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	Purpose and Objective:



	To outline the process of monitoring CTIMPs which are being sponsored/hosted by BLT/QMUL 


	SOP Text




	
	Responsibility
	Activity

	1. 
	Research Governance & GCP Manager
	Prior to the trial starting, monitoring training for the PIs is compulsory where BLT or the College are sponsor or are to undertake monitoring on behalf of the Sponsor.

Protocol/consent forms/PIL/Clinical Trial Application form/Ethics application form of projects sponsored by BLT/QM will be reviewed at the time of submission to the R&D Department and prior to submission to the Ethics Committee and Competent Authority.
In particular, it will be checked that:

1.1. A monitoring procedure is outlined in the protocol. If the  project is sponsored by BLT/QM the Research Governance Manager will take the PI through the monitoring report template and establish the risk level associated to the project (see SOP 23). A monitoring plan will be agreed with the PI. The level of monitoring will then be outlined in the protocol itself. The protocol will then be submitted to the Ethics Committee and MHRA. The PI may, if they so chose, to undertake monitoring over and above that agreed.
1.2 The R&D office has developed a CTIMP Monitoring Report Form (Appendix A) to assist the PI undertake the agreed level of monitoring. The R&D office may however agree to receive this information in a different format from the PI.

1.2. A list of EXPECTED serious adverse events/reactions is outlined clearly to facilitate the subsequent reporting to the MHRA and limit the amount of unexpected event and subsequent expedited reporting.
1.3. For hosted trials, at the time of signing the sponsor-site agreement it should be checked who has been delegated monitoring responsibility, that information should be entered in REDA. If the joint R&D office has accepted monitoring responsibility, the trial will be monitored in the same way as the BLT/QM sponsored trials. Monitoring reports will be sent to the sponsor accordingly.
1.4. For hosted trials, if the sponsor is arranging monitoring externally, the Trust will request and approve the:

monitoring SOP

monitoring plan

monitoring reports or listing of monitoring visits having taken place depending on the frequency of the visits.

	2. 
	Research Governance & GCP Manager
	Once a month the data base will be checked to remind the PIs (which projects are sponsored by BLT/QM) to send their annual safety reports to the R&D Department and to the MHRA in a timely manner. An automatic reminder will be set up via the Joint R&D Office database as soon as the database system has been upgraded and this becomes feasible.
An email will be sent to these PIs, printed and filed in the R&D file. A note will be entered in REDA that a reminder has been sent on that project. The date as to when the reminder was sent will be specified.

	3. 
	Research Governance & GCP Manager+ PI
	The PIs have to send amendments to the Competent Authority and Ethics Committee as appropriate.
When copies of amendments submitted to the Ethics Committee are sent to the R&D Office regarding CTIMPs sponsored by BLT/QM, it will be checked that the amendments have been sent to the MHRA as well if relevant.

	4. 
	Research Governance & GCP Manager+PI
	The PI should be provided with the “monitoring report” (or provide alternate to Research Governance & GCP Manager)  as appropriate) template as soon as he gets in touch with the R&D Department. This document should be filled in, in a continuous fashion throughout the life of the trial and submitted to the RG&GCP Manager.

	5. 
	Research Governance & GCP Manager
	Once a month the data base will be checked to work out which monitoring reports are due from the PIs by looking at the “date of first consent” data.
In the initial implementation period of this SOP, the PIs will be sent a reminder in advance of the due date.

	6. 
	Research Governance & GCP Manager+PI
	For Multi-cente studies a monitoring report will be required for each site and these reports sent to the RG&GCP Manager as agreed.

For multi-site trials sponsored by the BLT/QM the R&D Offices of each site may, if they agree, to undertake monitoring at their site. If this is the case
They can use their own SOPs/templates to monitor or use the  CTIMP Monitoring Report Form 
In either cases a monitoring template/monitoring report needs to be sent back to the office to: 

1. ensure a monitoring did take place 

2. gauge the level of compliancy of the trial

These reports will also be sent to the CI in charge of the project in QM/BLT.

	7. 
	Research Governance & GCP Manager
	Ensure that the template has been completed appropriately.

Check the seriousness of the findings. Ensure that the PI has drafted an action plan to address the findings. Sign & date the report and file it in the R&D file. Depending on the seriousness of the findings the Chief Executive or the Ward (Depending if the trial is BLT or QM sponsored) will be notified. Update ReDA with the date of the monitoring visit, via the ‘clocks’ page. Update the recruitment data in REDA . Follow up on the actions : corrective and preventive. If the actions have not been carried out, the Head of R&D will be notified and staff from the Joint R&D office will audit the trial.

