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TransBioLine Data Request Form

Please fill in all WHITE sections, sign, and send by E-mail to transbiolinedatabase@ittm-solutions.com   

	Inquiry no.
	_ _ _ _ -_ _ _ (year - consecutive number)

	Project Title
	

	Requestor information
	Contact person: 
Title:
Affiliation:
Phone:
E-Mail:

	Data Users
(please list names and email addresses of all intended data users within your company/university)
	

	Research Purpose
(Please provide a clear description of the project and its specific aims. This should include the research purpose, planned analyses, as well as information on funding, ethics, and collaborators, including key references. Describe the PURPOSE of the research with the requested DATASETS i.e. what you plan to do with the DATASETS)
	

	Requested Datasets
(please see Annex for additional information on POP codes and available clinical eCRF data domains and biomarker datasets)


	POP code :
	




	eCRF domains
	□ all available clinical data      □ select domains: 

	Biomarkers
	□ protein biomarkers      □ miRNA biomarkers      □ other: 

	
	

	POP code :
	




	eCRF domains
	□ all available clinical data      □ select domains: 


	Biomarkers
	□ protein biomarkers      □ miRNA biomarkers      □ other: 

	
	

	POP code :
	




	eCRF domains
	□ all available clinical data      □ select domains: 

	Biomarkers
	□ protein biomarkers      □ miRNA biomarkers      □ other: 

	
	

	POP code :
	




	eCRF domains
	□ all available clinical data      □ select domains: 

	Biomarkers
	□ protein biomarkers      □ miRNA biomarkers      □ other: 

	
	

	POP code :
	




	eCRF domains
	□ all available clinical data      □ select domains: 

	Biomarkers
	□ protein biomarkers       □ miRNA biomarkers       □ other: 

	
	

	POP code :
	




	eCRF domains
	□ all available clinical data      □ select domains: 

	Biomarkers
	□ protein biomarkers       □ miRNA biomarkers       □ other: 

	
	

	POP code :
	




	eCRF domains
	□ all available clinical data      □ select domains: 

	Biomarkers
	□ protein biomarkers       □ miRNA biomarkers       □ other: 


(copy and paste additional rows as needed) 



By signing this form, the Requestor acknowledges and represents that all the below requirements will be fulfilled:
· The Requested Dataset(s) will be used for the approved Research Purpose only.
· No attempts will be made to re-identify the data subjects to whom the data in the Requested Dataset(s) relate.
· The Requested Dataset(s) will always be used in compliance with all applicable data protection legislation (including but not limited to the GDPR and the legislation in the country of data origin).
· The above-listed Data Users are authorized by the Requestors Affiliation/Legal entity to work on the Research Purpose and process the Requested Dataset(s).
· The above-listed Data Users will not share their account / access with any other people and keep their credentials secure.
· No data will be downloaded from the TransBioLine database unless strictly necessary for the Research Purpose. In case data are downloaded, the Requesting Organization warrants and represents that (access to) the downloaded data will be tracked in a fully transparent way and shared with UZH upon request.
· Any violations of the above terms or any applicable data protection legislation (including the GDPR) will be reported without delay to UZH, who will immediately notify the data owner(s) /controller(s).
· The Requestor will use and store Datasets only until completion of the Research Purpose and required archiving activities linked to publication. Furthermore, the Requestor will not use or store the Requested Datasets beyond January 31st, 2050 and will supply written notification of full deletion of the Requested Datasets to UZH upon request. 
· The Requestor acknowledges that additional limitations or restrictions on the use and/or storage of the Requested Datasets may be communicated by UZH to the Requestor during the approval process. A renewed signature below will be required prior to release of Datasets. 
I declare with my signature that the information provided on this form is complete, correct, and true.


Signature :   	      Date (DD/MMM/YYYY) :   __ / ___ / _____

	Additional Data Limitations or Restrictions (to be filled in by UZH – leave blank upon initial submission):

	

	· I acknowledge and will adhere to the above-listed limitations and restrictions on the use of the Requested Datasets. 
Re-Signature :   	      Date (DD/MMM/YYYY) :   __ / ___ / _____



Annex – Resource documents 
[bookmark: _GoBack]Please refer to https://transbioline.com/ or contact transbiolinedatabase@ittm-solutions.com for a comprehensive and more detailed overview of the available datasets. 

