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Audit Tool for Research Conducted at HEYHT    Version 1, 02/11/09
	Clinical Trial Title: 

     

	Chief and Principal  Investigator (PI) at HEYHT:

     





Tel:      
	Second Point of Contact (PoC) at HEYHT:

     





Tel:      

	Sponsor:
	                                 R&D Number:          
	Funding organisation: 
	     

	Study type:
	     
	Site audited and date:
	                                                          /     /     

	R&D Office personnel present:
	     
	Research Team personnel present:
	     

	Brief Synopsis: (outline of research to include overview of current status, number of patients entered, ongoing, completed and withdrawn etc.)         


	Documents available at the time of the audit (not all documents applicable):

	
	Yes
	No
	N/A
	
	Yes
	No
	N/A

	Protocol:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Standard Operating Procedures (Study specific):
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Informed Consent Form (ICF) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Staff Training documents:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Participant Information Sheet (PIS):
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Data Management system and processes (CRFs, database):
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Ethics Approvals & Correspondence:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Safety Reporting log (SAEs etc):
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	R&D approvals & Correspondence:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Pharmacy/IMP management records:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Regulatory Approvals & Correspondence:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Source Data:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	General correspondence (audit trail of emails and letters):
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Equipment Maintenance logs:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Insurance Indemnity arrangements & agreements:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Previous monitoring/audit reports:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Section 1: Approvals

	1.1 Ethics Approval:
	Yes
	No
	N/A
	Comments:

	a) Is there a record of full approval from a REC?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date:                                   Reference:

	b) All ethics caveats resolved (responses documented)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c) All amendments notified to REC?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d) Site Specific Assessment completed at each site?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	e) All correspondence with REC held on file?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	1.2 Sponsor approval and indemnity:
	Yes
	No
	N/A
	Comments:

	a)  Documented HEYHT sponsorship and indemnity approval?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date:                                   

	b) Insurance statement completed and in the file (policy exclusions documented Uni and NHS indemnity covered?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	1.3 R&D Trust Approval:
	Yes
	No
	N/A
	Comments:

	a)  Does the project have HEYHT R&D Approval?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date:                                   Reference:

	b)  Does the project have signed CLRN declaration (Portfolio only)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	1.4 Other Regulatory Approvals (MHRA, NIGB, UKXIRA, GTAC, ARSAC):
	Yes
	No
	N/A
	Comments:

	a)  Has full CTA approval been granted and caveats resolved/implemented (responses documented)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date:                                   Reference:

	b) EudraCT number obtained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c)  ARSAC certificate granted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d) Environmental Agency Approvals granted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	e) GTAC approval granted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	f) NIGB approval granted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Section 2: Protocol and PIS

	2.1 Protocol:
	Yes
	No
	N/A
	Comments:

	a)  Final approved version of protocol held in TMF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Clear audit trail of amendments and notification to MHRA/REC/Sponsor/Trust (as per study tracking log)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c)  Is there documented evidence of any protocol deviations/breaches of GCP?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2.2 ICF, PIS, GP Letters and other approved docs:
	Yes
	No
	N/A
	Comments:

	a)  PIS on headed paper with date and version number?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Consent form on headed paper with date and version number?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c)  PIS and ICF used the most recently approved versions (ethics approved versions)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d)  Do version number and date of PIS and ICF match?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	e)  Full documented record of participants’ written informed consent?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	f)  ICF completed properly by researcher and participant?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	g)  Dates of signatures on consent form match?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	h)  All consent forms signed post Trust R&D approval?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	i)  Copies of PIS and ICF kept in patients notes? (Check random selection)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	j)  All patients consented are eligible (documented in patients notes or elsewhere)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	k)  Consent to inform GP obtained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	l)  Evidence that GP has been informed of patient involvement?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	m) Recruitment tools (adverts) all approved by REC?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	n) Other approved REC docs retained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Section 3: Study Conduct and Management