	8. 
	Research Governance & GCP Manager 
	If BLT Pharmacies are involved in storing and dispensing the IMP, contact the Clinical Trial Pharmacist to arrange a time where the Pharmacy files can be monitored. A few files should be looked on the same day in Pharmacy to maximise use of time. 

	9. 
	Research Governance & GCP Manager
	Brief meetings with the clinical Trial Pharmacist will be organised every second month to check the Clinical Trial List in Pharmacy against the R&D list. The Clinical Trial Pharmacist will be given access to REDA to check out which trials are pending.
Extensive Email correspondence between the Joint R&D Office and the Clinical Trial Pharmacists will ensure the IMP can be sourced, stored, dispensed appropriately.

	10. 
	Research Governance & GCP Manager
	If a concern is raised for any reason on any trial, a monitoring visit on site will be triggered. 


List of appendices
	Appendix
	Appendix name
	Location

	Appendix A


	Monitoring report template 
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   CONFIDENTIAL

CTIMP Monitoring report for BLT/QM sponsored or BLT hosted trials


(CTIMP: Clinical Trial of Investigational Medicinal Product)



Project REDA number:

CI’s name:

CI’s address:


Ci’s email address:

CI’s phone number:

PI’s name at this site:






Site No:

PI’s address at this site:


PI’s email address:


PI’s phone at this site:


CONTENT


1. Rationale


2. Scope


3. Practicalities


4. Recommendations

5. Monitoring template


6. Summary of findings/Actions


7. Signatures


1. RATIONALE:


To allow you to recruit BLT patients in your trial, the Trust has to provide you with a Quality Control (QC)/Quality Assurance (QA) system. This contributes to ensuring the safety of your trial subjects and helps to validate your trial data. 


This monitoring process is based on the Principal Investigator (PI) ensuring that a member of his trial team completes a “Monitoring report” and sends it to the Joint BLT/QMUL R&D Office (JRO) for review. In addition, a routine check of the content, accuracy, and the completeness of data supplied by the PI to the JRO will be performed. 


Failure to comply with the monitoring plan for this trial may lead to the removal of R&D approval for the study and trial termination. 


This report will be reviewed by the JRO. Some of the data provided in the report will be entered into the R&D database. Any corrective/preventive actions will be followed up by the R&D Department. A number of reports will be selected; a staff member of the JRO will visit the trial team and verify the accuracy of the information entered. PIs should arrange for this template to be filled in as soon as Version 1 of the protocol has been finalised. (If the trial has already started, please complete the CTIMP monitoring report up to today’s date).


2. SCOPE:


2.1. The monitoring process assesses to which extend the trial conforms to:


2.1.1 The UK Medicines for Human Use (Clinical Trials) Regulations 2004, SI 2004/1031, (please look it up, http://www.opsi.gov.uk/si/si2004/20041031.htm)


2.1.2 The UK Medicines for Human Use (Clinical Trials) Amendment Regulations 2006, SI 2006/1928, 


2.1.3 The UK Medicines for Human Use (Clinical Trials) Amendment (No.2) Regulations 2006, SI 2006/2984.


2.1.4 The UK Medicines for Human Use (Clinical Trials) and Blood Safety and Quality (Amendment) Regulations 2008, SI 2008/941.


In particular, under UK Regulation 49 “Offences”, applies to any person who contravenes any of the following provisions: 


Regulations 


3A[sponsor’s responsibility for the investigator’s brochure], 


12[Requirement for authorisation and ethics committee opinion] (1) and (2), 


13[Supply of IMP for the purpose of clinical trial] (1), 


27[Conclusion of Clinical Trial], 


28[GCP and protection of clinical trial subjects] (1) to (3), 


29[Conduct of Trial in accordance of trial authorisation], 


29A[Notification of serious breaches], 


30[Urgent safety measures] (2), 


31A[Trial master file and archiving] (1) to (3) and (5) to (10), 


32[Notification of adverse events](1),(3) and (5) to (9), 


33[Notification of SUSAR] (1) to (5), 


34[Clinical Trial conducted in Third countries], 


35[Annual list of SAR and safety report](1), 


36[Requirement for authorisation to manufacture or import IMP](1), 


42[Obligations of Manufacturing authorisation holder], 


43[Qualified person](1) and (6) 


Non-compliance could mean that a person could be personally guilty of an offence under the act and regulations.


