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1. PURPOSE

This standard operating procedure (SOP) describes the process that must be
followed by all research staff in NHS Fife to ensure that appropriate medical care and
advice on study related matters and unblinding (where relevant) is always available
to patients and medical personnel.

It is the responsibility of all staff using this SOP to ensure they are using the latest
version of it. The latest version is available via StaffLink, the R&D tab of the
Research, Innovation and Knowledge section of the NHS Fife website
(www.nhsfife.org/research) and EDGE (https://www.edge.nhs.uk). For guidance,
contact the R&D Department via fife.randd@nhs.scot

2. APPLICABILITY

This SOP applies to clinical research studies sponsored and hosted by NHS Fife.
Staff must also adhere to any additional arrangements for individual studies, as per
the trial protocol.

3. POLICY

3.1 The Medicines for Human Use (Clinical Trials) Regulations which govern the
conduct of Clinical Trials of Investigational Medicinal Product (CTIMPS)
require that Sponsors must have an appropriate system in place for trial
patients and medical personnel to contact a member of the study team for
advice on safety and unblinding (if relevant), including outside usual clinical
hours.

3.2  The Principal Investigator is responsible for:

» Ensuring the site has adequate medical cover arrangements in place for
the trial and a robust process for unblinding, if relevant.

» Ensuring that the contact details provided to study patients are suitable
and correct. This information permits the patient to contact the local
Research Team in the event of any trial related questions or for reporting
of any adverse events (AES).

* Arranging and testing the arrangements for medical cover, including
outside of 9am - 5pm and for ensuring that any proposed changes to
these arrangements are tested prior to implementation.
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All staff on an ‘Out of Hours’ rota must be made fully aware of their
responsibilities and the importance of providing a prompt, round-the-clock
response to medical emergencies and other urgent requests for information
by the PI.

4. PROCEDURE

4.1

4.2

4.3

4.4

4.5

4.6

The Sponsor’s requirements for medical cover and unblinding must be
reviewed by the study team at the feasibility stage to ensure these can be
fulfilled.

The first point of contact for study related medical queries will usually be the
PI but there must also be another medically qualified doctor who is
knowledgeable about the study and any IMP being used added to the
Delegation of Duties Log to ensure medical advice is available in the absence
of the PI.

If 24-hour medical cover for study related queries is required (as risk
assessed by the Sponsor) and NHS Fife is unable to provide this cover, then
suitable alternative arrangements must be discussed and agreed with the
Sponsor. The outcome of this discussion must be documented in the
‘Research Team — Study Set-up Checklist’ Workflow on EDGE.

Contact details for all research team staff must be documented in a ‘Research
Team — Research Team Contact Details’ Workflow on EDGE.

For CTIMPs, the Pl/delegate must discuss the medical cover arrangements
with the Senior Clinical Trials Pharmacist and forward a copy of the
completed ‘Research Team — Research Team Contact Details’ Workflow to
the Clinical Trials Pharmacy Team (fife.clinicaltrials@nhs.scot).

A copy of the completed ‘Research Team — Research Team Contact Details’
Workflow must be filed in the Investigator Site File by the Research Team and
the Pharmacy Site File (where relevant) by the Clinical Trials Pharmacy
Team.

Where appropriate, an alert must be added to the TrakCare record of each
patient recruited (see WI09 - R&D Trial Patient Alert Procedure). This will
highlight to clinical staff that the patient is taking part in clinical research,
provide contact details for the local Research Team and, in situations where
the local Research Team cannot be contacted, provide the information
required when contacting the Pharmacy Department or other Out of Hours
Contact.

Where appropriate, a copy of the Patient Information Sheet (PIS) and
Informed Consent Form (ICF) must be uploaded to SCI-Store (see WI22
(Fife) - Recording Details of Research in Medical Records) to ensure that all
clinical staff have 24-hour access to information about the study.
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4.7

4.8

4.9

4.10

Study patients must be provided with appropriate contact information once
they have consented to take part in a study. The contact details must be in
place and tested (where appropriate) prior to being given to the patient. If the
contact information changes, this should be re-tested successfully before
being given to the patient.

