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1. [bookmark: _Toc94864855]Introduction

Monitoring activities are performed according to ICH GCP / ISO 14155.
This Monitoring Plan is based on the study-specific requirements and the agreed upon commitments between Sponsor and CRO/CTU. For further details, see the corresponding contract(s).
If agreed commitments change after study start, a new version of the Monitoring Plan may be issued. CRO/CTU will perform Monitoring activities on behalf of the Sponsor for this study.  
Standard Operating Procedures (SOP)
Monitoring will be conducted in accordance with the SOPs of the involved CROs/CTUs, if not otherwise agreed in the contract.

2. [bookmark: _Toc19539616][bookmark: _Toc19539805][bookmark: _Toc19540701][bookmark: _Toc19540765][bookmark: _Toc19540821][bookmark: _Toc19540876][bookmark: _Toc19540973][bookmark: _Toc19541024][bookmark: _Toc19541132][bookmark: _Toc19545916][bookmark: _Toc19539620][bookmark: _Toc19539809][bookmark: _Toc19540705][bookmark: _Toc19540769][bookmark: _Toc19540825][bookmark: _Toc19540880][bookmark: _Toc19540977][bookmark: _Toc19541028][bookmark: _Toc19541136][bookmark: _Toc19545920][bookmark: _Toc19539622][bookmark: _Toc19539811][bookmark: _Toc19540707][bookmark: _Toc19540771][bookmark: _Toc19540827][bookmark: _Toc19540882][bookmark: _Toc19540979][bookmark: _Toc19541030][bookmark: _Toc19541138][bookmark: _Toc19545922][bookmark: _Toc19539624][bookmark: _Toc19539813][bookmark: _Toc19540709][bookmark: _Toc19540773][bookmark: _Toc19540829][bookmark: _Toc19540884][bookmark: _Toc19540981][bookmark: _Toc19541032][bookmark: _Toc19541140][bookmark: _Toc19545924][bookmark: _Toc94864856]Extent of Monitoring (RBM)
Details and amount of Monitoring are in general defined by the strategy of the SCTO “Guidelines for Risk-Based Monitoring”.
2.1 [bookmark: _Toc94864857]Strategy (Table 1)
	Recommended risk-based Monitoring strategy according to SCTO RBM Score Calculator[footnoteRef:2] [2:  https://www.sctoplatforms.ch/en/tools/risk-based-monitoring-score-calculator-31.html (completed report attached)] 

	Please choose

	Medium or high risk factors according to SCTO RBM Score Calculator1
	List medium and high risk factors

	Contracted extent of Monitoring
	Elaborate, e.g. the number and type of visits

	Explanation in case of discrepancy between recommendation and contract
	Specify the sponsor's arguments

	Off-site Monitoring[footnoteRef:3]? [3:  See definitions in SCTO Guideline for RBM ] 

	|_|Yes |_|No

	Central Data Monitoring2?
	|_|Yes |_|No



2.2 [bookmark: _Toc94864858]Visit Scheduling (Table 2)
	Site Initiation Visit
	After :
· EC ± RA approval
· TMF / ISF prepared 
· Monitoring plan and contract are signed
· CRF ready for use
Prior the inclusion of the first participant

	Routine Monitoring Visit 1
	Once x participants are enroled / have reached Vn 

	Routine Monitoring Visit 2
	Once y participants are enroled have reached Vn or x months after RMV1

	Routine Monitoring Visit n
	After last participant last visit

	Close-Out Visit
	After database lock except in case of premature site closure

	Off-site Monitoring
	Every n months, except if the interval beetween 2 on-site visits is shorter or 0.5h / month / site (depending on the recruitment's speed)

	Central Data Monitoring
	e.g. each time n new participants are enrolled 



During the course of the study, the SDV extent as well as the number of Routine Monitoring visits can be re-evaluated depending on findings. The Monitor must notify Sponsor and CRO/CTU if additional time or resources are necessary.

