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2 STAFF TRAINING RECORD

I have read the version 3.0 of TABUL-S-010 titled ‘SOP for RECRUITING AND CONSENTING PARTICIPANTS FOR THE TABUL STUDY’.

I understand the contents of the SOP and I am confident and able to follow the procedures describes within the SOP.

	Name
	Position
	Signature
	Date
	Name of Trainer 

(if applicable)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Please append additional sheets if required.

3 SCOPE/INTRODUCTION
This standard operating procedure defines the procedure for recruiting, consenting and assessing eligibility of participants to the TABUL cohort study. See SOP TABUL-S-009, TABUL-S-011 and TABUL-S-012 for detailed instructions regarding completion of the associated paper CRFs.
4 PURPOSE/PRINCIPLE

The purpose of the SOP is to describe the procedure for recruiting, consenting and assessing eligibility of participants for the cohort TABUL study.
5 SAFETY CONSIDERATION

· Not Applicable
6 DEFINITIONS/GLOSSARY/ABBREVIATIONS
	CI
	-
	Chief Investigator

	CRF
	-
	Case Report Form

	CTRU 

	-
	Clinical Trials Research Unit

	EC prefix
	-
	Enrolled control (i.e. training case)

	EP prefix
	-
	Enrolled participant

	GCP
	- 
	Good Clinical Practice

	ISF
	-
	Investigator Site File

	NDORMS
	-
	Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal Sciences

	NOC
	-
	Nuffield Orthopaedic Centre

	PI
	-
	Principle Investigator

	PIS
	-
	Patient Information Sheet

	RN
	-
	Research Nurse

	SC prefix
	-
	Screened control (i.e. training case)

	SOP 

	-
	Standard Operating Procedure

	SP prefix
	-
	Screened participant

	TABUL
	-
	Temporal artery biopsy vs. ultrasound in diagnosis of giant cell arteritis

	TABUL OFFICE
	-
	TABUL Co-ordinating centre, NDORMS, Oxford

	TMF
	-
	Trial Master File

	US
	-
	Ultrasound


7 RESPONSIBILITIES
The Chief Investigator is the person who takes overall responsibility for the design, conduct and reporting of the study. 
The Principle Investigator is the person who takes responsibility for the conduct of the study at their specific site.
The Trial Co-ordinator is responsible for conducting the clinical trial according to Good Clinical Practice (GCP) under the supervision of the CI.
Where relevant, the Research Nurse (RN) is responsible for the day-to-day clinical co-ordination of the study at their site, under the supervision and guidance of their PI. 

The Ultrasonographer/radiologist is the person responsible for conducting and assessing the ultrasound scan at individual sites.