TransBioLine Patient population codes (POP codes)
	POP code
	Short description
	Subjects
[n]
	Visits [n]

	10
	Pregnant women
	21
	9

	11
	1st time treatment with aVEGF, no proteinuria at baseline
	3
	5

	12
	Previous aVEGF treatment,  proteinuria at baseline of next course of aVEGF
	3
	5

	13
	Previous aVEGF treatment, no proteinuria at baseline of next course of aVEGF
	14
	5

	14
	No prior or planned aVEGF (control patients)
	21
	5

	15
	Histology-confirmed glomerular injury, learning phase retrospective samples
	77
	1

	20
	Drug-induced liver injury (DILI) and non-drug induced acute liver injury (non-DILI)
	379
	2

	21
	Metabolic dysfunction-associated liver disease (MASLD) and alcoholic fatty liver disease (AFLD)
	203
	1

	22
	Rheumatoid arthritis (RA) or Psoriasis (PS), without or without Methotrexate therapy (MTX)
	81
	1

	30
	Drug-associated acute pancreatitis
	40
	3

	31
	Other cause acute pancreatitis
	40
	3

	32
	Chronic pancreatitis
	24
	1

	33
	Pancreatic cancer (pancreatic ductal adenocarcinoma)
	14
	1

	34
	Diabetes Mellitus
	25
	1

	35
	Acute Pancreatitis, learning phase retrospective samples
	286
	1

	40
	Mechanic vascular injury (balloon angioplasty)
	4
	2

	41
	Large vessel vasculitides – Takayasu arteritis (TAK)
	9
	1-2

	42
	Large vessel vasculitides – Giant cell arteritis (GCA)
	33
	1-2

	43
	Medium/small vessel vasculitides – (ANCA-associated)
	18
	1-2

	50
	Chemotherapy (paclitaxel)-induced neuropathy
	49
	10

	51
	Multiple sclerosis 
	48
	3

	77*
	Healthy donors  
	50-273
	1-3



*For requests of healthy donor data, please specify the extended POP code below: 


	Extended POP code
	Matrices (sample types)
	Visits
	Subjects 
	Comments

	P-WP3-77
	plasma, double-spun plasma, serum, urine, packed cells
	1
	57
	

	N-WP5-77
	serum, CSF
	3
	10
	Visits: d1, d14, d28

	H-NPF-77
	serum
	1
	273
	

	H-PFE-77
	plasma, double-spun plasma, serum, urine
	3
	126
	Visits: d1, d14, d28

	H-LLY-77
	plasma, double-spun plasma, urine
	3
	60
	Visits: d1 not fasted, d14 fasted, d14 + 2h post-prandial (Ensure®)

	H-ROC-77
	plasma, double-spun plasma
	3
	50
	Visits: d1 not fasted, d14 fasted, d14 + 2h post-prandial (Ensure®)

	H-JNJ-66
	double-spun plasma
	1
	119
	





TransBioLine Clinical eCRF and Biomarker Data available per POP code

Abbreviations - DS: Disposition, DM: Demographics, LB: laboratory analyses/clinical chemistry, SU: Substance Use, VS: Vital Signs, PR: Procedures, MH: Medical History, RP: Reproductive Findings, CM: Concomitant Medications, CE: Clinical Events, QRS: Questionnaires, BMs: Biomarkers, DIKI: drug-induced kidney injury, DILI: drug-induced liver injury, DIPI: drug-induced pancreas injury, DIVI: drug-induced vascular injury, DINI: drug-induced nervous system injury.

	POP code
	eCRF data
	Biomarkers

	
	DS
	DM
	LB
	SU
	VS
	PR
	MH
	RP
	CM
	CE
	QRS
	protein
	miRNA
	other

	10
	x
	x
	x
	x
	x
	
	x
	
	x
	x
	
	
	
	

	11
	x
	x
	x
	x
	x
	
	x
	
	x
	x
	
	
	
	

	12
	x
	x
	x
	x
	x
	
	x
	
	x
	x
	
	
	
	

	13
	x
	x
	x
	x
	x
	
	x
	
	x
	x
	
	
	
	

	14
	x
	x
	x
	x
	x
	
	x
	
	x
	x
	
	
	
	

	15
	x
	x
	x
	
	x
	x
	x
	
	
	