2.3 [bookmark: _Toc85468714][bookmark: _Toc85469022][bookmark: _Toc85469137][bookmark: _Toc85469761][bookmark: _Toc22475362][bookmark: _Toc22477608][bookmark: _Toc22477861][bookmark: _Toc22491446][bookmark: _Toc22500925][bookmark: _Toc22500978][bookmark: _Toc19535644][bookmark: _Toc19537739][bookmark: _Toc19538934][bookmark: _Toc19539638][bookmark: _Toc19535645][bookmark: _Toc19537740][bookmark: _Toc19538935][bookmark: _Toc19539639][bookmark: _Toc22475363][bookmark: _Toc22477609][bookmark: _Toc22477862][bookmark: _Toc22491447][bookmark: _Toc22500926][bookmark: _Toc22500979][bookmark: _Toc94864859]Monitoring Activities (Table 3)
	Action
	Extent
(% of participants)
	Comments

	Verification of Informed Consent Forms
	     %
	     

	Full SDV
	     %
	     

	Partial SDV of key data, incl. visit schedule
	     %
	Key data:
· 


	TMF review (sponsor site)
	frequency 
	Check of multicenter part of TMF not contracted 

	ISF review
	frequency 
	[bookmark: Text23]Give details here

	IMP/IMD: 
· Accountability 
(incl. reconciliation)
· Storage 
(shipment, on site)
· Administration
(preparation, dispensing)
	
     %

     %

     %
	

	Randomisation
	     %
	     

	Sample storage & logistics (incl. Biobank)
	     %
	     

	Others
	     %
	     

	Off-site monitoring checks
	
	

	Central Data Monitoring checks
	
	See CDM plan. 



