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University of Manchester
CLINICAL TRIAL OF INVESTIGATIONAL MEDICINAL PRODUCTS

RISK ASSESSMENT TOOL

Study Name: 


Pilot Study of Drug A in Patients 
CI:




XXXXXXXXXX
Local PI:



XXXXXXXXXXXX
R&D Reference Number:
XXXX
EudraCT Number:


Ethics Reference Number:
Not submitted
Date of Risk Assessment:
16-09-2013
Name of Risk Assessor:


The assessment tool is intended for use by staff in order to assess Clinical trials of investigational medicinal products. 

Please complete the assessment prior to study initiation to assess the risks and monitoring needs for the study. The tools can also be repeated throughout the duration of the study and following monitoring visits or should new information or incidents arise. 

Using the information available please complete the tool below.

Q-1-13. Please circle one answer only

Q: 14 is intended to assess specific and additional risks that may be applicable to the study and multiple choices can be circled.

Please add the total score for the study and record in the box at the end of the assessment.

	
	
	

	1. Sponsor
	University of Manchester
	1

	
	Other - Commercial
	2

	
	Other - non-commercial
	3

	
	Other- non-commercial- Co-sponsored
	4

	
	Other- Non-commercial –previous issues
	5

	2. IMP under investigation
	Used within license
	1

	
	Marketed product used for new indication
	2

	
	Tested product with safety information 
	3

	
	Unknown product first in man
	4

	
	Product with special measures
	5

	3. Phase of study
	Phase IV
	1

	
	Phase III
	2

	
	Phase II
	3

	
	Phase 1- PK/PD study-dose finding
	4

	
	Phase 1- first in man
	5

	4. Concealment
	Open label
	1

	
	Single blinded
	2

	
	Double blinded
	3

	
	Comparator known
	4

	
	Comparator unknown/multiple comparators
	5

	5. Controls
	Uncontrolled
	1

	
	Placebo controlled
	2

	
	Randomised placebo controlled
	3

	
	Titrated dosed
	4

	
	Cross over or other complex design
	5

	6. Dosage
	Single dose
	1

	
	Multiple dose 
	2

	
	Administration over 1 month
	3

	
	Dose escalation (10mg to 40mg – 7week period)
	4

	
	Cross over/ other complex administration regime
	5

	7. Intended recruitment
	Less than 10

	1

	
	Less than 20 (15 patients)
	2

	
	Less than 40
	3

	
	More than 40
	4

	
	More than 100 
	5

	8. Sites
	Single centre (UHSM)
	1

	
	Single centre other than 
	2

	
	Multi centre-two sites only
	3

	
	Multicentre- more than 2 sites 
	4

	
	Multicentre- Europe/US
	5

	9. Recruitment rate
	Less than 1 per month
	1

	
	Less than 1 per week
	2

	
	More than 1 per week
	3

	
	Less than 10 per month 
	4

	
	More than 10 per month
	5

	10. Independent oversight
	Steering group and DMSC
	1

	
	DMSC
	2

	
	Steering Group only
	3

	
	External advisor
	4

	
	No oversight
	5

	11. Service management
	Internal departments only- agreements in place
	1

	
	External departments/service for one activity- agreement in place
	2

	
	External departments/service for more than one activity- agreement in place
	3

	
	External departments/service for one activity- no agreement in place (no contracts in place currently)
	4

	
	External management of trial
	5

	13. Co-Sponsorship
	MAHSC NHS R&D Partner evidence of SOPs and Policies for Regulations parts 4 (GCP) and 5 (Pharmacovigilance) 
	1

	
	External NHS R&D evidence of SOPs and Policies for Regulations parts 4 (GCP) and 5 (Pharmacovigilance)
	2

	
	MAHSC NHS R&D Partner no evidence of SOPs and Policies for Regulations parts 4 (GCP) and 5 (Pharmacovigilance)
	3

	
	External NHS R&D no evidence of SOPs and Policies for Regulations parts 4 (GCP) and 5 (Pharmacovigilance)
	4

	12. Chief investigator/ PI
	Known CI with track record
	1

	
	Known CI with limited track record
	2

	
	Known CI with no experience
	3

	
	Known CI with previous issues
	4

	
	Unknown CI
	5

	13. Research team
	Known, experienced team 
	1

	
	Known team with limited experience 
	2

	
	Known team with no previous experience
	3

	
	Known team with previous issues
	4

	
	Unknown team
	5

	14. Other issues (triggers)
	Vulnerable patient group
	5

	
	IMP with special measures in place
	5

	
	High/low level of AE reporting
	5

	
	Known protocol deviations/Breaches
	5

	
	Storage of IMP out of pharmacy
	5

	Total score


	
	31


Scoring
Low risk- Trials scoring 13-25 

Moderate risk- Trials scoring 26-50

High risk- Trials scoring 50 and above.

For low risk trials that are sponsored by UoM the following monitoring plan will be implemented

Initiation review, monitoring visit at 3 months post initiation or when 5 % of the study sample had been recruited. Monitoring visits then at one yearly intervals based on the anniversary of the initiation.

Moderate risk

Initiation review, Monitoring at 2 months post initiation or when 4 % of intended sample has been recruited then at 9 months post initiation, then yearly on the anniversary of the 9 month monitoring

High risk

Initiation review, monitoring at 1 month post initiation or when 2 participants have been recruited, then at 6 monthly intervals from the initiation date.

All studies will be expected to submitted quarterly reports to the Sponsor at time points based from the date of initiation. Failure to do so will require a revision and review of the monitoring plan and may mean a change to the risk categorisation.

RISK ASSESSMENT RATING:
MODERATE
RECOMMENDATION:

XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX.
SIGNATURE



MZUBAIR






DATE:




16 Sep 2013
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Sponsorship Decision

Following a risk assessment of the proposed CTIMP, the University of Manchester is/is not able to consider sponsorship at the pre-funding stage.

Should you require any further information or clarification of the decision please contact the University Research Governance and Integrity Team.