	
	DIKI
	
	

	20
	x
	x
	x
	x
	x
	x
	x
	x
	
	x
	
	DILI, DIVI
	x
	bile acids

	21
	x
	x
	x
	x
	
	x
	x
	
	x
	
	
	DILI
	x
	

	22
	x
	x
	x
	x
	x
	x
	x
	
	x
	
	
	DILI
	x
	

	30
	x
	x
	x
	x
	x
	x
	x
	
	x
	x
	x
	DIPI
	x
	

	31
	x
	x
	x
	x
	x
	x
	x
	
	x
	x
	x
	DIPI
	x
	

	32
	x
	x
	x
	x
	x
	x
	x
	
	
	
	
	DIPI
	x
	

	33
	x
	x
	x
	x
	x
	x
	x
	
	
	
	
	DIPI
	x
	

	34
	x
	x
	x
	x
	x
	x
	x
	
	
	
	
	DIPI
	x
	

	35
	x
	x
	x
	x
	x
	
	x
	
	
	x
	
	DIPI, DILI, DIVI
	x
	

	40
	x
	x
	x
	x
	x
	x
	x
	x
	x
	
	x
	DIVI
	x
	

	41
	x
	x
	x
	x
	x
	x
	x
	x
	x
	
	x
	DIVI
	x
	

	42
	x
	x
	x
	x
	x
	x
	x
	x
	x
	
	x
	DIVI
	x
	

	43
	x
	x
	x
	x
	x
	x
	x
	x
	x
	
	x
	DIVI
	x
	

	50
	x
	x
	
	x
	x
	x
	x
	x
	x
	
	x
	DINI
	
	

	51
	x
	x
	
	x
	x
	x
	x
	x
	x
	
	x
	DINI
	
	

	P-WP3-77
	x
	x
	x
	x
	x
	
	x
	
	
	
	
	DIPI
	
	

	N-WP5-77
	x
	x
	x
	
	
	
	
	
	
	
	
	DINI
	
	

	H-NPF-77
	x
	x
	x
	
	
	
	
	
	
	
	
	DINI
	
	

	H-PFE-77
	x
	x
	x
	x
	x
	
	
	
	
	
	
	DIKI, DILI, DIVI, DINI
	x
	bile acids

	H-LLY-77
	x
	x
	x
	
	
	
	
	
	
	
	
	DIKI, DIPI
	x
	

	H-ROC-77
	x
	x
	x
	x
	
	
	
	
	
	
	
	DILI, DIVI
	
	

	H-JNJ-66
	x
	x
	
	
	
	
	
	
	
	
	
	
	x
	 




TransBioLine BIOMARKER DATA list

DIKI: drug-induced kidney injury, DILI: drug-induced liver injury, DIPI: drug-induced pancreas injury, DIVI: drug-induced vascular injury, DINI: drug-induced nervous system injury, SIG: Signatope GmbH, MLM: MLM Medical Labs, NMI: Natural and Medical Sciences Institute, USAL: University of Salamanca

	Biomarker 
	Abbr.
	Marker of
	Matrix
	Analysis Partner

	Nephrin
	NPHS1
	DIKI
	urine
	SIG

	Podocin
	NPHS2
	DIKI
	urine
	SIG

	Podocalyxin
	PODXL
	DIKI
	urine
	SIG

	Matrix metalloproteinase-3
	MMP3
	DIKI
	urine
	SIG

	Vascular cell adhesion protein 1
	VCAM1
	DIKI
	urine
	SIG

	Kidney injury molecule 1
	KIM1
	DIKI
	urine
	SIG

	Neutophil gelatinase-associated lipocalin
	NGAL
	DIKI
	urine
	SIG

	Osteopontin (urinary)
	OPN
	DIKI
	urine
	SIG

	Albumin (urinary)
	ALULG
	DIKI
	urine
	MLM

	Creatinine
	CREA
	DIKI
	serum
	MLM

	Creatinine (urinary)
	CREAU
	DIKI
	urine
	MLM

	Urea 
	HST
	DIKI
	serum
	MLM

	Urea (urinary)
	HSTU
	DIKI
	urine
	MLM

	High mobility group box 1
	HMGB1
	DILI
	plasma
	SIG

	Cytokeratin 18
	K18
	DILI
	plasma
	SIG

	Caspase-cleaved Cytokeratin 18
	cc-K18
	DILI
	plasma
	SIG

	Macrophage colony stimulating factor receptor
	MCSF1R
	DILI
	plasma
	SIG

	Glutamate dehydrogenase (protein)
	GLDH
	DILI
	plasma
	SIG

	Osetopontin 
	OPN
	DILI
	plasma
	SIG

	Bile Acid profiling
	na
	DILI
	plasma
	USAL

	Alanine aminotransferase (Glutamate-pyruvate transaminase)
	GPT (ALT)
	DILI
	serum
	MLM

