[image: image12.png]Barts and The London [i'/A]

NS Trust




[image: image13.png]‘a=__ Barts and The London

School of Medicine and Dentistry




[image: image14.png]‘a=__ Barts and The London

School of Medicine and Dentistry



                                   

  






	Standard Operating Procedures (SOP) for: 

	Risk assessment

	SOP Number:
	023
	Version Number:
	03

	Effective Date:
	30/04/08
	Review Date:
	29/04/09

	

	Author:
	Siobhan Lim, Helen Cadiou, Research Governance & GCP Manager

	

	Authorisation:

	Name / Position
	Mr Gerry Leonard, Head of Research Resources

	Signature
	

	Date
	


	Purpose and Objective:

	To standardise the process of carrying out risk assessment for all research projects receiving final R&D approval in the Joint R&D Office.



	SOP Text


	
	Responsibility
	Activity

	1. 
	Research Governance Support Officer/ PA to R&D Management
	After the project receives final R&D approval set to active on ReDA (See SOP10). Pass the project file to the Research Governance & GCP Manager for risk assessment.
If project has undergone amendments from SOP 17 and the amended documents and approvals filed then pass the project file to the Research Governance & GCP Manager for a re risk assessment.


	2. 
	Research Governance & GCP Manager
	Read the project paperwork and calculate a score using the risk assessment tools (Appendix A). Enter scores on the risk assessment report form (Appendix B). Calculate the final risk assessment score.
If it is a re risk assessment – review the amendment and documents and amend the risk score if applicable.



	3. 
	Research Governance & GCP Manager
	Update ReDa with the final risk assessment score category of either High, Medium or Low.
If it is a re risk assessment – sign and date the risk form and indicate the project has been re risked and record any comments and update risk score if applicable. Update ReDA if applicable. Then place the risk assessment report form back in the project file. File the project file in the appropriate location.


	4. 
	Research Governance & GCP Manager
	Check the training attendance of the research staff from the training database found in Q:\Research & Development\Public \RGF&GCP Manager\ Training. 
Complete the box on the risk assessment form. If they have not attended training, send email to remind them they need to attend and attach the dates of future training sessions.

If there are new personnel, email the details of the staff to the PA to R&D management to add to the training database. Also send email to the new personnel with the dates of future training sessions and what they are required to attend.



	5. 
	Research Governance & GCP Manager
	Sign the risk assessment report form and place in the project file. Pass project file to the Appropriate Finance Staff  (see SOP10 section 8).
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_1274871283/Haematology  flowchart for R&D draft.pdf
Flowchart for R&D for research projects involving the
Clinical Haematology Department

v l

v
Investigator submits project to R&D to Phillip Good is contacted by
david.jackson@bartsandthelondon.nhs.uk commercial company.
A 4
v Does protocol involve extra
Does protocol involve extra No_ N y ~No | sampling (Haematology)?
sampling (Haematology)? 7| Noneedto B
pling ( %) contact Yes

Haematology.

Phillip to cc Ramesh Modasia
when replying to commercial

company so he is aware of all
future projects

David Jackson email Investigator to
contact Haematology (cc email

ramesh.modasia@bartsandthelondon.nh
s.uk;

A 4

Investigator to send protocol etc to
Haematology Ramesh Modasia for
review

\ 4

» Ramesh Modasia to liaise with Investigator if there
are any potential problems or issues with the
protocol.

» If they are insistent that the research can not be done
then contact David Jackson with this information.

A 4

A 4

Investigator sends ethical
approval

Further discussion

required before R&D
approval can be given
for the project

During risk assessment (Governance Managers) email
Haematology Ramesh Modasia to state project is

approved by R&D and ethics and therefore ready to
start.

A 4

Once project has started, to obtain recruitment figures:

If commercial contact Clare Gillott (Financial Administrator)
Clare.gillott@bartsandthelondon.nhs.uk

If non- commercial contact Ann Smith
ann.smith@bartsandthelondon.nhs.uk

Version 1.0, 3 May 06






_1274871373/Imaging  flowchart for R&D.pdf
Flowchart for R&D for research projects involving the Imaging Department

v l

Investigator submits project to R&D to ethics Phillip Good is contacted by
administrator commercial company.
david.jackson@bartsandthelondon.nhs.uk

A 4
v Does protocol involve imaging?