Informed Consent Form, only members of staff that have been GCP trained specifically in consenting participants for a clinical study are permitted to carry out this function. It is the responsibility of the CI or PI to ensure when delegating this function that the person is competent to carry out this procedure. The trained person must have knowledge of the study design and the protocol.
8 DETAILED METHOD
8.1 Recruiting a TABUL participant (patient)
8 All participant (patients) recruited to this study will be incident cases with most being referrals from primary to secondary care.
8 Potential participants will be identified initially by a Rheumatologist, Neurologist or Ophthalmologist (e.g. initial referral from patient’s GP). If required the referring clinician can provide the patient with the invitation letter and Patient Information Sheet (PIS) after discussing the study with the patient. 
8 The participant will be asked for permission to be contacted by the TABUL research team (e.g. by the Trial Co-ordinator or research nurse). Providing verbal permission is given, the referring clinician will contact the TABUL Office and will provide information to help assess eligibility.
8 The participant / relative will be contacted by the TABUL research team by telephone within 72 hours (normally within 24 hours) of commencing glucocorticoid therapy (it’s a requirement of the study that the ultrasound scan is done prior to biopsy and within 7 days of the patient commencing glucocorticoid therapy). 
8 The participant will be given the opportunity to discuss the study in more detail and ask any questions over the telephone. All questions must be answered honestly; the participant must not be coerced to provide consent. Eligibility will be further assessed during this telephone call.
8 Time would be made available at clinic to discuss the study in more detail if the potential participant would like to. Arrangements will be made to book the ultrasound and biopsy as soon as possible (within 7 days of commencing glucocorticoid therapy).
8 No study related activity will be performed until fully informed written consent is obtained. In case of an emergency, where potential participants are unable to give written consent (for example if they have suffered sudden visual loss as a result of suspected GCA) they must give verbal consent and permission for a nominated friend or relative to witness the consent procedure (complete witnessed consent form).
8 Written informed consent may be obtained on the Visit 1 or on the day of the ultrasound scan to minimise participant visits to the hospital. The short window period of 7 days following commencing of glucocorticoid therapy will have to be taken into account.
8 If the participant wishes to attend the hospital at a different time/day for their ultrasound scan then this will be arranged and their travel reimbursed. 
8 The participant will receive medication as part of their standard care; the study itself does not involve any medication.
8 Please ensure that relevant copies of the consent forms are made available as indicated on the consent form. Once the participant has consented the TABUL Office should be informed by email using the template in Appendix 1.
8 If the participant is able to provide informed written consent at any point following the assent, then this should be obtained and will over rule the original assent obtained (copies of both the assent and consent forms should be copied and filed as indicated earlier). 
8 If the patient declines to give written consent and declines to participate in the study following assent from their relative the participant will be withdrawn (see section 8.3.11).
8 A screening study ID number is assigned by completing the ‘clinical cases subject identification log’ located in the Investigator Site File (ISF). 
8 The screening study ID number is of the format ‘SP-XX-XXX’ as shown in Figure 1.  For example, the first candidate at centre ‘01’ would have the screening study ID number SP-01-001.
	S
	P
	-
	X
	X
	-
	X
	X
	X

	For

Screening
	for

Patient (i.e. cohort case)
	
	The unique identifier for your site.
	
	The unique identifier for the participant at your site*


*Numbers are assigned consecutively in ascending order starting from 001. Always use the preceding zeros.
Figure 1 – Screening study ID number format

8 The Clinical Visit one: Screening CRF (Screening [clinical] CRF) is completed, to ensure that the candidate is suitable for the study, by completing the inclusion/exclusion criteria checklist.
8 If written informed consent is obtained and the candidate meets all the eligibility criteria the ‘Subject identification log’ is updated and the next available enrolment study ID number assigned. 
8 The enrolment study ID number is assigned as shown in Figure 2:

	E
	P
	-
	X
	X
	-
	X
	X
	X

	For

Enrolment
	for

Patient (i.e. cohort case)
	
	The unique identifier for your site.
	
	The unique identifier for the participant at your site*


*Numbers are assigned consecutively in ascending order starting from 001. Always use the preceding zeros.
Figure 2 – Enrolment Study ID number format

8 If the participant is eligible the Clinical Baseline CRF is completed.
8 See Appendix 2 which summarises recruiting a patient.

8.2 Informed Consent
8.2.1 The participant must sign the informed consent form prior to any study related procedures being carried out.  
8.2.2 The informed consent process should continue throughout the study, keeping participants informed of any protocol amendments or new information which the investigator feels is relevant to them.
8.2.3 Information should be provided to potential study participants in both oral and written form.  The language used in both oral and written information about the study should be clear and concise and described in layman’s terms.  

8.2.4 The TABUL team (e.g. Study Research Nurse) would provide the potential participant with the Participant Invitation Study Letter and Participant/Patient Information Sheet (PIS) and will discuss the study in more detail to ascertain whether the potential participants wishes to participate in the study or not. We will normally offer the potential participant 24 hours to consider the study. However, we would in certain circumstances, for example (i) in an emergency to minimise delay in normal care (i.e. performing the biopsy), (ii) where sites are able to provide a fast turnaround time for performing the biopsy, we will offer the opportunity for participants to provide fully written informed consent in less than 24 hours from receiving the information about the study. This must be the most recent version which has been approved by the ethics committee. 

8.2.5 The participant should have an appointment/meeting with the investigator or another member of the team (e.g. ultrasonographer, research nurse) in which they are given the opportunity to understand the objectives, risks and inconveniences of the study and the conditions under which it is to be conducted. They should then have an opportunity to ask questions of the investigator or delegated representative.