See Appendix 2 SDV table for more details on SDV extent


3. [bookmark: _Toc85468716][bookmark: _Toc85469024][bookmark: _Toc85469139][bookmark: _Toc85469763][bookmark: _Toc19539827][bookmark: _Toc19540723][bookmark: _Toc19540787][bookmark: _Toc19540843][bookmark: _Toc19540898][bookmark: _Toc19537742][bookmark: _Toc19538937][bookmark: _Toc19539641][bookmark: _Toc19539828][bookmark: _Toc19540724][bookmark: _Toc19540788][bookmark: _Toc19540844][bookmark: _Toc19540899][bookmark: _Toc22475365][bookmark: _Toc22477611][bookmark: _Toc22477864][bookmark: _Toc22491449][bookmark: _Toc22500928][bookmark: _Toc22500981][bookmark: _Toc19540727][bookmark: _Toc19540791][bookmark: _Toc19540847][bookmark: _Toc19540902][bookmark: _Toc19540995][bookmark: _Toc19541046][bookmark: _Toc19541154][bookmark: _Toc19545938][bookmark: _Toc19540728][bookmark: _Toc19540792][bookmark: _Toc19540848][bookmark: _Toc19540903][bookmark: _Toc19540996][bookmark: _Toc19541047][bookmark: _Toc19541155][bookmark: _Toc19545939][bookmark: _Toc19540729][bookmark: _Toc19540793][bookmark: _Toc19540849][bookmark: _Toc19540904][bookmark: _Toc19540997][bookmark: _Toc19541048][bookmark: _Toc19541156][bookmark: _Toc19545940][bookmark: _Toc16867741][bookmark: _Toc16867896][bookmark: _Toc19535652][bookmark: _Toc19537747][bookmark: _Toc19538942][bookmark: _Toc19539646][bookmark: _Toc19539833][bookmark: _Toc19540730][bookmark: _Toc19540794][bookmark: _Toc19540850][bookmark: _Toc19540905][bookmark: _Toc19540998][bookmark: _Toc19541049][bookmark: _Toc19541157][bookmark: _Toc19545941][bookmark: _Toc94864860]Responsibilities
3.1 [bookmark: _Toc94864861]Monitor
The responsibilities of the Monitor are detailed in ICH GCP / ISO 14155. 
Compliance with protocol requirements is important to ensure ethical conduct of the clinical study, as well as the scientific validity, and accuracy and completeness of data produced during the clinical study. Monitoring helps to ensure compliance.
Above all, the Monitor has to be trained by the Sponsor in:
· Any study documentation, e.g. protocol, (e)CRF
· Any specific Monitoring requirements, e.g. Source Data Verification (SDV) process
· Regulations and Guidelines in the current valid version:
· ICH GCP (select if applicable)
· ISO 14155 (select if applicable)
· Human Research Act (HRA)
· Ordinance on Clinical Trials in Human Research (ClinO)
· Ordinance on Clinical Trials with Medical Devices (ClinO-MD) (select if applicable)
· Human Research Ordinance (HRO) (select if applicable)
The initially assigned Monitor or the head of accordant Monitoring team will be responsible for specific training / handover to any Monitor later joining the project.
3.2 [bookmark: _Toc94864862]Sponsor
The Sponsor is responsible for setting up and overseeing the Monitoring of the study.
Sponsor responsibilities are detailed in ICH GCP / ISO 14155.
Sponsor is also responsible for study specific training. Training has to be documented in a signed log, which will be filed in the Trial Master File (TMF) / Investigator Site File (ISF). A copy of all training related presentations and further information has to be filed as well. 
The training should cover at least:
· Medical background and endpoint training
· All study specific documents
· Study design and procedures 
· Study timelines
· Investigator’s Brochure (IB) / Summary of Product Characteristics (SmPC) / Instruction for Use (IFU)
· Logistics (shipment, blood samples, drug supply, etc.)
· (e)CRF composition,  completion and shipment (in case of paper version)
· Query processing / Timelines for estimated data base lock
· Quality system and study specific Working Instructions /SOPs
Study specific training is meant for the site and the Monitor (in combination with self-training).
3.3 [bookmark: _Toc94864863]Investigator
The investigator responsibilities are specified in ICH GCP / ISO 14155.
Regarding Monitoring, the investigator is responsible for facilitating Monitoring activities, making them accessible for Monitoring, and being available during Monitoring visits.
4. [bookmark: _Toc22475370][bookmark: _Toc22477616][bookmark: _Toc22477869][bookmark: _Toc22491454][bookmark: _Toc22500933][bookmark: _Toc22500986][bookmark: _Toc94864864]Monitoring Activities
4.1 [bookmark: _Toc94864865]Informed Consent process and documentation
The Monitor should verify that: 
· The consenting process is appropriate (especially if vulnerable participants are involved), in compliance with the international guidelines of Good Clinical Practice (ICH GCP, ISO 14155 and Swiss national regulations) and documented in the participant’s medical records
· Only current and last EC-approved versions of the participant information and consent form are used  
· The ICF was signed/dated by the participant and by the qualified person authorised by the principal investigator in the delegation log
· The consent was obtained and documented correctly for all participants who underwent a study intervention according to the enrolment / randomisation log 
· The original ICF was retained at the site and a copy of the completely signed document was given to the participant 
· The consent was obtained appropriately prior to conduct of any study-related procedure
· Participant screening, enrolment and randomisation logs and Participant identification log are completed correctly and are up to date
4.2 [bookmark: _Toc94864866]Source Data Verification (SDV)
The Monitor checks the CRF data against corresponding source data according to Table 3.
Discrepancies will be discussed with the local investigators and, if needed, queries will be generated in eCRF.
4.3 [bookmark: _Toc94864867]Safety
In accordance with Table 3, the Monitor checks that Adverse Events (AEs):