	Albumin
	ALBLG
	DILI
	serum
	MLM

	Total Bilirubin
	BILG
	DILI
	serum
	MLM

	Glutamate dehydrogenase (enzymatic activity)
	GLDH
	DILI
	serum
	MLM

	Carboxypeptidase B2 activation peptide 
	CAPAP
	DIPI
	plasma/urine
	SIG

	Carboxypeptidase A1
	CPA1
	DIPI
	plasma/urine
	SIG

	Carboxypeptidase A2
	CPA2
	DIPI
	plasma/urine
	SIG

	Trypsinogen activation peptide
	TAP
	DIPI
	plasma/urine
	SIG

	Lipase
	LIPA
	DIPI
	serum
	MLM

	Amylase
	AMY
	DIPI
	serum
	MLM

	Interleukin 6
	IL6
	DIPI
	serum
	MLM

	C-reactive protein
	CRPLG
	DIPI
	serum
	MLM

	Creatinine (urinary)
	CREAU
	DIPI
	urine
	MLM

	Angiopoetin 2
	ANG2
	DIVI
	plasma
	SIG

	Caldesmon (heavy chain)
	CDM
	DIVI
	plasma
	SIG

	Matrix metalloproteinase-3
	MMP3
	DIVI
	plasma
	SIG

	P-selectin 
	SELP
	DIVI
	plasma
	SIG

	Smoothelin B
	SMTHNB
	DIVI
	plasma
	SIG

	Vascular cell adhesion protein 1
	VCAM1
	DIVI
	plasma
	SIG

	Interleukin 6
	IL6
	DIVI
	serum
	MLM

	Interleukin 8
	IL8
	DIVI
	serum
	MLM

	C-reactive protein
	CRPLG
	DIVI
	serum
	MLM

	Chemokine (C-X-C motif) ligand 1 (GROalpha)
	CXCL1 (GroA)
	DIVI
	serum
	MLM

	Interferon gamma-induced protein 10 
	IP10
	DIVI
	serum
	MLM

	Neutophil gelatinase-associated lipocalin
	NGAL
	DIVI
	serum
	MLM

	Pentraxin-related protein PTX3
	PTX3
	DIVI
	plasma
	MLM

	TIMP metallopeptidase inhibitor 1
	TIMP1
	DIVI
	plasma
	MLM

	Neurofilament light chain protein
	NfL
	DINI
	serum
	SIG/NMI

	Glial fibrillary acidic protein 
	GFAP
	DINI
	serum
	SIG/NMI

	Ubiquitin C-terminal hydrolase-L1 
	UCHL1
	DINI
	serum
	SIG/NMI

	tau protein  
	TAU
	DINI
	serum
	SIG/NMI

	Phosphorylated neruofilament heavy chain 
	pNFH
	DINI
	serum
	SIG/NMI

	micoRNAs
	 na
	DIPI, DILI, DIVI, DINI
	plasma
	TAmiRNA





Approval Committee – Internal Use Only
UZH will determine the Approval Committee based on the scope of the request. 

	
	· Approval
	· Rejection
	_ _
	/ _ _ _
	/ 2 0 _ _

	
	· Approval
	· Rejection
	_ _
	/ _ _ _
	/ 2 0 _ _

	
	· Approval
	· Rejection
	_ _
	/ _ _ _
	/ 2 0 _ _

	
	· Approval
	· Rejection
	_ _
	/ _ _ _
	/ 2 0 _ _

	Additional requirements /Comments:
	
	



UZH will fill in board member responses. E-Mail responses from board members will be saved with request document and forwarded to ITTM. 


Approval complete:


Signature: ___________________________   Date (DD/MM/YYYY): __ / __/ 20__
                                         (UZH)
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