Please note: Regulation 52, “Penalties”


52 A person guilty of an offence under these Regulations shall be liable-


(b) on conviction on indictment to a fine or to imprisonment for a term not exceeding two years or to both.


Compliance with the UK Regulations provides assurance that the rights, safety and well-being of trial subjects are protected, and that the results of the clinical trials are credible.


2.2 Extent and Nature of Monitoring (5.18.3 ICH-GCP E6): The sponsor should ensure that the trials are “adequately” monitored. The sponsor should determine the appropriate extent and nature of monitoring. The determination of the extent and nature of monitoring should be based on considerations such as the objective, purpose, design, complexity, blinding, size, and endpoints of the trial.


3. PRACTICALITIES:


Once the monitoring template has been filled in by a trial team member acting as a “monitor”, it needs to be emailed to the Research Governance Manager in the JRO who will review the document and might add corrective/preventive actions accordingly. The CI and PI will then sign off the document. Once this monitoring report has been signed & dated by the 1-monitor, 2-PI& CI, 3- Centre Lead, please send it to: 







Head of R&D 





Monitoring report






Research and Development Office






1st Floor Portakabin, 24-26 Walden Street,






Whitechapel, London E1 2AN


together with the “Delegation log sheet” for the trial. The delegation log sheet clearly defines who is taking consent, who is completing the Case Reports Forms (CRFs)... … It is mandatory for all staff involved in these activities to have been GCP trained.


4. completing the monitoring template:

1. If an item is Not Applicable to the trial please insert NA.


2. When checking documents, the Monitor needs to ensure that all documents are dated, version & page controlled and relate to the latest version of the approved (both MREC and MHRA) protocol. Please check with the PI that you do have the latest version of the protocol.


3. The “Comments” column has been filled in with the most frequent answers (FAs), to help out completing this template. FAs are for guidance only and need to be altered as required.


4. Templates for: 


4.1 Declaration of commencement of trial letter to the sponsor


4.2 Annual safety report template


4.3 End of trial notification template to the MHRA


can all be found on: www.bartsandthelondon.nhs.uk


5. X, Y, Z should be replaced by either a number or the subject trial identification codes


6. Prior to the trial starting, the list of “source data” for the trial needs to be identified and entered in the “source data” verification tables.  The location (Medical Records, database) of the “source data” which should be checked out against the CRF for this particular trial needs to be indicated.


7. The data highlighted in yellow is data which once entered will not change from one monitoring session to the next and can be filled in by the PI in a continuous fashion.


8. Please complete what can be filled in yellow and save as “original template”. Then do “save as” and name it first/second/ monitoring template so that you can use the yellow original template for the next monitoring session.

9. The green fields are only for multi-site trials. One monitoring template should be sent to each PI on each site. The CI should arrange for the questions highlighted in yellow to be completed prior to sending the template to the sites as that information remains the same for all sites.


5. MONITORING TEMPLATE:


		Monitoring reports track sheet

		Date when the report was completed 



		First monitoring exercise

		X



		Second

		



		Third

		



		Fourth

		



		Fifth (Please add rows accordingly)

		





		Does the PI have any concerns about the trial?

		YN

		Comments



		1

		Recruitment rate

		

		



		2

		Resources

		

		



		3

		Shortage of trial team staff members

		

		



		4

		Pending data

		

		



		5

		Equipment which needs to be serviced

		

		



		6

		Sourcing of the IMP

		

		



		7

		Storage of the IMP

		

		



		8

		Dispensing of the IMP

		

		



		9

		Accountability of the IMP

		

		



		10

		Other

		

		



		11

		Other

		

		



		12

		Other

		

		





5.1 Risk associated to the project:


		Date of monitoring report finalised:

		MINIMUM requirements: 



		Risk-based monitoring strategy,  

The PI together with the Joint R&D Office will determine the risk level of the project, A, B, C or D as defined below: 

		This monitoring report needs to be sent to the joint R&D Office :                     



		A Low Risk

(e.g. non-invasive pathophysiology/imaging)                                      

		Once a year : a year after the date on the first signed consent form



		B Similar to usual care 

(e.g Therapeutic use trial (Phase IV) ) or using a food supplement (Vitamin, chocolate).