· Are properly recorded in accordance with the source documents and consistent with concomitant medications and concurrent illnesses
· Are appropriately reported and followed up according to the protocol and regulatory requirements
4.4 [bookmark: _Toc22475375][bookmark: _Toc22477621][bookmark: _Toc22477874][bookmark: _Toc22491459][bookmark: _Toc22500938][bookmark: _Toc22500991][bookmark: _Toc94864868]Queries
In case of pCRFs, the queries will be documented through Data Clarification Forms (DCFs). DCFs must be resolved and returned to the Monitor within the requested timeline (originals). Copies of the queries will be filed at site together with the corresponding pCRFs. The queries must be signed by PI or designee.
In case of eCRFs, queries will be checked regularly. They should be resolved as soon as possible, and (depending on queries) latest before the next routine visit.
4.5 [bookmark: _Toc22475377][bookmark: _Toc22477623][bookmark: _Toc22477876][bookmark: _Toc22491461][bookmark: _Toc22500940][bookmark: _Toc22500993][bookmark: _Toc22475378][bookmark: _Toc22477624][bookmark: _Toc22477877][bookmark: _Toc22491462][bookmark: _Toc22500941][bookmark: _Toc22500994][bookmark: _Toc22475379][bookmark: _Toc22477625][bookmark: _Toc22477878][bookmark: _Toc22491463][bookmark: _Toc22500942][bookmark: _Toc22500995][bookmark: _Toc22475380][bookmark: _Toc22477626][bookmark: _Toc22477879][bookmark: _Toc22491464][bookmark: _Toc22500943][bookmark: _Toc22500996][bookmark: _Toc22475381][bookmark: _Toc22477627][bookmark: _Toc22477880][bookmark: _Toc22491465][bookmark: _Toc22500944][bookmark: _Toc22500997][bookmark: _Toc22475382][bookmark: _Toc22477628][bookmark: _Toc22477881][bookmark: _Toc22491466][bookmark: _Toc22500945][bookmark: _Toc22500998][bookmark: _Toc22475383][bookmark: _Toc22477629][bookmark: _Toc22477882][bookmark: _Toc22491467][bookmark: _Toc22500946][bookmark: _Toc22500999][bookmark: _Toc22475384][bookmark: _Toc22477630][bookmark: _Toc22477883][bookmark: _Toc22491468][bookmark: _Toc22500947][bookmark: _Toc22501000][bookmark: _Toc22477884][bookmark: _Toc22491469][bookmark: _Toc22500948][bookmark: _Toc22501001][bookmark: _Toc22475386][bookmark: _Toc22477632][bookmark: _Toc22477885][bookmark: _Toc22491470][bookmark: _Toc22500949][bookmark: _Toc22501002][bookmark: _Toc22475387][bookmark: _Toc22477633][bookmark: _Toc22477886][bookmark: _Toc22491471][bookmark: _Toc22500950][bookmark: _Toc22501003][bookmark: _Toc94864869]TMF / ISF
The Monitor reviews the TMF / ISF according to Table 3 to ensure that all essential documents listed in ICH GCP / ISO 14155 are present and un to date.
4.6 [bookmark: _Toc85468727][bookmark: _Toc85469035][bookmark: _Toc85469150][bookmark: _Toc85469774][bookmark: _Toc85468728][bookmark: _Toc85469036][bookmark: _Toc85469151][bookmark: _Toc85469775][bookmark: _Toc85468764][bookmark: _Toc85469072][bookmark: _Toc85469187][bookmark: _Toc85469811][bookmark: _Toc94864870]Investigational Medicinal Product (IMP) or Investigational Medical Device (IMD)
The Monitor should check the IMP / IMD storage conditions and the accountability logs according to Table 3. This could include e.g. transport conditions, manufacturing protocols, dispensing logs or return / destruction forms.
4.7 [bookmark: _Toc22500953][bookmark: _Toc22501006][bookmark: _Toc22500954][bookmark: _Toc22501007][bookmark: _Toc22500955][bookmark: _Toc22501008][bookmark: _Toc22500956][bookmark: _Toc22501009][bookmark: _Toc22500957][bookmark: _Toc22501010][bookmark: _Toc94864871]Randomisation
The Monitor should compare the randomisation list to the nature of treatments given to the participants according to Table 3.
In case of blinded studies, this should done by an unblinded monitor.
4.8 [bookmark: _Toc94864872]Protocol compliance
The monitor will assess protocol compliance at each visit (e.g. timing of regarding participant visits within the protocol-specified visit windows, correct dosing, all assessments performed) according to Table 3 and document any deviations in the visit report.
4.9 [bookmark: _Toc94864873]Confirmation of Monitoring Visits
All visits will be preceded by a visit confirmation email or a letter including all necessary information regarding the visit (date, time, place of visit, requested documents and source data, attendees, etc.) and sent to the site team. The email or letter should be printed at the site and be filed in the ISF.
4.10 [bookmark: _Toc22500959][bookmark: _Toc22501012][bookmark: _Toc94864874]Monitoring Visit Report
The Monitor writes a report following each site visit (SIV, RMV, COV). All study visit reports issued by the Monitor will be reviewed internally before submitting them to Sponsor for final approval and signature.
The report is submitted to Sponsor within       business days, internal review included.
The Sponsor reads the report and if applicable sends his or her comments back to the Monitor within       business days of its receipt. 
4.11 [bookmark: _Toc22500961][bookmark: _Toc22501014][bookmark: _Toc94864875]Follow-up Letter / email
After each visit, the Monitor sends a follow-up letter / email to the site that includes comments to the following items:
· Review of all study issues discussed with investigator/ site staff
· Scope of Monitoring
· Protocol and/or regulatory deviations identified
· Action items that need to be addressed and persons responsible for (delegated by the investigator)
The follow-up letter / email must be sent to the investigator within       business days after the Monitoring visit. 
4.12 [bookmark: _Toc22500963][bookmark: _Toc22501016][bookmark: _Toc94864876]Correspondence
All relevant study related correspondence (between Sponsor/ site/ CRO/CTU and external parties) by letter, email or telephone meeting-minutes should be documented and filed in the TMF / ISF as applicable.