The contact details provided to patients must be present in:
+ the Patient Information Sheet; and
» the Patient Identification Card (if available). Some research studies
require the patient to always carry a card which lists study contact details.
The CI/PI/Research Nurse should check at every visit that the patient has
the most up-to-date card available.

Contact details provided to patients can include:

+ Study specific mobile phone numbers - the contact details would usually
be a mobile phone or pager number carried by a suitably qualified
member of the research team who has been trained on the study
protocol.

» Investigator’s office number - this number would normally be manned
during office hours with an ‘Out of Hours’ number left on the answer
phone.

* For CTIMPs, if contact cannot be made with a member of the local
research team, then the patient/carer can contact the NHS Fife Pharmacy
Department, within working hours, if the question is regarding their
medication supply. The telephone number for the Pharmacy Department
is included on every medication label.

In the event of a medical emergency or if there is the need to unblind a patient
and the Local Research Team cannot be contacted, the hospital switchboard
number can be used by medical personnel to contact the NHS Fife Pharmacy
Department. The Clinical Trials Pharmacy Team or On-Call Pharmacist will be
able to direct medical personnel to the trial information on the Clinical Portal
and provide contact details for appropriate 24-hour medical cover.

Note: For some studies the Sponsor may determine that a trial specific 24-
Hour Emergency Contact Number is not required and in these circumstances
the patient must be advised to contact their GP or NHS 24. This should be
documented in the ‘Research Team — Study Set-up Checklist’ Workflow on
EDGE.

Informing the Patient’'s GP

4.10.1 For CTIMPs the PI/Research nurse must inform the patients’ GP (with

patient’s consent) that the patient is involved in a CTIMP. This ensures that
if a patient goes to their GP for medical advice, the GP is aware of the
CTIMP and can seek advice from the CI/PI if required.
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4.10.2 Where required by the study Sponsor, the research team must contact the
GP to request that the GP add details of the study to the Emergency Care
Summary (ECS) for that patient. The requirement to contact the GP about
updating the ECS must be documented in the Study Set-up Checklist on
EDGE.

4.11 Unblinding Process for CTIMPs

4.11.1 The Pl is responsible for arranging this process in conjunction with the
Sponsor and NHS Fife Clinical Trials Pharmacy Team.

4.11.2 Details of the unblinding process must be in the ‘Research Team —
Research Team Contact Details’ Workflow on EDGE.

4.11.3 Care must be taken to ensure that no unnecessary unblinding of the study
team occurs to protect the integrity of the study.

4.11.4 Details of any emergency unblinding must be documented fully in the
Investigator Site File and Pharmacy File(s) using the ‘Research Team —
Unblinding Record’ Workflow on EDGE or Doc Ref 39-05, where access to
EDGE is not available.

4.11.5 If the NHS Fife Clinical Trials Pharmacy Team or an individual named on the
Delegation Log has performed the unblinding procedure, they must inform
the Sponsor and provide the trial identifier, and name and title of the person
making the request, but NOT the result.

4.12 Checking and Testing Medical Cover and Unblinding Arrangements
4.12.1 Contact Details, including any 24-hour Emergency Contact Numbers

4.12.1.1 Contact details and any 24-Hour Emergency Contact numbers
provided in the ‘Research Team — Research Team Contact Details’
Workflow and the patient’'s documents should be checked and, where
applicable, tested by the PI or delegate prior to recruitment of the first
patient and every 6 months during the study.

4.12.1.2 The outcome of the check and any test call(s) must be recorded in a
‘Research Team — Contact Details Check’ Workflow in EDGE. A copy
of this Workflow must be retained in the Investigator Site File (ISF).
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4.12.1.3 Atest call is deemed unsuccessful if the tester was:
* Unable to make any contact on the telephone number(s)
provided for any reason, including a wrong number or
continuous ringing for more than 1 min.