8.2.6 Neither the investigator nor any member of the clinical research team should coerce or unduly influence a participant to participate or to continue to participate in the trial.  It should be made clear to the participant that declining to take part in the study will not affect their future care or treatment and that they are free to withdraw from future involvement with the study at any stage without providing a reason.

8.2.7 If changes are made to the invitation letter, PIS and/or consent form during the study, which are considered relevant to participants who have signed the previous version and are still participating in the study, they should be asked to also sign the new version to ensure that they are willing to continue under the new conditions.
8.2.8 When the person taking consent is satisfied that the participant has been fully informed and understands what study participation entails, the consent form should be signed and dated by the participant and the authorised person who has conducted the discussion.  All names should also be printed clearly in the allocated spaces.

8.2.9 The process of obtaining informed consent should be documented in the participant’s medical records 
8.2.10 Relevant copies of the signed and dated consent form should be made (as indicated on the consent form).  For example, the original should be filed in the relevant section of the ISF, a copy should be given to the participant, one in the participant study file and a copy should be filed in the participant’s medical records.  

8.2.11 Copies of consent forms signed by participants who do not go forward to participate in the study should also be kept in the ISF.
8.2.12 At no time during the trial, should the consent forms being sent or given to TABUL Office from other sites. Only during TABUL site visits are consent forms checked and audited.

8.2.13 A GP letter should be completed and sent out to the patient’s GP to inform them that their patient has been consented onto the study.
8.3 Study Schedule
8.3.1 Visit one: Screening - A screening study ID number is assigned and eligibility assessed, as described above. If eligible the baseline visit takes place.
8.3.2 Visit one: Baseline - Once enrolled the enrolment study ID number is assigned and the baseline visit occurs, this may happen on the same day as the screening visit. 
8.3.3 The appointment for the Ultrasound visit must be made no later than 7 days after commencing glucocorticoids and prior to the biopsy. 
8.3.4 The relevant radiology request card (or equivalent, depending on site procedures) is completed and sent to the ultrasonographer along with: the ultrasound CRF and CD for data capture and storage. 
8.3.5 For biopsy requests and appointment please follow your own site procedures.

8.3.6 Visit two should be scheduled for two weeks after the baseline visit.
8.3.7 Ultrasound - The ultrasound visit may take place on the same day as both the screening and baseline visits and must be no later than 7 days after commencing glucocorticoids  and prior to the biopsy visit (which must also be no later than 7 days after commencing glucocorticoids). If the ultrasound cannot be scheduled within this time window the participant must be withdrawn from the study (see the withdrawal / discontinuation section).
8.3.8 Biopsy - The biopsy visit must take place after the ultrasound visit but no later than 7 days after commencing glucocorticoids . If the biopsy cannot be scheduled within this time window the participant must be withdrawn from the study (see the withdrawal / discontinuation section).
8.3.9 Visit two - The visit two (two weeks) should be scheduled for two weeks after the baseline visit (or TAB), which is generally once the biopsy report is available.
8.3.10 Visit three - The visit three (six months) should be scheduled for six months after the baseline visit.
8.3.11 Adverse Event/Reaction Reporting Form - The patient information sheet prompts the participant to report any adverse events (AE) and Serious Adverse Events (SAE) to the TABUL Office (copies to be sent), an AE form must be completed for any reported AE or SAE. At each visit the participant should be reminded of this by the research team (e.g. research nurse).
8.3.12 Withdrawal - If at any stage the participant withdraws consent and declines to participate further in the study the discontinuation form will be completed and no further data will be collected.
8.3.13 The PIS and consent form informs the participant that if they withdraw consent all data collected up to that point will still be used. 
8.3.14 Loss of data could greatly distort results and hide important safety information, however if, of their own accord, the participant requests deletion of all previously completed data, advice on: whether to include the participant’s data, and if so, which specific data items must be sought from the trial steering committee and an independent body such as a data monitoring committee or an ethics committee.
8.3.15 If any of the baseline, ultrasound or biopsy visits are unable to be completed within the 7 day time window the participant will be unable to participant in the study. 
8.3.16 If all appointments for the potential participants have been arranged within the 7 days commencing glucocorticoid therapy (i.e. ultrasound and TAB), and for clinical/safety reason the TAB had to be delayed then the participant can still remain in the study. In these cases the trial co-ordinator will need to be notified and a filenote will be produced.
8.4 Recruitment and schedule summary
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Patient information sheet; gives
permission to be contacted.