Is the subject receiving the same treatment on trial as he would be off trial? If yes, this is level risk B

		Once a year: a year after the date on the first consent form



		C Substantial Risk 

(e.g. Therapeutic confirmatory trial  (Phase III)

		Twice a year (six months after the date on the first consent form and a year after the date on the first  signed consent form)



		D Very High 


(e.g. Therapeutic exploratory trial (Phase I-II) gene therapy/cell therapy

		The frequency of monitoring will be agreed with the joint R&D Office.



		This trial falls into category : X and this monitoring template will be sent to the Joint BLT/QM R&D Office Y times a year

Please justify why this trial falls into that category risk:



		The yellow part of the form should be completed by the PI/team member in a continuous fashion, as the project evolves.

Name of the person from the trial team completing this monitoring report and acting as a monitor (This should not be the Investigator unless the Investigator leads the project on his own):





5.2 Site File: Essential Documentation

		

		Please confirm that the following documents are present in the Trial Master File TMF or Site file (for hosted trials)



		YN

		Date / Comments 



		1 

		Date on the condition of  sponsorship letter signed by the PI

		

		



		2 

		Date on the letter of sponsorship 

		

		



		3 

		Date on the peer review letter

		

		



		4 

		ETHICS


Date on the Ethics “favourable opinion” letter

		

		



		5 

		For Each site: Date on the LREC application form or site specific authorisation application.

If the site was not in the original application sent to the Ethics, date on the substantial amendment sent to the MREC

		

		



		6 

		For each site: Date on the letter from the Ethics Committee accepting the SITE

		

		



		7 

		Date on  first amendment  sent  to the MREC, if the amendment was not sent to the MHRA please state why

		

		



		8 

		Date on the MREC letter approving V 2 of the protocol

		

		



		9 

		Date on second amendment  sent to the MREC

		

		



		10 

		Date on the MREC letter approving V3 of the protocol

		

		



		11 

		Date on the third amendment  sent to the MREC

		

		



		12 

		Date on the MREC letter approving V4 of the protocol

		

		



		13 

		If more amendments were submitted please add more rows

		

		



		14 

		MHRA


Date on the signed Clinical Trial Authorisation Application (CTA) form sent to the MHRA.


If a site was not in the original application sent to the MHRA, date on the substantial amendment sent to the MHRA

		

		



		15 

		Date on the “letter of authorisation” from the sponsor to submit the CTA form

		

		



		16 

		Date on the MHRA “notice of acceptance” letter

		

		



		17 

		Date of the letter from the PI to the MHRA to answer the remarks on the MHRA “Notice of Acceptance” (if applicable)

		

		



		18 

		Date on the letter from the MHRA accepting the response to the remarks

		

		



		19 

		Date on Initial version of protocol (initial version approved by both MHRA & MREC)

		

		



		20 

		Date on first amendment  sent to the MHRA

		

		



		21 

		Date on the MHRA letter approving V 2 of the protocol

		

		



		22 

		Date on second amendment  sent to the MHRA

		

		



		23 

		Date on the MHRA letter approving V3 of the protocol

		

		



		24 

		Please repeat the previous rows if more amendments were submitted

		

		



		25 

		List and summary of all amendments (substantial and non substantial) (MHRA and MREC)

		

		Last up dated on X



		26 

		Date & version No on the current version of the protocol 


consent form


PIL

		

		



		27 

		Date on the signed clinical trial agreement if applicable (e.g. sponsor-site)


Date on any other signed agreement

		

		



		28 

		Date on “Final” R&D approval letter

		

		



		29 

		Pharmacies utilised

		

		



		30 

		Sample of label attached to IMPs container 


One sample for each IMP


(needs to comply with Annex 13 requirements)

		

		



		31 

		Decoding procedures in case of an emergency specify who is responsible for decoding

		

		



		32 

		Master randomisation list

		

		



		33 

		Copy of the MA IMP license, (MA: Marketing Authorisation)

		

		



		34 

		List of Department utilised (Labs, Imaging, …)

		

		



		35 

		List of Equipment utilised (line listing with equipment location)


Standard Clinical care equipment


Study trial equipment

		

		Standard Clinical care equipment:

Study trial equipment:



		36 

		List of what is considered source data (FACS machine result, Medical Records, Lab results)

		

		



		37 

		Summary of Products Characteristics/ IMP Dossier/Investigator Brochure

		

		



		38 

		Importer’s authorisation and QP declaration of GMP (only required if the IMP is manufactured in a third country)

		

		



		39 

		Advertisement for subject recruitment 

		

		



		40 

		Sample of Subject information leaflet

		

		



		41 

		Does the project have a Data /Trial Steering Committee?