* Unable to contact anyone on the telephone humber provided
who has appropriate understanding or experience of the study or
access to study related documentation

4.12.1.4 If the test call is unsuccessful participants should not be recruited until
all necessary corrective actions have been put in place and successful
test call(s) have been completed. Patients already recruited into a
study must be made aware of any updated contact details.

4.12.1.5 Any changes to the contact details or unblinding process must be
recorded by the Research Team in the ‘Research Team — Research
Team Contact Details’ Workflow’ on EDGE and an updated copy filed
in the ISF/elSF and, where appropriate, sent to the Clinical Trials
Pharmacy Team for their files.

4.12.2 Clinical Trials Pharmacy Team Audit of Contact Details

4.12.2.1 As part of their regular document audit (see CTP030) the Clinical
Trials Pharmacy Team must send a copy of the most recent
completed ‘Research Team — Research Team Contact Details’
Workflow held in the Pharmacy File, by email to the Pl or delegate for
each study, to request confirmation that all contact details are still
accurate.

4.12.2.2 The PI or delegate must either confirm by email that the contact details
are still accurate or update the ‘Research Team — Research Team
Contact Details’ Workflow in EDGE and provide the Clinical Trials
Pharmacy Team with an updated copy.

4.12.3 On-Call Pharmacist

4.12.3.1 The R&D Quality & Performance Lead or delegate must perform a test
call to the NHS Fife On-Call Pharmacist annually.

4.12.3.2 The On-Call Pharmacist must be contacted via the hospital
switchboard (Tel: 01592 643355) and asked to confirm how they
would access study information if contacted. They must also be able to
explain how this information could be obtained if they were provided
with only the Patient’s name and Date of birth.

4.12.3.3 The outcome of the test call(s) should be recorded by the R&D Quality
& Performance Lead in a ‘QA — Out of Hours Test Call’ attached to the
‘FIFE R&D QUALITY & PERFORMANCE TEAM’ project in EDGE.
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4.12.3.4 The call is deemed unsuccessful if the tester was:

* Unable to contact the On-Call Pharmacist after 3 attempts.

+ Unable to contact anyone with access to information relating to

clinical trials.

5. ASSOCIATED DOCUMENTS

WIO09 - R&D Trial Patient Alert Procedure
WI22(Fife) - Recording Details of Research in Medical Records
CTPO030 - Active Pharmacy File Review and Audit
Doc Ref 39-05 — Unblinding Record

6. ABBREVIATIONS

AE Adverse Event

CTIMP  Clinical Trial of Investigational Medicinal Product
Cl Chief Investigator

ECS Emergency Care Summary

PI Principal Investigator

R&D Research & Development
SOP Standard Operating Procedure

7. REFERENCES

Medicines for Human Use (Clinical Trials) Regulations 2004.

(http://www.opsi.gov.uk/si/si2004/20041031.htm).

It is assumed that by referencing the principal regulations, all subsequent amendments made
to the principal regulations are included in this citation.

8. DOCUMENT HISTORY

e Edited by (job title): SIREIVE Details of Revisions Made:
Number: Date:
Julie Aitken
! R&D Trials Facilitator 09 Aug 2018 | N/A —new SOP
Reference to NHS Fife Sponsored
Trials removed.
Julie Aitken
2 R&D Quality & Performance Lead 02 Mar 2020 Further information added to clarify
the process for documenting and
testing appropriate 24-Hour Cover.
SOP title amended as this SOP now
relates to all studies requiring
medical cover, rather than just
CTIMPs
Julie Aitken
3 R&D Quality & Performance Lead 20 July 2022 Added requirement for ‘Research
Team — Research Team Contact
Details’ Workflow to be checked for
all studies every 6 months.

Uncontrolled when printed.
Please visit www.nhsfife.org/research to guarantee adherence to the latest version of this SOP.