Does protocol involve imaging? | no no
No need to B

contact Imaging

\ 4

yes

David email Investigator to

contact imaging (cc email
Sue.Marchant@bartsandthelondon.nhs.uk

Phillip to cc Sue Marchant when
replying to commercial company
so Sue is aware of all future

projects

A 4

Investigator to send protocol etc to
Imaging (Sue Marchant) for review

h 4

» Sue Marchant (Imaging) to liaise with Investigator if
there are any potential problems or issues with the
protocol.

» If they are insistent that the research can not be done
then contact David Jackson with this information.

A 4

A 4

Investigator sends ethical
approval

Further discussion

required before R&D
approval can be given
for the project

During risk assessment (Governance Managers) email
imaging Sue Marchant (Head)
Sue.Marchant@bartsandthelondon.nhs.uk to state
project is approved by R&D and ethics and therefore
ready to start.

A 4

Once project has started, to obtain recruitment figures:

If commercial contact Clare Gillott (Financial Administrator)
Clare.qgillott@bartsandthelondon.nhs.uk

If non- commercial contact Ann Smith
ann.smith@bartsandthelondon.nhs.uk

Version 1.0, 10 April 06






_1274871480/Microbiology  flowchart for R&D .pdf
Flowchart for R&D for research projects involving the
Microbiology Department

v l

v
Investigator submits project to R&D to Phillip Good is contacted by
Ethics administrator commercial company.
david.jackson@bartsandthelondon.nhs.uk
A 4
v Does protocol involve extra
Does protocol involve extra no no | sampling (microbiology)?

\ 4

No need to contact <

li icrobiol ?
sampling (microbiology) microbiology.

yes

David Jackson email Investigator to

contact microbiology (cc
michael.millar@bartsandthelondon.nhs.uk)

Phillip to cc
michael.millar@bartsandthelondon.nhs.
uk when replying to commercial
company so she is aware of all
future projects

A 4

Investigator to send protocol etc to Mike
Millar in microbiology for review

\ 4

» Mike Millar to liaise with Investigator if there are
any potential problems or issues with the protocol.

» If they are insistent that the research can not be done
then contact David Jackson with this information.

A 4

A 4

Investigator sends ethical
approval

Further discussion
required before R&D
approval can be given
for the project

During risk assessment (Governance Managers) email
Mike Millar to state project is approved by R&D and
ethics and therefore ready to start.

A 4

Once project has started, to obtain recruitment figures:

If commercial contact Clare Gillott (Financial Administrator)
clare.qgillott@bartsandthelondon.nhs.uk

If non- commercial contact Ann Smith
ann.smith@bartsandthelondon.nhs.uk

Version 1.0, 12" May 06
Siobhan Lim
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Joint Research and Development Office


24-26 Walden Street

Whitechapel


London


E1 2AN

Tel: 0207 882 7279

Fax: 0207 882 7276

y.moyo@qmul.ac.uk

Helen.Cadiou@bartsandthelondon.nhs.uk

Alex Farrell

Senior Clinical Trials Pharmacist


Barts and the London NHS Trust

Date:

Dear Alex,


Re: 
Investigator: 



R&D ref: 

Study: 

Funder: 

We are writing to inform you that the above study has received ethical approval and full indemnity from the Joint R&D Office. Please contact the Investigator for a copy of the ethics approval.


Please place a copy of the letter in the study file.


If you require any further information please contact our Department.


Regards


Yolanda Moyo

Helen Cadiou


Research Governance & Good Clinical Practice Manager QMUL/BLT
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_1274871609/Virology flowchart for R&D .pdf
Flowchart for R&D for research projects involving the
Virology Department

v I
Investigator submits project to R&D to Phillip Good is contacted by
Ethics administrator commercial company.
david.jackson@bartsandthelondon.nhs.uk
A 4

v Does protocol involve extra

Does protocol involve extra no no | sampling (virology)?

. . No need to contact <
sampling (virology)?
pling ( ay) virology.

\ 4

yes

David Jackson email Investigator
to contact virology (cc
j.breuer@qgmul.ac.uk )

Phillip to cc j.breuer@gmul.ac.uk
when replying to commercial
company so she is aware of all
future projects

A 4

Investigator to send protocol etc to Judy
Breuer in virology for review

h 4

» Judy Breuer to liaise with Investigator if there are
any potential problems or issues with the protocol.

» If they are insistent that the research can not be done
then contact David Jackson with this information.

A 4

A 4

Investigator sends ethical
approval

Further discussion
required before R&D
approval can be given
for the project

During risk assessment (Governance Managers) email
Judy Breuer to state project is approved by R&D and
ethics and therefore ready to start.