Are the minutes of the Data/Trial Steering Committee all filed?

		

		



		42 

		Signed and dated PI’s CV outlining GCP, UK Regulations training


Each signed and dated team member’s CV present (as listed on delegation log) outlining GCP and UK Regulations training

		

		



		43 

		Date on the first consent form

		

		



		44 

		Date on the letter to the Sponsor to declare commencement of trial in the UK if BLT/QM sponsored.


If the project is not  sponsored by BLT/QM, date on the letter sent to the R&D Department to declare the date of first consent in BLT 


(Letter to include, Reda Number, trial name and PI)

		

		



		45 

		Electronic data: are all computers entailing trial data password protected? Is the data anonymised or pseudoanonymised?

		

		



		46 

		Computer systems Validation plan and authorised sign-off of plan in TMF. (Guidance notes regarding this issue are being drafted)

		

		



		47 

		Certificate of validation of computer system with authorised sign-off in TMF.


(Guidance notes regarding this issue are being drafted)

		

		



		48 

		Subject Screening Log (eligibility check)


How many subjects screened to date?





		

		X subjects were entered in the screening log 



		49 

		Subject Enrolment Log (consented)


Unless specified in the protocol, the date of enrolment should be different to the date of screening to ensure the subject was given enough time to understand the trial

		

		X subjects were entered in the enrolment log 






		50 

		Subject Identification code list




		

		X subjects were allocated a code and entered in the subject identification code list



		51 

		Delegation sheet


Have new members or new responsibilities been added to the trial team? (including registrars  who are consenting). 




		

		A total of X trial team members were on the delegation list and X have attended a GCP training/UK Regulations training.


X trial team members need to attend a GCP/UK Regulations training course



		52 

		Signature Sheet 


(Signatures and initials of all persons authorised to make CRF entries)


Does it need to be updated?


Can be pooled with the delegation sheet above

		

		X persons were on the signature sheet


X persons were authorised to take consent 


X persons were authorised to make entries in the CRF


The PI stated that it was up to date 



		53 

		Number of Signed Informed Consent Forms 


(The consent forms are part of the essential documents, however it is best to keep them in a separate folder to the TMF to anonymise the TMF)


Are signed ICF also filed in the Medical Records?


The following activities  could be done by sampling but the monitor will need to make a note of which Forms were checked:


Do the dates on the prescription forms post date the ICF dates?


Do the dates on the ICF predate any test, part of the CT?



		

		X signed consent forms were present.


This number (X) of signed consent forms is identical to the number of subjects listed in the enrolment log.


The dates on the consent forms are consistent with the dates on the enrolment/recruitment logs for subjects 00XX, 00YY, 00ZZ


The dates of signature (subject/PI) on the signed consent forms were identical for subjects:  00XX, 00YY


X trial team members were authorised to take consent on this trial, the signatures on consent form from subjects 00XX, 00YY, 00ZZ were on the signature sheet.


The consent forms were kept separately from the CRFs. 



		54 

		Completed Case Report Form (CRF) for each trial subject  (Signed and dated)


(make a record of the CRFs checked) if possible, ensure that original entries are not obscured by corrections and that the signature matches the signature on the signature Sheet.


The monitor cannot make changes to the CRFs unless he happens to be the only person authorised to make entries to the CRF on the trial.


SAEs, SARs, SUSARS

		

		X CRFs had been partially  completed

X CRFs had been completed and dated/signed by the PI


All X CRFs were pseudoanonymised


Corrections had been made appropriately on the CRFs of subjects: 00XX, 00YY

Only authorised trial team members, listed on the delegation sheet, had entered data on CRF of subjects: 00XX, 00YY


The PI had signed CRF number: 00XX, 00YY 


Non serious AE were recorded in CRFs of subjects: 00XX, 00YY

SAE were recorded in CRFs of subjects: 00XX, 00YY


SUSARs were recorded in CRF for subjects: 00XX, 00YY


Sponsor SUSAR forms had been filled in for subjects: 00XX, 00YY


Total Number of SUSARs reported to the sponsor, the MHRA, the MREC and other PIs to date (Please insert date): X


Total Number of SAEs reported to the sponsor to date (Please insert date): X






		55 

		Reports of SAE/Rs from other PIs at other  sites (applicable only for Multi-Centre Trials)





		

		Number of SAEs reported from site 1


Number of SARs reported from site 1


Number of SUSARs reported from site 1


Please insert the date when you are making this check:


Number of SAEs reported from site 2


Number of SARS reported from site 2


Number of SUSARs reported from site 2


Please continue for each site






		56 

		Record of retained body fluids/tissue samples

		

		



		57 

		Record/s of relevant communications about trial (eg emails, telephone calls)


		

		Records of relevant communications were kept for subject: 00XX, 00YY



		58 

		Were any urgent safety measures implemented?


