	V
	X
	V
	X
	V
	X

	25.d
	Frequency
	X
	X
	O
	V
	X
	X
	V
	X
	X
	V
	V
	X
	X
	V
	V
	V
	V
	X
	V
	X
	V
	V
	V
	X
	X
	X
	X
	X

	25.e
	Place (Location)
	X
	X
	O
	X
	V
	V
	V
	X
	X
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	V
	X
	V
	X
	V
	X
	X

	25.f
	Purpose
	X
	X
	O
	X
	X
	X
	X
	X
	X
	X
	V
	V
	V
	X
	X
	X
	V
	X
	V
	X
	V
	V
	X
	X
	V
	X
	V
	X

	25.g
	Shared (or) sync frequency of collected data
	O
	X
	V
	V
	X
	V
	V
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X

	25.h
	Subject's responsibilities
	X
	X
	O
	X
	X
	X
	X
	X
	V
	X
	X
	X
	V
	V
	V
	X
	X
	V
	X
	X
	V
	X
	V
	X
	V
	X
	X
	V

	25.i
	Subject's restrictions
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	V
	X
	X
	V
	X
	X
	V
	X
	V
	X
	X
	X
	V
	X
	X
	X

	25.j
	Test article
	V
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	25.k
	Time spent
	X
	X
	O
	V
	X
	V
	V
	X
	X
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	X
	V
	V
	X
	X
	X
	X
	X
	V

	26
	Subject termination (by the investigator)
	V
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	X
	V
	X
	V
	V
	X
	V
	X
	V
	V
	V
	V
	V

	26.a
	Criteria for termination
	O
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	X
	V
	X
	V
	X
	X
	X
	X
	X
	X
	V
	X
	V
	V
	X
	V
	X

	26.b
	Non-adherence protocol
	O
	X
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	27
	Recontact
	X
	O
	V
	X
	V
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X

	27.a
	Purpose
	X
	O
	V
	X
	V
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X

	27.b
	Recontact method
	X
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	27.c
	Time constraints
	X
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	28
	Third-party data sharing
	O
	X
	V
	X
	X
	X
	X
	X
	V
	V
	X
	V
	V
	X
	X
	V
	V
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	GRANTEE OBLIGATIONS
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	29
	After study, result sharing
	X
	O
	V
	X
	X
	V
	X
	X
	X
	V
	V
	V
	V
	X
	X
	V
	X
	V
	V
	X
	V
	V
	X
	X
	X
	X
	X
	V

	30
	Commercial profit sharing
	X
	O
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	V
	V
	X
	V
	X
	X
	X
	X
	X
	X

	31
	Consent copy
	X
	X
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	32
	Data, privacy and security risk
	O
	X
	V
	V
	V
	V
	V
	V
	V
	X
	V
	X
	V
	V
	V
	V
	X
	V
	V
	V
	X
	V
	X
	V
	V
	V
	X
	V

	32.a
	Data breach
	O
	X
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V

	32.b
	Post-study risk
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	32.c
	Re-identification risk
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	32.c.1
	Notification
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	32.c.2
	Privacy and confidentiality notice
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	32.d
	Shared access risk
	O
	X
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X

	32.e
	Subject role in data protection
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X

	32.f
	Non-subject data collection
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	33
	Data storage
	O
	X
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	X
	X
	X
	X
	V

	33.a
	Inquiry (or) support contact
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	33.b
	Storage location
	O
	X
	V
	V
	V
	V
	V
	V
	X
	X
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	X
	X
	X
	X
	V

	33.c
	Storage protocol
	O
	X
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	X
	V
	X
	V
	X
	V
	V
	V
	V
	V
	X
	X
	X
	X
	X
	V

	34
	Direct data access (by subject)
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	V
	V
	X
	X
	X
	X
	X
	V

	34.a
	Access method
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V

	34.b
	Frequency
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	35
	Disclosure of study information
	X
	X
	O
	X
	V
	V
	X
	V
	V
	V
	V
	V
	X
	V
	V
	X
	X
	V
	V
	V
	X
	V
	X
	X
	V
	X
	X
	V

	36
	During study, result sharing
	X
	O
	V
	V
	X
	V
	V
	V
	X
	V
	X
	V
	X
	X
	V
	X
	V
	V
	V
	V
	V
	V
	X
	V
	V
	X
	V
	V

	37
	Information confidentiality
	V
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	37.a
	Access controls
	O
	X
	V
	V
	X
	V
	V
	X
	V
	X
	X
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V

	37.b
	Access permissions
	O
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V

	37.c
	Certification (or) Regulatory compliance (or) Legal basis
	X
	O
	V
	V
	V
	X
	V
	X
	V
	X
	V
	V
	V
	X
	V
	X
	V
	V
	V
	X
	V
	V
	V
	V
	V
	X
	V
	V

	37.d
	Data removal request
	X
	X
	O
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	37.e
	Information de-identification
	V
	O
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V

	38
	Risks
	X
	O
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	38.a
	Risk management
	X
	V
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V

	38.b
	Type of risk
	X
	X
	O
	V
	X
	V
	V
	V
	X
	V
	X
	X
	V
	V
	V
	X
	V
	V
	X
	V
	V
	X
	X
	V
	V
	V
	X
	X

	38.c
	Unforeseeable risks
	V
	O
	V
	V
	X
	X
	X
	V
	X
	V
	V
	V
	X
	V
	V
	X
	V
	X
	V
	V
	X
	X
	X
	V
	V
	X
	X
	X