A 4

Once project has started, to obtain recruitment figures:

If commercial contact Clare Gillott (Financial Administrator)
clare.qgillott@bartsandthelondon.nhs.uk

If non- commercial contact Ann Smith
ann.smith@bartsandthelondon.nhs.uk

Version 1.0, 12" May 06
Siobhan Lim






_1274871516/pharmacy flowchart agreement with R&D v2.pdf
Flowchart for pharmacy agreement with R&D for trials of medicinal products

4

!

Investigator sends protocol to register in R&D
with david.jackson@bartsandthelondon.nhs.uk

Phillip is contacted by
commercial company.

David email
Investigator to contact

pharmacy (cc Pharmacy
alxfarrell@yahoo.co.uk

Note: for any oncology
studies involving medicinal
products, all correspondence

needs to be ccd to
Cheryl.lawrence@bartsandthelondo

n.nhs.uk as well as Alex Farrell

Investigator to
send protocol etc
to pharmacy for
review

Phillip to cc Alex when
replying to Commercial

company so Alex is aware
of all future projects

A

Pharmacy send approval to David & Investigator via
email (if not received final indemnity not issued)
Pharmacy may also inform us of any risks or concerns
with the IMP

A 4

Investigator sends ethical
approval

During risk assessment (Governance Managers)
email pharmacy personnel (Alxfarrell@yahoo.co.uk
(Head) marlien.snoer@bartsandthelondon.nhs.uk
(RLH) andrew.shaw@bartsandthelondon.nhs.uk
(Barts) to say study is approved by R&D and ethics.

\ 4

Pharmacy email Johanna or Siobhan to
indicate 1* pt entered
johanna.piper@bartsandthelondon.nhs.uk
s.lim@qgmul.ac.uk

Siobhan/Johanna

e email investigator
with MHRA template
for 1% patient

update ReDa

Version 2.0, 21 June 06






_1274871448/Immunopathology  flowchart for R&D .pdf
Flowchart for R&D for research projects involving the
Immunopathology Department

v l

v
Investigator submits project to R&D to Phillip Good is contacted by
Ethics administrator commercial company.
david.jackson@bartsandthelondon.nhs.uk
A 4
v Does protocol involve extra
Does protocol involve extra no._ no | sampling (immunopathology)?

No need to contact <
Immunopathology. yes

sampling (immunopathology)?

David Jackson email Investigator

to contact immunopathology (cc
chris.scott@bartsandthelondon.nhs.uk )

Phillip to cc
chris.scott@bartsandthelondon.nhs.uk
when replying to commercial
company so she is aware of all
future projects

A 4

Investigator to send protocol etc to Chris
Scott in Immunopathology for review

h 4

» Chris Scott to liaise with Investigator if there are any
potential problems or issues with the protocol.

» If they are insistent that the research can not be done
then contact David Jackson with this information.

A 4

A 4

Investigator sends ethical
approval

Further discussion
required before R&D
approval can be given
for the project

During risk assessment (Governance Managers) email
Chris Scott to state project is approved by R&D and
ethics and therefore ready to start.

A 4

Once project has started, to obtain recruitment figures:

If commercial contact Clare Gillott (Financial Administrator)
clare.qgillott@bartsandthelondon.nhs.uk

If non- commercial contact Ann Smith
ann.smith@bartsandthelondon.nhs.uk

Version 1.0, 12" May 06
Siobhan Lim






_1274871316/Histopathology flowchart for R&D.pdf
Flowchart for R&D for research projects involving the
Histopathology Department

v l

Investigator submits project to R&D to Phillip Good is contacted by
david.jackson@bartsandthelondon.nhs.uk commercial company.
A 4
v Does protocol involve extra
Does protocol involve extra no, _no | sampling (Histopathology)?
sampling (Histopathology)? 7| Noneedto B
pling (Histop ay) contact yes
l yes Histopathology.

Phillip to cc Steve Jones when
replying to commercial company
so he is aware of all future
projects

David Jackson email Investigator

to contact histopathology (cc
steve.jones@bartsandthlondon.nhs.uk

A 4

Investigator to send protocol etc to Steve
Jones (Histopathology) for review

h 4

» Steve Jones (Histopathology) to liaise with
Investigator if there are any potential problems or
issues with the protocol.

» If they are insistent that the research can not be done
then contact David Jackson with this information.

A 4

A 4

Investigator sends ethical
approval

Further discussion

required before R&D
approval can be given
for the project

During risk assessment (Governance Managers)
email Steve Jones (Histopathology) to state project is
approved by R&D and ethics and therefore ready to
start.