Were they reported to the MHRA within 3 days?

		

		



		59 

		Annual Safety Report


		

		Annual safety reports had been sent to the sponsor & MHRA on XXX


The next annual safety report is due: XXX



		60 

		Annual Progress Report

		

		Annual progress reports had been sent to the MREC on XXX


Annual progress reports had been sent to the sponsor on XXX



		61 

		Updates of the: Investigator’s Brochure, or


                       IMP Dossier, or


                       SmPC


Information should be updated annually

		

		



		62 

		Amended PIL/s and Consent Forms (new version number and date)

		

		The latest version of the consent form VX  and PIL VX were dated XYZ



		63 

		Amended CRF (new version number and date)


		

		The current CRF is VX dated XYZ 



		64 

		Documents that confirm communication of PI with subject of new information that becomes available that might affect their willingness to continue to participate

		

		



		65 

		Report/s from Monitor/Auditor


The monitor needs to check that this is filed separately and confidentially


		

		X monitoring sessions


Y auditing sessions

had been carried out on this trial



		66 

		Date when the trial was declared on hold (if applicable)

		

		



		67 

		Date of “End of trial notification” form sent to the MHRA

		

		



		68 

		Date of the Final Clinical Trial Report

		

		



		69 

		The TMF and Pharmacy files will be archived in: 

		

		



		70 

		Other issues:

		

		



		71 

		

		

		



		72 

		

		

		



		73 

		

		

		



		74 

		

		

		



		

		

		

		





5. 3. Source Data Verification (SDV)

This last section is about checking that the Medical Records entail the appropriate documents (copy of the consent forms) and the data entered in the CRFs is accurate. The Medical Records should be requested in advance so that the documents can be checked : Add as many Source Data Verification Tables as required but one fully completed  table is required per patient. (You should carry out data verification on a MINIMUM of 10% of your CRFs at each monitoring exercise). Within the subjects’ enrolled chronologically please SDV for the following: 1, 12, 21, 32, 45, 54, 62, 75, 85, 92, 102 (as appropriate). Each site should use the sequence above. Patient 1st, 12th, 21st… …consented on the site.  

		

		Check of  data in CRF against patients Medical Record (MR)/ source data documents for subject 00XXX


The documents which will need to be cross referred to the CRF need to be agreed between the JRO and  PI prior to this trial starting

		Y/N

		Comments



		1 

		Has the subject a Computer Record system number (CRS)?

		

		



		2 

		Copy of the signed consent form & PIL. Do they match the correct approved version at the time of consent?

		

		



		3 

		Date on the signed consent form. Do they match the correct current approved version at the time of consent? 

		

		



		4 

		Copy of the GP letter (only required if it was stated in A of the Ethics application form that the GP would be informed)

		

		



		5 

		Does this subject meet the inclusion/exclusion criteria stated in the protocol?

		

		



		6 

		Do the lab results match the data entered in the CRF? Are they within the range stated in the protocol?


Do the lab results data (relevant to the trial) post date the date on the consent form?

		

		



		7 

		Date of the first IMP prescription


Does it post date the consent form?

		

		



		8 

		Is the IMP dose prescribed within the range stated in the protocol?

		

		



		9 

		Does the frequency (and dose) of prescription match what is stated in the protocol?

		

		



		10 

		X,Y,Z data entered in the CRF match source data filed in the MR

		

		



		11 

		X,Y,Z data entered in the CRF match source data filed in the MR

		

		



		12 

		Please insert relevant endpoint result data


(survival, time to disease progression, QOL, adverse events)

		

		





Please duplicate the table to carry out SDV on the number of subjects required.

		6.