5. [bookmark: _Toc94864877]Site Qualification Visit
All pre-study activities are normally performed by Sponsor (site selection, site feasibility, regulatory). If a CRO/CTU is involved in pre-study activities, this has to be specified in the contract.
Pre-study activities could include the check or discussion on the following items:
· Time and other resources needed to conduct the study
· Qualification of investigator(s)
· Availability of sufficient and suitable personnel (e.g. study coordinator)
· Study population pool, foreseen number of study participants that can be enrolled, study participant recruitment procedures
· Data security (e.g. secure storage of ISF and source data)
· Suitability of site facilities

6. [bookmark: _Toc94864878]Site Initiation Visit 
The site will be initiated according to Table 2. 
The Monitor will perform the following activities:
· Reminder of GCP principles and regulatory requirements
· Training on the protocol, Investigator’s Brochure (IB) / Summary of Product Characteristics (SmPC) / Instruction for Use (IFU) and study procedures
· Training on recruitment and informed consent processes
· Discuss roles and responsibilities of study team (Delegation Log)
· Identification of source documents (Source Data Location List)
· Review of AE/SAE/pregnancy documentation and reporting responsibilities to sponsor, EC±RA
· Review of TMF / ISF and train site personnel on organisation and maintenance of documents
· If applicable, ensure access to eCRF and training on (e)CRF completion procedures and query process
· If applicable, train the study staff on all randomisation, blinding and un-blinding procedures
· If applicable, check availability and storage and review the management of IMP / IMD 
· If applicable review of laboratory sample procedures
· If applicable, visit of facilities and check of required equipment
· If applicable, ensure the receipt of study supplies and training on supply forms and handling
Once the site initiation visit is completed, all necessary material is available and signed delegation and training logs have been received by the Sponsor, the site will be authorised by the Sponsor to start enrolment (“green light-process”).
After the visit, the Monitor will write a visit report and a follow-up letter / email.