A 4

Once project has started, to obtain recruitment figures:

If commercial contact Clare Gillott (Financial Administrator)
Clare.gillott@bartsandthelondon.nhs.uk

If non- commercial contact Ann Smith
ann.smith@bartsandthelondon.nhs.uk

Version 1.0, 3 May 06






_1274871148.doc
Risk Assessment Grading Form

		Investigator: 



		Project title: 

REDA: 







Consequence to Likelihood Score


		Descriptor

		C

		L

		Total



		Scale of research (A50 single site)

		

		

		



		Patient/Study Population (Section 5) (A24)

		

		

		



		Intervention (patient info sheet)

		

		

		



		Investigator (CVs)

		

		

		



		Monitoring Arrangements (sponsor, contract, protocol) (A57)

		

		

		



		Information and Personal Data (DPA , PIS, Consent form)  (A39-A44)

		

		

		



		Protocol (A10)

		

		

		



		Finance (costing & contract) (A10)

		

		

		



		Consent (consent form and PIS) (A26-29)

		

		

		



		

		



		Prompts

		



		Update REDA with risk score

		



		Ensure all PI’s on training database

		



		Check training attendance

		



		Confirm to pharmacy if necessary

		



		Confirm to other depts if necessary e.g. imaging/biochemistry/virology

		



		Is the study a clinical trial of a medicinal product or device being sponsored by BLT or QMUL? 


Is internal monitoring required?

		N



		Risk Grade

		



		Low (0-2)

		



		Medium (2-4)

		



		High (4+)

		



		Audit – Yes / No

		





Summary & Additional Points




		Date

		



		Signed

		

















Version 1.2 April 2007




_1274871245/Biochemistry  flowchart for RD.pdf
Flowchart for R&D for research projects involving the
Clinical Biochemistry Department

v l

v
Investigator submits project to R&D to Phillip Good is contacted by
Ethics administrator commercial company.
david.jackson@bartsandthelondon.nhs.uk
A 4
v Does protocol involve extra
- i i ?
Does protocol involve extra no_ _ho sampling (Biochem):
sampling (Biochem)? > No need to contact |4
Biochemistry. yes

David Jackson email Investigator to
contact Biochemistry (cc Pankaj
Vadgama, Sarah Glover,Cheryl
Ramballi, Margaret Browne

Phillip to cc Pankaj Vadgama, Sarah
Glover,Cheryl Ramballi, Margaret
Browne (All Trust email)when
replying to commercial company so
they are aware of all future projects

A 4

Investigator to send protocol etc to
Biochemistry Pankaj VVadgama for review

h 4

» Margaret Browne or Pankaj Vadgama to liaise with
Investigator if there are any potential problems or issues
with the protocol.

» If they are insistent that the research can not be done then
contact David Jackson with this information.

l v
Further discussion
required before R&D
approval can be given

for the project

A 4

A

Investigator sends ethical approval

During risk assessment (Governance Managers) email
Pankaj Vadgama, Sarah Glover,Cheryl Ramballi, Margaret
Browne to state project is approved by R&D and ethics
and therefore ready to start.

l

Once project has started, to obtain recruitment figures:

If commercial contact Clare Gillott (Financial Administrator)
clare.gillott@bartsandthelondon.nhs.uk

If non- commercial contact Ann Smith
ann.smith@bartsandthelondon.nhs.uk

Version 1.0, 12" May 06
Siobhan Lim
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R&D Risk Assessment Matrix 


		

		NO RISK - 1

		MINOR RISK - 2

		MODERATE - 3

		HIGH  - 4

		MAJOR - 5



		Scale of Research 

		0

		0-50

		50-200

		200-500


Multicentre study where BLT/ QMUL is a the lead centre 

		>500


Multicentre study where BLT / QMUL is the sponsor and lead centre






		Patient/study Population

		No research involvement of human subject groups 

		Subject group not considered vulnerable – able to give informed consent, may benefit from taking part 


Subjects are NHS staff rather than patients 

		Patients with potential limited capacity to consent e.g. early stages of cognitive impairment, limited English.


Specialist clinical areas with limited treatment options.


Areas with high/rapid turnover of patients. 


Healthy volunteers in studies with moderate risk attached to the intervention


Patients with poorly controlled / complex illnesses 

		Patients with severely compromised capacity to consent – unconscious, young children, cognitively impaired.