		Summary of findings from this monitoring session

		Corrective Action

		Person carrying out the action

		Time line set by PI/ team and agreed with R&D



		1 

		

		

		

		



		2 

		

		

		

		



		3 

		

		

		

		



		4 

		

		

		

		



		5 

		

		

		

		



		6 

		

		

		

		



		7 

		

		

		

		



		8 

		

		

		

		



		9 

		

		

		

		



		10 

		

		

		

		



		11 

		

		

		

		





		

		Other findings not mentioned in the above list

		 Corrective Action

		Person carrying out the action

		Time line


set by PI/ team  and agreed with R&D 



		1 

		

		

		

		



		2 

		

		

		

		



		3 

		

		

		

		



		4 

		

		

		

		



		5 

		

		

		

		



		6 

		

		

		

		



		7 

		

		

		

		



		8 

		

		

		

		



		9 

		

		

		

		





		

		PREVENTIVE actions (these actions should prevent the  corrective actions above to happen again)

		Person carrying out the action

		Time line set by PI/ team and agreed with R&D 



		1 

		

		

		



		2 

		

		

		



		3 

		

		

		



		4 

		

		

		



		5 

		

		

		





7. SIGNATURES


Please email this document to the Research Governance Manager for review prior to finalising this document and signing it. Please name the document as follows: REDA number, PI’s name

		Job description

		Name (Printed characters) and EMAIL ADDRESS+PHONE No

		Date

		Signature



		Person acting as monitor 

		Name


Email Address


Phone number

		         /08

		



		Clinical trial co-ordinator

		Name


Email Address


Home Address

		          /08                     

		



		PI

		Name


Email Address


Phone Number

		         /08

		



		CI

		Name


Email Address


Phone Number

		

		



		Centre Lead or equivalent


If same as above, the line manager of above should be signing

		Name


Email Address


Phone Number

		         /08

		



		Research Governance Manager in the Joint R&D Office

		Name


Email Address


Phone Number

		         /08

		



		Head of BLT/QM Joint R&D Office

		Name


Email Address


Phone Number

		         /08

		





References:


1. The UK Medicines for Human Use (Clinical Trials) Regulations 2004, SI 2004/1031,  http://www.opsi.gov.uk/si/si2004/20041031.htm

Acronyms

AE/R 

Adverse event/reaction


ASR

Annual Safety Report

ATC

Anatomical Therapeutic Chemical Classification System


CA

Competent Authority


CI

Chief Investigator


COREC
Central Office Research Ethics Committee 


CPL 

Clinical Project Leader

CRF

Case Record Form


CRO 

Clinical Research Organisation


CRS

Computer Record System

CT

Clinical Trial


CTA

Clinical Trial Authorisation (MHRA)


CTA

Clinical Trial Agreement (Between Sponsor and Legal Entity at a Site)


CTD

Clinical Trials Directive


CTIMP
Clinical Trial of an Investigational Medicinal Product


DPA

Data Protection Act


EC

Ethics Committee, European Commission


EMEA

European Medicines Evaluation Agency


EudraCT
European Clinical Trial Database


GCP

Good Clinical Practice


GMP

Good Manufacturing Practice


GNA

Grounds for Non Acceptance


HTA

Human Tissue Act


IB

Investigator’s Brochure


ICH
International Conference on Harmonisation of technical requirements for registration of Pharmaceuticals for human use.


IDMC
Independent Data Monitoring Committee


JRO 
Joint R&D Office 

IMP

Investigational Medicinal Product


IMPD

IMP Dossier


INN

International Non proprietary Name


IP

Intellectual Property


ISRCTN
International Standard Randomised Control Trial Number


MA

Marketing Authorisation


Medra

Medical Dictionary for Drug Regulatory Activities


MHRA

Medicines and Healthcare Products Regulatory Agency


MREC

Main REC


MS

Member State


NCR 

No carbon required 


NRES

National Research Ethics Services

PI

Principal Investigator


R&D

Research and Development


RCT

Randomised Controlled Trial


REC

Research Ethics Committee


RGF

Research Governance Framework


SAE/R
Serious adverse event/reaction


SDV

Source Data Verification


SmPC

Summary of Product Characteristics


SOP

Standard Operating Procedure


SPC (SmPC)
Summary of Product Characteristics


SSA

Site-specific assessment


SUSAR
Suspected Unexpected Serious Adverse Reaction


UKCCSG        United Kingdom Children's Cancer Study group  


Many thanks to Ann Cochrane, Marie-Claire Rickard, Alastair Nicholson, Carly Leighton and Denise Andrews for their contribution to this complex document.
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