7. [bookmark: _Toc94864879]Routine Monitoring Visit 
The Routine Monitoring Visits will be conducted according to Table 2. 
The Monitor will perform the following activities:
· Check that the informed consent process is done correctly
· Check that study tasks are performed by delegated staff
· Check the compliance with eligibility criteria
· Check adherence to protocol and if all deviations are correctly reported to the Sponsor (deviation log and/or NtF) 
· Review AE / SAE / pregnancies documentation and reporting including all follow-up actions taken
· Perform source data verification (SDV) on CRF as specified in Appendix 2 
· Identify, discuss and resolve action items with the collaboration of site staff
· Review TMF / ISF completeness and check if all documents are up to date according to Table 3
· If necessary, train new site personnel on the protocol and study procedures and ensure CVs and GCPs certificates are filed in the TMF / ISF
· If necessary, review enrolment and discuss options to increase participant recruitment
· If applicable, check  answers to queries by site and close them where appropriate
· If applicable, check randomisation procedures according to Appendix 2, blind keeping, and un-blinding procedures where happened 
· If applicable, check IMP / IMD availability, storage, preparation and accountability according to Table 3
· If applicable, check laboratory samples storage and shipment
· If applicable, confirm that site facility remains adequate to perform the study
· If applicable, check of study supply management and availability
· If applicable, collect documents for the Sponsor (Screening log, CVs, GCP certificates, pCRF, copy of EC and RA correspondence, etc.)
 
After the visit, the Monitor will write a visit report and a follow-up letter / email.
Some of the RMV activities described above could be performed remotely (Off-site Monitoring); they should also be documented in a report.

8. [bookmark: _Toc94864880]Central Data Monitoring
The CDM activities should be described in a separate specific plan (CDM Plan).

9. [bookmark: _Toc94864881]Close-out Visit 
A Close-Out Visit will be conducted at a site or remotely, according to Table 2.
The Monitor will perform the following activities:
· Resolve still open action items with the collaboration of site staff
· Ensure that all forms and logs are completed and signed by the PI
· Verify completeness of TMF / ISF
· Inform Investigators about: 
· Responsibility for ongoing AE and SAE as specified in the protocol
· Obligation to inform EC and RA (if applicable) about site closure and end of study (sponsor’s role for MD studies)
· Obligation to submit the Final Safety Report to EC and RA (if applicable) 
· The possibility of audits or inspections by authorities, ethic committees or Sponsor, even after the end of the study
· Study related document archiving requirements and retention periods
· If applicable, check the answer to queries by site and ensure they are all closed  
· If applicable, check that all randomisation codes / blinding envelopes are returned to Sponsor
· If applicable, check that all IMP / IMD is returned or destroyed as specified in the protocol or pharmacy manual
· If applicable, ensure all laboratory samples were shipped 
· If applicable, arrange return or destruction of any study related supply as specified in the protocol
After the visit, the Monitor will write a visit report and a follow-up letter / email.

10. [bookmark: _Toc94864882]Deviations
A protocol or GCP deviation is any failure to comply with the protocol or regulatory requirements. If applicable, the following protocol or GCP deviations (as well as the necessary CAPA) need to be reported in the Monitoring report and discussed with investigator. Protocol or GCP deviations may increase the extent or affect the frequency of Monitoring activities in agreement with the Sponsor.
All deviations must be reported by the Monitor in follow-up letters & Monitoring visit reports.
Any potential critical deviations observed during a Monitoring visit or independently from visits, should be raised by the Monitor to the Sponsor prior to drafting the Monitoring visit report.
Examples of issues:
· Informed consent process not adequately performed
· Violation of Inclusion/Exclusion criteria
· Failure to comply with IMP / IMD storage, dispensation, use or return requirements
· Assignment of participant in the wrong study group
· Use of prohibited concomitant medications
· SAE & AE reporting requirements not followed
· Visits and follow-ups of participants not done in accordance with the protocol
· Required tests and sampling procedures incorrectly or not performed
· Any GCP non-compliance


[bookmark: _Toc94864883]Acronyms and abbreviations 

	AE / SAE
	Adverse Event / Serious Adverse Event
	SmPC
	Summary of Product Characteristics

	CAPA
	Corrective Action and Preventive Action
	SOP
	Standard Operating Procedure

	CDM
	Central Data Monitoring
	TMF
	Trial Master File

	ClinO
	Ordinance on Clinical Trials with the exception of Clinical Trials of Medical Devices
	