Patients with poor prognosis / terminal disease & patients not likely to gain any benefit from taking part


Healthy volunteers in studies with high risk attached to the intervention




		Any study where side effects of the intervention have a realistic chance of being fatal or causing serious harm (more than 30%)



		Intervention 

		Non invasive procedures 


Questionnaire / interview or survey research on non contentious subjects 

		Minor intervention e.g. taking blood or skin samples 


Questionnaire/ interview or survey work on sensitive subjects e.g. sexual behaviour 

		Involves a clinical intervention which represents only a slight deviation from normal treatment and / or basic safety and efficacy testing has been carried out e.g. Phase 3 or 4 trials 

		Involves a clinical intervention which represents a significant change from standard care or withholding of all / elements of standard care


Basic safety and efficacy data not yet available for the investigational product e.g. Phase 1 and 2 trials 

		Significant risk derived from single highly invasive clinical intervention or combination of interventions – e.g. surgical techniques, radiotherapy, cytotoxic drugs or combinations of the above 



		Investigator

		No local investigator


or minimal involvement e.g. recruitment only

		Experienced Principal / Chief Investigator supported by well trained and experienced team 


Study team have up to date training in GCP / governance  

		Limited experience of leading a study


May have small research team / limited support from collaborators, sponsors 


Some awareness of governance issues  

		No prior experience of leading a study


Inexperienced / stretched team


No evidence of governance / GCP awareness 

		Previously investigated for fraud/misconduct or there is evidence to suggest the team is dysfunctional.






		Monitoring arrangements

		Very low risk project – no clear need for formal monitoring 




		GCP compliance monitoring undertaken by Clinical Research Associate / funder / external sponsor as part of the protocol

		Study team GCP / Research Governance team qualified and will undertake internal governance monitoring 

		Project Steering Group / Data Monitoring Committee established for single / multi-site study but no formal local governance monitoring. BLT / QMUL the sponsor




		High risk intervention with no clear monitoring arrangements. BLT / QM the sponsor



		Information/Personal Data

		No personal data being used

		Data anonymised or pseudonymised 


No data sent outside EU


Clear provision for archiving


Clear processes for result dissemination.


Clear provision for un-blinding subjects.


Data stored in secure site

		Poorly defined processes of data recording and storage.


Archiving considered but no provision made.


Poorly defined result dissemination.


Data to be stored in open environment.


No clear process for un-blinding subjects.




		Data to be sent to sites outside EU 


Discrepancy between ethics application, patient information, consent and/or protocol/trial information.


Potential for fabrication, falsification, distortion/omission or corruption of research data.


No provision for result dissemination.


No limits on data access.


Archiving not considered. 

		Previous breaches of data protection / confidentiality 



		Protocol

		Minor or insignificant patient involvement with clear rationale and scientific justification.

		Clear complete rationale and scientific justification.


Clearly defined proposal.


Clear guidance for protocol violation


Clear developmental background for investigational drug or device.


Independent expert and peer review with written summary.

		Poor guidance for potential protocol deviations or errors.


Limited scientific background for study intervention.


Poor/no documentation of review process.




		Potential for deviation from protocol.


No protocol violation contingency defined.


No independent, expert review.


Complex protocol or invasive procedure.


New/experimental treatment without clear scientific background.


Research to be conducted out of hours 




		Major potential for deviation from protocol, which may result in harm to study subject.


Previous instances of inappropriate / unauthorised deviation from protocol. 



		Finance

		No cost ramifications / minor implications (less than £10k)


Full funded research costed by R&D with contract in place 




		Unfunded research with costs of £10-35k


Partially funded research with directorate picking up the excess 




		Under-costed 


Partially funded – unclear who is picking up the remainder 


Partially funded – no signature of directorate peer review committee available 




		Not costed by joint office 


No defined contract with or between research organisations.




		Previously identified issues of poor costing or use of funds.


Previous instances of PI signing off contract without R&D



		Consent

		Consent not necessary / REC approval to go ahead without it 

		Clearly defined process for informed consent with named designation of responsibility.


Clear defined recruitment process.


Patient given at least 48 hours to consider taking part


Clearly identified risk and benefits.


Clear and concise consent form and patient information sheet.

		Unclear provision for informed consent.


Information not clear and concise.


Patients given limited time (less than 48 hours) to consider taking part.


Poor identification of risks or hazards.  

		Consent does not cover all aspects of research.


Inexperience/inappropriate staff taking informed consent.


Unclear process for recording consent.


No explanation of recruitment process.


Patient required to consent same day (i.e. no time to reflect)


No/Complex patient information sheet.


No identification of potential risks or hazards.




		Prior instances of poor consenting procedures.
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