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JRESDOC0040 Self-Monitoring Form for Research Studies
	Short Study Title:
	
	Study type e.g. CTIMP, Device
	

	Sponsor:
	
	REC Reference:
	

	Name of Site/Centre:
	
	JRES R&D number:
	

	Chief Investigator (CI):
	
	Principal Investigator (PI):
	


This ‘Self-Monitoring Form’ has been designed to enable monitoring of both City St George’s University of London and St George’s University Hospitals NHS Trust sponsored trial activities both on and off site. You may receive this form for completion by the JRES contact or by a delegated contact. Please complete the form in line with the following guidance:
1. Sections 1, 2, 3 and 4 should be completed at site by the PI or a person designated by the PI (i.e. Research Nurse, Data Manager, Trial Coordinator).
2. Section 5 should be completed by the Pharmacist involved in dispensing the IMP(s) at your site if relevant
3. Section 6 should be completed by the Lab manager involved in the processing/storage of samples for this study (if relevant)
Please ensure that you insert date and version number (as required) of all documents you list in the form. Please mark ‘not applicable’ as N/A and ‘not known’ as NK.
4. The form should be completed and returned to the JRES using the contact details provided in section 7 of the Form. Please enclose additional documents as instructed in Section 7. 
5. The JRES contact will review the form and associated documents on receipt and complete Section 8 to enable requests for clarification of any issues identified and/or make suggestions for implementation of corrective and/or preventative actions if deemed necessary.  
6. The JRES contact will inform you of the outcome of their review within 2 weeks of receipt of the form. The response will be sent to the CI, Site PI and Trial Coordinator/Data Manager or any other team member, designated in Section 7 of the form. 
7. The JRES contact will aim to assist you in resolving any issues identified during the assessment/review of the information you sent. The JRES contact will send you a report/letter to define any findings. 
The delegated contact may consult the sponsor contact to seek clarification and advice.
Please note: Some issues may trigger a physical monitoring visit. Should this happen, the JRES contact will inform you prior to arrange a date suitable for all parties involved and prior to issuing a monitoring report.
SECTION 1: Essential Documents
1.1 Working with Key documents
Please tick appropriate box and where applicable provide a version number and date of all current documents filed in the Investigator Site File (ISF):

	Documents
	Yes
	No
	Version Number
	Date

	Protocol
	
	
	
	

	Patient/Subject Information Sheet (PIS/SIS)
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Informed Consent Form (ICF)
	
	
	
	

	GP Letter
	
	
	
	

	Case Report Forms (CRFs)
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Investigator Brochure
	
	
	
	

	Summary of Product Characteristics (SmPC)

Name of IMP 

1.
	
	
	
	

	2.


	
	
	
	

	Material Data sheet

Name of Device

1
	
	
	
	

	2.


	
	
	
	


Has there been an amendment made since completion of the last monitoring visit or Self-Monitoring form received by the JRES contact date…….../…./….

Yes  FORMCHECKBOX 
  
No  FORMCHECKBOX 
  

If yes, was the amendment:         Substantial   FORMCHECKBOX 
  
Non-Substantial   FORMCHECKBOX 
  
Amendment number: _____________
Are all relevant approvals evident and filed in the ISF?
Yes  FORMCHECKBOX 
  
No  FORMCHECKBOX 
  

Please indicate if approvals from REC, MHRA, HRA and local R&D are outstanding to enable the JRES to provide where possible

	Amendment ID/ Date
	REC
	MHRA
	HRA
	Local R&D

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


1.2. Trial Management
Please provide information for your site as requested below:

	Study Logs
	Filed in the ISF
	Provided with this report
	Study Logs
	Filed in the ISF
	Provided with this report

	
	Y
	N
	Y
	N
	
	Y
	N
	Y
	N

	Delegation of Responsibilities and Staff Signature Log*
	
	
	
	
	Training Log (Protocol)*
	
	
	
	

	
	
	
	
	
	Screening and Enrolment Log*
	
	
	
	

	Log of Amendment(s)* 
	
	
	
	
	Subject ID Log
	
	
	
	(

	Data queries (previous monitoring queries) *
(if applicable)
	
	
	
	
	GP Letter Log 
	
	
	
	(

	Sponsor SOP training log(s)*
	
	
	
	
	Adverse Events Log*
	
	
	
	

	*Please return a copy of the above Logs to the JRES contact.
Ensure NO identifiable information is present on the logs BEFORE sending


SECTION 2: Recording and Reporting

2.1 Pharmacovigilance (PVG)

	Adverse Events (AEs)
	Yes
	No
	If yes, please insert a number of those to date?
	Where are the event(s) recorded?