	3.1 Data protection:
	Yes
	No
	N/A
	Comments:

	a)  Is there an identified custodian of the data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Are consent provisions and regimes appropriate for the type of study? (tissue retention, records access, audio recordings)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c)  Any secondary uses of data and is consent being obtained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d)  Specific consent of any data transfers to a 3rd party? (transfers outside EU have appropriate arrangements)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	e)  Paper records locked away with restricted access?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	f)  Electronic records stored on password-protected secure server (other devices laptops and memory sticks encrypted as per HEYHT Policy)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	g)  Patient data held on networked computers pseudo-anonymised?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	h) Appropriate safeguards in place for mailing questionnaires (deceased sample checks)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	i) Data management, storage, transfer and use complies with HEYHT Policy?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3.2 Standard Operating Procedures:
	Yes
	No
	N/A
	Comments:

	a) Have study specific SOPs been written (equipment, study tests and data management)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b) Have research team read and acknowledged HEYHT GCP SOPs? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3.3 Annual and Monthly Reports:
	Yes
	No
	N/A
	Comments:

	a)  Have annual progress reports been sent to REC/MHRA and sponsor?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b) Have monthly (HEYHT sponsored IMP) and annual update reports been sent to the HEYHT R&D Office?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Section 3: Study Conduct and Management (continued)

	3.4 Training:
	Yes
	No
	N/A
	Comments:

	a)  Is there an individual training folder for all research staff?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  GCP certificates available for all staff?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c)  Study delegation log available and up to date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d) Evidence all study team trained in SOPs , consent and other study procedures and protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	e) Evidence of adherence to consenting procedures for minors and incapacitated adults?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3.5 IMP Study Management:
	Yes
	No
	N/A
	Comments:

	a)  Drug accountability forms completed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Storage, labelling and disposal of IMP in line with pharmacy or sponsor SOPs/instructions?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3.6 Safety Reporting:
	Yes
	No
	N/A
	Comments:

	a)  Log of all AEs, SAEs and SUSARs arising during the study and appropriately reported to MHRA/REC/Sponsor?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Annual safety reports sent to MHRA/REC/sponsor?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c)  SUSARs reported as per UK Clinical Trials Regulations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d)  Protocol defines a list of expected events?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	e) Evidence of continued safety review of IMP including trend analysis of all documented events?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Section 3: Study Conduct and Management (continued)

	3.7 Tissue Studies:
	Yes
	No
	N/A
	Comments:

	a)  Is the tissue from a recognised tissue bank or project-specific ethics approval obtained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Tissue stored post ethics-approved project is consented to as per consent form?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c)  Stored tissue held post ethics-approved project covered under appropriate license from HTA?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d)  Appropriate consent obtained for genetic analysis?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3.8 Medical Device Studies:
	Yes
	No
	N/A
	Comments:

	a)  Non-CE device studies have ‘no objection ‘letter from MHRA?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  All devices logged by Trust Medical Physics department and full service and calibration logs exist?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3.9 Source Data Verification:
	Yes
	No
	N/A
	Comments:

	a)  Data recorded in the CRFs matches with that contained in the source documents?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Any discrepancies explained and signed documented evidence exists for these?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	c)  External review of data entry by eCRF conducted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d)  Withdrawal from the study documented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3.10 Steering Committee/Data Monitoring:
	Yes
	No
	N/A
	Comments:

	a)  Study has TSC or DMC?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Minutes of meetings of TMC/DMC/ internal oversight group available?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Section 4: Research Governance checks

	4.1 Human Resources:
	Yes
	No
	N/A
	Comments:

	a)  Honorary contract still valid (where applicable)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  New staff have valid contracts of employment?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4.2 Support Services:
	Yes
	No
	N/A
	Comments:

	a)  Any reported capacity and resource issues from support services?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4.3 Contract and Agreements:
	Yes
	No
	N/A
	Comments:

	a)  Any amendments to contracts and agreements?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4.4 Final report:
	Yes
	No
	N/A
	Comments:

	a)  Has final report been completed and published (provide details)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b) Final report sent to R&D office?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4.5 Research Complaints:
	Yes
	No
	N/A
	Comments:

	a)  Has there been any research related complaints from participants or relatives?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b)  Have adequate actions been taken to resolve any issues or complaints and have they been appropriately logged and escalated?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4.6 Medical Records:
	Yes
	No
	N/A
	Comments:

	a)  Evidence of STOP-ALERT sticker on casenotes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b) Clear instructions for archiving and destruction at the end of the trial?
	
	
	
	


	Auditor:


	Signature:
	Date:
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