	39
	Study withdrawal
	V
	O
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X

	39.a
	Opt-out protocol
	O
	X
	V
	X
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	X
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	X

	40
	Subject disenrollment
	V
	O
	V
	X
	X
	V
	V
	V
	X
	V
	V
	V
	X
	X
	X
	X
	X
	X
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V

	40.a
	Data removal limitations
	O
	X
	V
	X
	X
	X
	V
	V
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	V
	V
	V
	V
	V
	X
	X

	40.a.1
	Type of data
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
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	41
	Activity impact of use
	O
	X
	V
	X
	V
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	42
	Additional requirements on personal device
	O
	X
	V
	X
	X
	V
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	V
	X
	X
	X
	X
	V

	43
	After study, tech service access
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	V

	44
	Damage (or) loss recovery
	O
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	45
	Data collection using technology
	O
	X
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	X
	X
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V

	45.a
	Additional information collected
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	45.b
	Method
	O
	X
	V
	V
	V
	V
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	V
	X
	X
	V
	V
	X
	V

	45.c
	Type of data
	O
	X
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	X
	X
	V
	X
	V
	V
	V
	V
	X
	V
	V
	V
	V
	X
	V

	46
	Direct benefit
	O
	X
	V
	X
	V
	V
	X
	V
	X
	X
	V
	X
	V
	V
	V
	V
	X
	X
	X
	V
	V
	V
	X
	V
	X
	X
	V
	V

	47
	End-user agreements
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X

	47.a
	Data use notice
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	47.b
	Documents link (or) attachment
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X

	47.c
	Controller
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	47.d
	Updates (or) changes notice
	O
	X
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	47.d.1
	Risk of update
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	48
	Frequency of using technology by subjects
	O
	X
	V
	V
	X
	V
	V
	X
	V
	X
	X
	V
	X
	X
	V
	X
	V
	X
	V
	V
	V
	V
	V
	V
	V
	X
	X
	X

	49
	Notification for connecting
	O
	X
	V
	V
	X
	V
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	V
	V
	X
	X
	V
	V
	X
	V
	X
	X
	V

	49.a
	Frequency
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	V
	V
	X
	X
	V
	V
	X
	V
	X
	X
	V

	50
	Proprietary to technology
	O
	X
	V
	X
	V
	X
	X
	X
	V
	X
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X

	50.a
	Disclosure of relationships
	O
	X
	V
	X
	X
	X
	X
	X
	V
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	51
	Purpose of using technology
	O
	X
	V
	V
	X
	V
	V
	X
	V
	V
	V
	X
	V
	X
	V
	V
	V
	X
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V

	52
	Regulatory status
	O
	X
	V
	X
	X
	X
	X
	X
	X
	V
	V
	V
	V
	X
	V
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	V
	X
	X

	52.a
	Source of approval
	O
	X
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	V
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	52.b
	Efficacy statement
	O
	X
	V
	X
	X
	X
	X
	X
	X
	V
	V
	V
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	V
	X
	X

	53
	Technology category
	O
	X
	V
	V
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	X
	V
	V
	V
	V
	V
	X
	X
	V
	V
	V

	54
	Technology compensation
	O
	X
	V
	V
	X
	V
	V
	X
	X
	X
	V
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	V
	X
	V
	X
	X
	V

	55
	Technology cost
	O
	X
	V
	V
	X
	X
	X
	X
	X
	X
	V
	V
	X
	X
	X
	X
	X
	X
	V
	V
	X
	V
	X
	X
	X
	X
	X
	V

	55.a
	Duration of cost
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	55.b
	Responsibility for cost
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X

	55.c
	Type of cost
	O
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	V
	V
	X
	V
	X
	X
	X
	X
	X
	X

	56
	Technology details
	O
	X
	V
	V
	V
	V
	V
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V

	57
	Technology discontinuation
	O
	X
	V
	X
	V
	X
	V
	X
	V
	X
	V
	V
	V
	X
	X
	X
	X
	X
	V
	X
	X
	V
	V
	V
	X
	V
	X
	X

	57.a
	Data and software removal
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	58
	Technology protocol of use
	O
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V
	V
	V
	X
	X
	X
	X
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V

	59
	Technology provider for the study
	O
	X
	V
	V
	X
	X
	V
	X
	V
	X
	X
	V
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	V
	X
	V
	X
	X
	V

	60
	Technology risk (or) discomfort
	O
	X
	V
	V
	X
	V
	V
	V
	V
	V
	V
	X
	V
	V
	X
	V
	X
	X
	V
	X
	V
	V
	X
	V
	V
	V
	X
	V

	60.a
	Data access and linking technologies
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	60.b
	Technology integration
	O
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	61
	Technology selection
	O
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	62
	Technology specifications
	O
	X
	V
	X
	X
	X
	V
	X
	V
	V
	V
	V
	V
	V
	X
	V
	X
	X
	V
	X
	V
	X
	X
	X
	X
	V
	X
	X

	63
	Technology use
	O
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	X
	V
	V
	V
	V
	V
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	V

	63.a
	Duration of use
	O
	X
	V
	V
	V
	V
	V
	V
	V
	V
	X
	X
	V
	X
	V
	V
	X
	X
	V
	V
	V
	V
	V
	V
	V
	X
	X
	X

	63.b
	Mandatory status
	O
	X
	V
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	63.c
	Study-specific use
	O
	X
	V
	X
	X
	V
	V
	X
	X
	V
	X
	X
	X
	X
	X
	X
	V
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X