(Please specify)

	Have you recorded any Adverse Events (AEs) at your site?
	
	
	
	 

	Have you recorded and reported any Serious Adverse Events (SAEs) to the Sponsor ?
	
	
	
	

	‘Other Safety Measures’
	
	
	
	

	Have you recorded and reported any Suspected Unexpected Serious Adverse Reactions (SUSARs) to the Sponsor?
	
	
	
	

	SUSARs – ACTION TAKEN?

	How many SUSARs are resolved to date?
	
	How many SUSARs are ongoing to date?
	

	Please return a copy of the AE Log to the JRES


2.2 Patient Recruitment
	Recruitment Query
	
	Recruitment Query
	

	Date 1st patient enrolled/randomised at your site?
	
	Total number of patients enrolled/randomised to date?
	

	Number of patients currently receiving treatment?
	
	Number of patients that have completed trial?
	

	Number of patients in follow up?
	
	Number of patients lost to follow up?
	

	Number of patients that have withdrawn consent?
	
	Number of patients that discontinued treatment &/ or are in follow up due to AEs?
	


SECTION 3: Additional Documents

Please tick appropriate box and provide a version number and/or date of all current documents filed in the Investigator Site File (ISF):

	Documents
	Yes
	No
	Version Number
	Date

	Laboratory Accreditation Certificates
	
	
	
	

	Normal Ranges and updates
	
	
	
	

	Sample collection / tracking log  
	
	
	
	

	Randomisation Code Breaking Procedure (if applicable)
	
	
	
	

	Details of Urgent Safety Measures (if applicable)
	
	
	
	

	Sponsorship Letter
	
	
	
	

	Insurance Letter
	
	
	
	

	Amendment Approval Letters
	
	
	
	

	
	
	
	
	

	
	
	
	
	


SECTION 4: Personnel Training Records

Have any new research team members joined the team since completion of the last monitoring report/initiation visit? 
Are they GCP trained? Please provide information below:
	Name
	On delegation log?
	GCP training
	Date GCP training undertaken
	Date GCP training planned
	Date of signed CV
	Tick if CV NOT signed & dated
	Signed CV and GCP certificate present in file?


	Additional 

information (if 

applicable)

	
	
	Y
	N
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


SECTION 5: Pharmacy (if applicable)
Please tick appropriate box and provide a version number and data of all current documents filed in Pharmacy Site File (PSF): 

	Documents
	Yes
	No
	Version Number
	Date
	Additional Information

	Protocol
	
	
	
	
	

	IMP Dossier or sIMPD (if applicable)
	
	
	
	
	

	Investigator Brochure
	
	
	
	
	

	Summary of Product Characteristics (SmPC)
	
	
	
	
	

	Records of received IMP 

(for non-commercial stock only)
	
	
	
	
	Date received:
	

	
	
	
	
	
	Quantity received:
	

	
	
	
	
	
	Batch number:
	

	
	
	
	
	
	Expiry Date:
	

	IMP Clinical Trial Dispensing Procedure
	
	
	
	
	

	IMP Accountability Logs
	
	
	
	
	1st patient ID:
	

	
	
	
	
	
	Last patient ID:
	

	Temperature Logs
	
	
	
	
	

	Evidence of ‘cold chain maintenance’ during transport (if applicable)
	
	
	
	
	

	IMP Prescription(s)
	
	
	
	
	No of dispensed prescriptions:
	

	
	
	
	
	
	1st IMP prescription date:
	

	
	
	
	
	
	Last IMP prescription date:
	

	Code Break Envelope Accountability log
	
	
	
	
	Any code break requests?

