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Research Records Archive Storage Checklist for Investigator Site Self-archiving
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.northyorksresearch.nhs.uk/sops.html and/or Q-Pulse
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Research Records Archive Storage Checklists

The Archive Storage Checklist should be used to verify that an Investigator Site’s Archive facility meets the minimum standards required for the storage of Investigator Site Files and associated documents originating from York Hospital NHS Foundation Trust-sponsored clinical trials/research projects. 

The Minimum Standard equates to the minimum that is required for the storage of Trial Master File (TMF) documents, including storage and retention of medical notes of trail participants. The Investigator Site File (ISF) and Pharmacy File and other Support Services Files (if archived separately from the ISF) form part of the TMF. 

Quality Audit

	

	A Quality Audit should be performed by either a study Sponsor representative/or Investigator  Site personnel to determine if the facility meets the standards required for the storage of clinical research Trial Master File Records, including Investigator Site File.


	Auditor - please specify:   

	Study Title & IRAS number:    



	Investigator Site:   




Archive Storage Facility
	Minimum Standard
	Comments
	Initials 

	Is it an internal archiving facility (part of the Investigator Site’s Organisation)/ or a contracted third party Archive storage facility?    


	Local Facility- please specify location:

External Vendor- please specify location:
 
	

	Is it a purpose built archive facility?
If not, does the facility have a dedicated area for records storage?
	YES/NO
YES/NO

	

	Is there a specified person at the Investigator Site responsible for archiving activities? 
	YES – please specify and provide contact details.:
NO – please specify the first point of contact for archive related enquires:
  
	

	Please note: The Investigator Site should retain control of the ISF documentation (as the documents owner). The ISF should never be sent directly to the study Sponsor –permission form the Investigator Site is required to permit access to the contents of the ISF.



Security

	Minimum Standard
	Comments
	Initials

	Facility gates, doors, windows, loading docks, storage bays, elevators, stairways, and ramps are secured by locking devices, electronic card entry or other identity verification systems and be monitored by Closed-Circuit Television (CCTV), security guards, motion-detection, or other methods?

	YES/NO
	

	Facility has an intruder alarm system that is connected to either a police station or an onsite/or offsite security monitoring service?

	YES/NO
	

	The intruder alarm system is tested and inspected on a periodic basis?


	YES/NO
	

	Facility visitors are required to: 

· sign a logbook when entering and departing the facility (date, time, reason for visit) 

· provide proof of identify when signing in, wear a visitor badge and be escorted at all times by a facility staff member?
	YES/NO
	


Fire Protection

	Minimum Standard
	Comments
	Initials

	Facility has a fire detection and alarm system that detects heat and smoke and when triggered sends an audible alarm throughout the facility and/or to fire responders?

	YES/NO
	

	Facility staff are trained in fire detection and suppression methods and understand how to operate (and shut off) fire suppression systems and portable fire extinguishers?

	YES/NO
	


Water Protection

	Minimum Standard
	Comments
	Initials 

	Facility has water/flood sensors installed to detect the presence of water in the facility?

	YES/NO
	

	The lower level of records shelving is raised off the floor at least two or three inches (10-15 cm) to protect against flooding?

	YES/NO
	


Environmental Controls 

	Minimum Standard
	Comments
	Initials 

	Temperature and humidity are regularly monitored and controlled and a log of the controls retained?
	YES/NO
	

	Records are stored in areas away from dust, dirt, grease, and chemical pollutants?
	YES/NO
	

	Records storage areas have adequate ventilation and air circulation?
	YES/NO
	

	Pest controls are in place?
	YES/NO
	


Storage Capacity
	Minimum Standard
	Comments
	Initials 

	The storage capacity of the facility is sufficient to meet current and projected storage needs
 (as per the project’s retention date)?

	YES/NO
	

	The stored project documentation will not be transferred to an alternative location without obtaining the records’ owner permission & informing the study sponsor?


	YES/NO
	


Vendor Services (to be completed if a third-party archive storage used) & Business Continuity Planning

	Minimum Standard
	Comments
	Initials

	A formal contract exists if a third-party/external vendor archive storage facility used for records storage and related services such as shred or records destruction services?

	YES/NO
	

	The records owner performs due diligence and ongoing quality assessment checks of the contracted archive storage services?

	YES/NO
	

	The vendor facility is able to provide evidence of appropriate business licences and insurance policies?

	YES/NO
	

	The vendor facility is able to provide records to the records owner within 24 hours during normal working times?

	YES/NO
	

	The vendor facility has a documented QA program, e.g. ISO 9000 qualification?
	YES/NO
	

	The vendor facility has a disaster plan that includes provisions for disaster protection?

	YES/NO
	

	The Investigator Site employees follow the Archive Storage practices for applying relevant barcode labels, tags, or other tracking devices to boxes being sent to storage?


	YES/NO
	


Records Audit Trail and Records Disposition Controls

	Minimum Standard
	Comments
	Check

	Archive Storage Facility has procedures and systems in place to track the chain of custody of records into and out of the facility to be able to produce an audit trail. The audit trail should identify at a minimum the following data for each records box:

· The box number retrieved from or sent to storage

· Name of authorised person who retrieved box from or sent box to Storage

· Current location of box (retrieved to location)

· Date of box retrieval or return

	YES/NO
	

	The facility has an indexing system of records holdings and be able to produce reports of those holdings. The inventory report should specify at a minimum the following data for each records box:

· Account number (if third-party storage)

· Box number 
· Records retention date ranges

· Date first received in storage

· Received by name

· Disposition status (archived, permanently removed, transferred, destroyed) and date

· Circulation status (at archive, checked out, work order number (of most recent circulation activity)


	YES/NO
	

	Stored records are protected at all times during storage or while being handled or transported in connection with records services?


	YES/NO
	

	The facility has records destruction controls in place to prevent unauthorised destruction of records and to ensure records are destroyed in a confidential manner?

	YES/NO

	

	Destruction certificates/confirmation will be issued for all records destroyed and provided to the documents owner & study sponsor. 

	YES/NO
	


Self-certification

	By signing below I certify that the archive facility meets all the required minimum standards for the storage of Investigational Site clinical research records specified in this checklist, for the clinical study specified above.

	Name:
	 
	Position/Job Title:
	 

	Date of checklist completion:
	 
	Signature:
	

	On behalf of: 

	Principal Investigator’s Name: 
	 
	Signature:
	

	Site Name and Address:
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