If eligible the patient s assigned
an enrolment number.

(EP-XX-XXX)

The Clinical Visit one: Baseline
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samples are obtained for thelab
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(Visit1)
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telephone; verbal consent.
obtained to schedulean
ultrasound scan.

Clinical Visit one
completed; eligibility is assessed.*

(Visit1)

The patient attends the ultrasound
appointment**. The ultrasound
CRF is completed.
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theEQSD; blood samples are
obtained for thelab tests.
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*If the eligibility criteria are not met only the first page should be completed and the process stops. 

**NB visit one and the ultrasound appointment may be on the same day or the US may occur earlier.
PLEASE NOTE: The quality of life questionnaire (EuroQuol EQ-5D) must be completed at each visit (Visit one: baseline, Visit two: Two weeks and Visit three: Six months).

9 REFERENCES

· SOP – TABUL-S-009

· SOP – TABUL-S-011

· SOP – TABUL-S-012
· ICH Harmonised Tripartite Guideline for Good Clinical Practice
· University of Oxford – Clinical Trials and Research Governance (http://www.admin.ox.ac.uk/rso/clinical/clinical_research_studies.shtml)
10 TRAINING REQUIREMENTS

· Where required, all new members of staff must be inducted and their competency assessed by a senior member of the team. 

· SOP users and trainers (where applicable) will complete and sign this training log (Section 2) to record that they have read and understood the SOP. That they are competent and confident to work within the scope of the SOP.
11 APPENDICES
· Appendix 1: Notification of a consented participant (By e-mail to the TABUL office)

· Appendix 2: Screening Flow Diagram

12 SOP HISTORY
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Appendix 1: Notification of a consented participant (By e-mail to the TABUL office)
SUBJECT: TABUL PATIENT (SITE NO XXX, EP-XX-XXX)

Dear TABUL office 

We have consented the following patient onto the TABUL study:

	Patient ID:
	EP-XX-XXX

	Patient Initials:
	XXX

	

	Date patient consented:
	DD/MM/YYYY

	Screening date (Visit Date on CRF):
	DD/MM/YYYY

	Steroids started:
	DD/MM/YYYY

	Visit 1 date (baseline):
	DD/MM/YYYY

	

	Ultrasound scan date:
	DD/MM/YYYY

	Name of Ultrasonographer:
	Insert Name

	Ultrasonographer telephone number:
	Insert Number

	

	Biopsy date:
	DD/MM/YYYY

	

	Visit 2 date (2 weeks): 
	DD/MM/YYYY (if known)

	Visit 2 appointment time:
	XXX


The Ultrasound CRF and CD will be/has been (delete as appropriate) sent on DD/MM/YYYY to the TABUL office according to TABUL SOP (TABUL-S-006).  

If there are any problems please do not hesitate to contact me.

Regards

XXX
Appendix 2: Screening Flow Diagram











(*)Example 1: If the participant has been on steroids for greater than 7 days, therefore the answer is ‘Yes’ for Question 3 (i.e. Has the candidate been on a long term course (>1 month) of high dose (>20mg per day at any time) for conditions other than PMR within 3 months prior to the study) under the Exclusion Criteria

(**)Example 2: On the Clinical Screening CRF, if the answer is ‘No’ to Question 5 (i.e. Has the informed consent been obtained) under the Inclusion Criteria (may be ascertained verbally prior to proceeding to completion of the consent form (and may be over the telephone)).
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Call/referral to TABUL participating site





Complete Screening form for suitability 





Not suitable to proceed. Failed screening because one or more ‘No’ response has been ticked in the inclusion criteria and/or one or more ‘Yes’ responses has been ticked in the exclusion criteria  See examples below (*) and (**).





Assign SP number. Do not add patient info in the Subject ID log





Suitable to proceed. Arrange visit and complete consent form





Unwilling to give consent. 





Assign SP number. Do not add patient info in the Subject ID log








Willing to give consent. Assign SP number








Assign EP number
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