	
	
	
	
	
	SAE related?         Yes         No

	
	
	
	
	
	Patient ID:                 Date:

	IMP Destruction Procedure 
	
	
	
	
	

	Certificate of Destruction 
	
	
	
	
	

	Evidence of Study delegation log with approved prescribers evident in PSF
	
	
	
	
	

	All prescriptions cross checked against approved signatures on delegation log
	
	
	
	
	


Actual date completed:



By Name:




Job Title:
Please also complete your contact details in section 7 of this form
SECTION 6: Laboratory (if applicable)
Please tick appropriate box and provide a version number and data of all current documents filed in Laboratory Site File (LSF): 

	TTick box
	Documents
	Yes
	No
	Version Number
	Date
	Additional Information

	
	Protocol
	
	
	
	
	

	
	Lab Manual
	
	
	
	
	

	
	Records of biological Samples received 


	
	
	
	
	Expected Quantity
	Actual Quantity

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	Processed
	Awaiting Process

	
	
	
	
	
	
	
	

	
	Sample processing Procedure
	
	
	
	
	Verification/accreditation of assay performed on: 

	
	Temperature Logs for sample storage


	
	
	
	
	

	
	Evidence of ‘cold chain maintenance’ during transport for samples (if applicable)
	
	
	
	
	

	
	Laboratory Requests
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Actual date completed:



By Name:




Job Title:

Please also complete your contact details in section 7 of this form

SECTION 7: Please Insert Detail of Personnel completing the form:

Principal Investigator or a designated individual:

	Name:
	
	Position
	

	Site Name and address:
	

	E-mail
	
	Phone:
	

	Date form completed:
	
	Signature
	


Pharmacist or a designated individual completing Section 5:

	Name:
	
	Position
	

	Site Name and address:
	

	E-mail
	
	Phone:
	

	Date form completed:
	
	Signature
	


Lab Manager or a designated individual completing Section 6:

	Name:
	
	Position
	

	Site Name and address:
	

	E-mail
	
	Phone:
	

	Date form completed:
	
	Signature
	


Please send the completed form to: Sponsor CONTACT: ……………………………………..  
Please ensure that you also attach the following documents where you have indicated a change from information already collected: 
	Document
	Attached?

	
	Yes
	No 
	NA

	Current Delegation of responsibilities and Signature Log
	
	
	

	CI/PI’s GCP Certificates and CVs (signed and dated)
	
	
	

	Protocol Deviation Log
	
	
	

	Log of Amendment(s)
	
	
	

	Sponsor SOP training log(s)
	
	
	

	Subject tracking log (Enrolment, Withdrawal and Completion)
	
	
	

	AE Log
	
	
	

	Completed IMP Accountability (anonymised) and Temperature Logs (where relevant)
	
	
	

	Completed Device Accountability (anonymised) and storage logs (where relevant)
	
	
	

	IMP Clinical Trial Procedure (where relevant)
	
	
	

	Any other documents please list
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


SECTION 8: Assessment of the information provided in this form and For Office Use Only
	Issues Related to:
	Yes
	No
	Actions recommended by sponsor contact and timelines

	Section 1 
	1.1 Working with key documents
	
	
	

	
	1.2 Trial Management
	
	
	

	Section 2 
	2.1 Pharmacovigilance
	
	
	

	
	2.2 Patient Recruitment
	
	
	

	Section 3
	Additional Documents
	
	
	

	Section 4
	Personnel Training 
	
	
	

	Section 5
	Pharmacy 
	
	
	

	Section 6
	Laboratory
	
	
	

	Section 7
	Key Personnel data
	
	
	

	Review Details

	Date form received:
	
	Date form reviewed:
	

	Date site informed of findings:
	
	Date follow up received (if applicable):
	

	Is on site monitoring visit necessary?
	
	Date:
	

	Outcome (concerns and escalation if any):
	

	Name of the reviewer:
	
	Signature of the reviewer:
	

	Referral to Sponsor Contact-JRES?
	
	Date of Referral
	

	Sponsor Contact-JRES
	Name: 


	Signature:


	

	Recommendation: (cross referenced with Sections above) 
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