Page 6 of 9

Fife R&D SOP39, Version 3

Effective Date: 20 July 2022



http://www.nhsfife.org/research
http://www.google.co.uk/imgres?imgurl=http://www.slab.org.uk/news/images/nhs_fife.jpg&imgrefurl=http://www.slab.org.uk/news/2008/21_2_2008.htm&usg=__HwHLdiXULY9-7Gd2mrbK2f_E2Zk=&h=92&w=125&sz=5&hl=en&start=2&zoom=1&tbnid=1OfWvzw0iAG3bM:&tbnh=66&tbnw=90&ei=yljbT6LsPMWY1AWNtIHyCg&prev=/search?q=nhs+Fife+logo&hl=en&newwindow=1&safe=active&gbv=2&tbm=isch&itbs=1
http://www.opsi.gov.uk/si/si2004/20041031.htm

Reference to Doc Ref 39-01, 39-03,
39-04 and 45-01 deleted as these
documents have been replaced with
EDGE Workflows.

Reference to Doc Ref 39-02
deleted. Section 4.10 now states
that the Research team must
contact the GP to request that the
GP add details of the study to the
Emergency Care Summary for that
patient, if required by the Sponsor.
The ‘Research Team — Study Set-
up Checklist’ Workflow on EDGE
has been updated to capture the
outcome of this discussion with the
Sponsor.

Reference to ‘Research Team —
Unblinding record’ added as this is
now an option for recording details
of unblinding.

9. APPROVAL

APPROVED BY

Date

Knowledge, NHS Fife

Signature: —S e ————

Professor Frances Quirk, Assistant Director Research, Innovation & 20 July 2022
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APPENDIX A

Summary

PRIOR TO RECRUITMENT COMMENCING

Sponsor/Research Team/Clinical Trials Pharmacy Team
e Agree Medical Cover Arrangements and Unblinding Procedure (if relevant)
e |If trial specific 24-hour cover is required and cannot be provided by local
Research Team then Sponsor must confirm arrangement

Research Team
e Complete a ‘Research Team Contact Details Form (Doc Ref 39-01).
e Copies must be filed in Investigator Site File and Pharmacy File

FOLLOWING RECRUITMENT OF EACH PATIENT

Research Team
e Provide recruited patients with contact details in the Patient Information Sheet

and Patient Identification Card (where available)

e Upload a copy of the PIS and signed consent to the patient’s record on SCI-
Store (see WI 22).

e Add a ‘R&D Trial Patient’ alert to the patient’s record on TrakCare (see WI09)
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APPENDIX B

IN THE EVENT OF A QUERY, MEDICAL EMERGENCY OR NEED TO

UNBLIND

Patients/Carer

Clinical Staff

v

v

Patient/Carer should use contact
details provided on PIS or Patient
Identification Card to contact the

research team.

For CTIMPS, if contact cannot be
made with a member of the local
research team, then the
patient/carer can contact the
Pharmacy Department, within
working hours, if the question is

The telephone number for the
pharmacy department is included
on every medication label.

Out of hours, if contact cannot be
made with a member of the local
research team, then the
patient/carer should present
through the normal channels
according to their needs (GP,
NHS24, A&E).

Medical personnel should check the
‘R&D Trial Patient’ alert on TrakCare
for information about the study and
to obtain contact details for the Local
Research Team.

A 4

View further study information in
uploaded documents on the Clinical
Portal.

A 4

regarding their medication supply.

If further information required or
unblinding required, contact Local
Research Team using contact
details on ‘R&D Trial Patient’ alert.

A 4

For CTIMPs, if the local research
team are not available then contact
the Clinical Trials Pharmacy Team
or On-call pharmacist via
switchboard. The following
information from the ‘R&D Trial
Patient’ alert on TrakCare may be
required by the Clinical Trials
Pharmacy Team, On-Call
Pharmacist and/or Sponsor’s
representative:

e Study Name

e R&D Number
e Centre Number
[ ]

Patient Study ID Number
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