Actions

· Do you know the correct definitions of a SAE and SUSAR?

· Do you know what the timelines for reporting are?

· Ensure that you know what the Trust reporting procedure is (See SOP 4: http://www.nhssalfordrd.org.uk/SOP004%20Adverse%20event%20Reporting.pdf) 
· Make sure that you have forms available for use should you need them

Equipment

All equipment used must be fully compliant with health and safety,  operated by trained personnel and appropriately maintained. You may require maintenance SOPs, i.e. tissue Sample Freezers must have a contingency plan for Freezer failure.
Actions

( Send R&D an inventory of all equipment (e.g. centrifuges) that are currently being used for clinical trials

(
Ensure that appropriate maintenance records are available for all equipment.

Study Closure and Archiving     

You are required to inform the MHRA, R&D Directorate and Main REC of the end of your study using an end of study declaration, and provide them with a final report. Study data must be archived in accordance with R&D SOP 09 (http://www.nhssalfordrd.org.uk/SOP009%20SRHT%20Data%20archiving.pdf) 
Actions

· If your trial has ended, have all the end of study notifications been sent?

· Has all documentation been archived appropriately?
All documents must be made available for inspection and GCP training must be completed.
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Preparing for an Inspection by the MHRA
· Pharmacovigilance Information

http://www.researchdirectorate.org.uk/governance.html
· MHRA Inspection guidelines

http://www.researchdirectorate.org.uk/governance.html

Qualifications and Training
Any member of a research team for a Clinical Trial of Investigational Medicinal Products (CTIMPs) should have GCP training every two years.

If you do not hold a recent certificate, please visit http://www.nhssalfordrd.org.uk/Training.html  where you can access appropriate training.
Actions

· Ensure that all members of the research team have received GCP training within the last 2 years

· Ensure that all Trial Master Files contain up-to-date relevant CVs for all members of the research team

· Ensure that training records are up-to-date for all members of the research team.

· Send evidence of GCP training (e.g. certificates) to the R&D Directorate for all members of the research team as they are not held centrally in the University of Manchester. 

Communication 

All interaction with the Research Ethics Service, Regulatory Authority or Collaborator/Sponsor should be documented. Appropriate file notes must be included in the Trial Master File, and should be signed and dated by the Chief/Principal Investigator. The inclusion of a correspondence section for e-mails or phone messages in the Trial Master File may be useful.

Actions

( 
Ensure that copies of all correspondence are included in the Trial Master File.

( 
Are all file notes signed and dated by the CI/PI?

Delegation of Duties

At the beginning of the Trial it is very important to properly delegate duties to all involved. The R&D Website explains responsibilities of members of the Research team and the body acting as sponsor (http://www.nhssalfordrd.org.uk/SOP003%20Sponsorship%20SRFT.pdf) . 

Actions

· Ensure that the delegation log is signed as appropriate by all members of the research team.

· Make sure that the delegation log encompasses the full duration of the trial, including people who may no longer work on the trial.

SOPs

Standard Operating Procedures or SOPs are detailed written instructions to achieve uniformity of the performance of a specific function. The R&D Directorate have a number in their current library, available on the website (http://www.nhssalfordrd.org.uk/SOP.html). 

Actions

· Familiarise yourself with the SOPs on the R&D website

· Send a list of other SOPs that you work to in your area to R&D. We may request copies of these SOPs in advance of the MHRA inspection.
Study Files and Filing 

Study files should be well-organised and up-to-date. They should also be stored securely and confidentially.

Version control is extremely important. You must ensure that you are using the most recent, ethically approved, version of all documents. Previous versions of all documents should be available in the trial master file

A mock Trial Master File is available on the R&D directorate website (http://www.nhssalfordrd.org.uk/SOP16%20Study%20Files%20-%20Sponsor%20Files.pdf) . 

Actions

· Check that the trial master file contains all relevant documentation 

· Check that the documentation is well-managed and is in order (e.g. split it into relevant sections, and ensure each section is in date/version order)

· Ensure that all previous versions of documentation are in the trial master file

Trial Summary Sheets
To aid monitors or the MHRA when reviewing the trial master file, we strongly recommend that you include at the front of the file a summary sheet detailing the current status of the trial.  We recommend the following information is included:
Study Title

CI

Local PI

Study Co-ordinator

Name of Sponsor: 

EudraCT Number

Ethics Number

R&D Reference Number

Is the study single or multi centre  - if multicentre specify the sites involved

Details of IMP

Details of Placebo (if applicable)

Current Version of Protocol

Current versions of information sheets and consent forms

Current version of GP letter (if applicable)

Target Number of patients to be recruited

Actual Number of patients recruited at this site

Actual Number of patients recruited at other sites

Number of AEs

Number ongoing

Number resolved

Number of SAEs

Number ongoing

Number resolved

Number of SUSARs

Number ongoing

Number resolved

Number of substantial amendments made

Number of substantial amendments approved by MHRA and ethics

Number of Serious Breaches Reported:

Number of Serious Breaches ongoing/unresolved

Current status of Trial: Active/Follow-up/Closed

If closed, the date the End of Trial documentation was submitted to MHRA 

Any other information you think is important to someone reviewing this study
Pharmacovigilance

The EU clinical trials directive places legal responsibilities on those involved in CTIMPs around collection, verification, and presentation of adverse event reports. There are specific timelines and processes that must be followed.
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