	

	ClinO-MD
	Ordinance on Clinical Trials with Medical Devices
	
	

	COV
	Close-Out Visit
	
	

	(e)CRF
	(electronic)Case Report Form
	
	

	CRO
	Contract Research Organisation
	
	

	CTU
	Clinical Trial Unit
	
	

	DCF
	Data Clarification Form
	
	

	EC
	Ethics Committee
	
	

	GCP
	Good Clinical Practice
	
	

	HRA
	Human Research Act
	
	

	HRO
	Ordinance on Human Research with the Exception of Clinical Trials
	
	

	IB
	Investigator’s Brochure
	
	

	ICF
	Informed Consent Form
	
	

	ICH
	International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
	
	

	IFU
	Instructions For Use
	
	

	IMD
	Investigational Medical Device
	
	

	IMP
	Investigational Medicinal Product
	
	

	ISF
	Investigator Site File
	
	

	ISO
	International Organisation for Standardisation
	
	

	NtF
	Note to File
	
	

	PI
	Principal Investigator
	
	

	RA
	Regulatory Authorities
	
	

	RBM
	Risk-Based Monitoring
	
	

	RMV
	Routine Monitoring Visit
	
	

	SCTO
	Swiss Clinical Trial Organisation
	
	

	SDV
	Source Data Verification
	
	

	SIV
	Site Initiation Visit
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Appendix 1: Study sites + contacts

Study sites
Study sites, involved countries, planned participants per site
This Monitoring Plan is valid for the above mentioned site(s). If new sites are added to the study, this would be documented in a note on changes or an amendment to this plan will be written. The persons responsible for shipments from / to site, and the packaging instructions should be defined in advance

	

Contact Information

	
	

	Study site
(Local Principal Investigator: First & last name; e-mail)
	     
     
     
     

	Study site
(Local Principal Investigator: First & last name; e-mail)
	     
     
     
     

	Study site
(Local Principal Investigator: First & last name; e-mail)
	     
     
     
     

	Study site
(Local Principal Investigator: First & last name; e-mail)
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Appendix 2: SDV extent and key data
According to the Risk-Based Monitoring Strategy Please choose and to the Table 3, the Source Data Verification of (e)CRF will be performed as follows:
100 % SDV for the 1st trial subject and for x% randomly selected trial participants. (+up to 5% for the medium-risk, + up to 10% for the high-risk). 
Partial SDV will be performed for x% randomly selected trial participants according to the following table. (+up to 20% for the low-risk, 20% to 50% for the medium-risk, for 100% for the high-risk).
List here all (e)CRF pages that will be verified against source documents and the extent of SDV to be performed for each (e)CRF page (primary endpoints, secondary endpoints,..). 
Write a comment for example to specify if not all data of the (e)CRF page have to be checked, where applicable. 
	
	(e) CRF pages
	Extent SDV (%)
	Comments

	Visit 1 
	· Date
	x%
	

	
	· Eligibility criteria
	x%
	

	
	· Demographics
	x%
	

	
	· Vital signs
	x%
	

	
	· Urinary pregnancy test
	x%
	

	
	· Randomization
	x%
	

	
	· Intervention
	x%
	

	
	· Laboratory
	x%
	

	
	· …
	x%
	

	Visit 2 – Day ….
	· Date
	x%
	

	
	· Vital signs
	x%
	

	
	· Laboratory ….
	x%
	

	
	· …
	x%
	

	Visit 3 – Day …..
	· Date
	x%
	

	
	· Vital signs
	x%
	

	
	· Laboratory ….
	x%
	

	
	· …
	x%
	

	Visit 4 – Day ….
	· …
	x%
	

	End of study
	· Follow-up: end of study
	x%
	

	SAFETY
	· SAEs
	x%
	

	
	· AEs
	x%
	


 

Optional Appendix 3: RBM risk-score calculator (report)
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