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[bookmark: _Toc153528138][bookmark: _Toc320536979]Purpose
This quality control document (QCD) contains a template for a site signature and delegation log (SS&DL) and has been developed with reference to the UK template delegation log by the Health Research Authority (HRA). 
One of the principles of Good Clinical Practice is that individuals involved in conducting research should be qualified by education, training, and experience to perform their respective task(s). In addition, the principal investigator (PI) is responsible for the conduct of the trial at a site. They may however delegate trial-specific duties to staff members. The PI should maintain a list of appropriately qualified persons to whom the PI has delegated significant trial-related duties.
The purpose of the SS&DL is to identify site staff members who have taken on research-specific tasks during the lifetime of the trial. The SS&DL will capture staff members’ names, initials and signatures as needed for identification purposes. It also contains a delegation section to clarify which tasks the PI has delegated to the site staff member. For each clinical research project, there will be document evidence of the duties delegated, however the format and design of how this is captured should be tailored to the project. 
[bookmark: _Toc153528139]Scope
This is an optional QCD. This template has been designed for clinical trials but may be adapted to support the development of a SS&DL for all clinical research.
[bookmark: _Toc153528140]Implementation plan
This QCD will be implemented in line with this document’s effective date.
[bookmark: _Ref153523581][bookmark: _Toc153528141]Stakeholders
Principal Investigator (PI)
Any staff member involved in site activity/tasks delegated by the PI (e.g. research nurse, radiologist, pharmacist, etc)
Trials office / coordinating centre 
Instructions
1. Save a copy of this QCD. 
Update the document’s header with the name of the site, PI, sponsor and trial. 
 Include site number if applicable, e.g. for NHS participating organisations.
Update the document’s footer details (e.g. with local filename and version number) and the trial ID (e.g. IRAS number or the RG number provided by the sponsor office) retaining the document reference information to the QCD.
Amend the template’s red example text to make it project specific. If needed, add additional tasks to the ‘responsibilities, restrictions and description’ table and ensure the same numerical code is added to the ‘key of tasks’ table.
It is advised not to remove functions from the coded list. Where specific functions are not used in the trial, state this in the ‘restrictions’ section instead.
It is possible to use a local, site-specific pharmacy signature log alongside the site- or trial-specific SS&DL. Where this occurs, the steps listed below should be followed. 
Ensure the pharmacist tasks, as described under code 15, include ‘ensure pharmacy staff members involved in the clinical trial complete a (site- or trial-specific) signature log’.
Ensure the responsible pharmacist records code 15 as one of their tasks and signs and dates the trial specific SS&DL.
Ensure that the site will maintain local pharmacy signature log for the required period of time after trial completion. 
Consider archiving copies of the pharmacy signature log in the ISF or Pharmacy File, whichever is applicable, to ensure documentation will be archived for the required length of time.
Where an in-house review of drug accountability forms is performed by the trial office, it is also expected that copies of the (site-specific) pharmacy signature log are obtained to allow cross-checks to be performed.
Duplicate the ‘log’ table for the anticipated number of pages/entries required. Note that this document currently uses auto page numbering. 
When ready, delete these introduction pages (i.e. pages 1 to 5).
How to complete this form
1. The PI read and signs the PI declaration. The end date should remain blank until the end of the trial. If a change in PI is required, the end date should reflect when the last date the existing PI is responsible for the trial site activity. A new PI declaration should be completed for the incoming PI. 
1. Each member of the trial team adds their name and details as indicated on the log, ensuring they indicate the trial task(s) they are responsible from the key of tasks.
The PI signs against each individual recorded on the log prior to them commencing any trial-related tasks. 
The date in the ‘end of task(s)’ column is added when the individual ceases work on the trial.
Ensure the record remains up to date through regular review.
Add new staff members as they join the trial and prior to them conducting as trial-related tasks.
Where there are changes to an existing staff member’s delegation, these may need to be reflected in a new entry on the log. 
File this log and all relevant correspondence in the investigator site file (ISF) and where required, update the coordinating centre of any changes made to this document.
At the end of the trial, the PI completes the ‘PI end of trial declaration’ section.
If applicable, mark any blank/unused pages of the log as such. 
[bookmark: _Toc153528153]Related documents
[bookmark: _Toc153528154]Associated QMS documents
UoB-SMA-SOP-001 Investigator Site Management
UoB-SMA-QCD-002 Site Initiation Checklist
Access to the full UoB QMS for clinical research is available via the CRCT website.
REFERENCES
IRAS (2024). Staff Signature and Delegation of Responsibilities Log [UK template delegation log]. Available at: https://myresearchproject.org.uk/help/help%20documents/Signature_And_Delegation_Log_Template_v1-2.docx [Accessed 11 June 2024].
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The table below summarise the changes made to this document compared to its superseded versions. For information on earlier versions not shown, please email the CRCT (crct@contacts.bham.ac.uk).  
	Version
	Reason for update

	1.0
(07-Aug-2024)
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Alignment with the UK template delegation log by the HRA (available via IRAS) including the addition of two PI declarations and a data privacy statement.
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< start of the template – delete this red text and the pages above when you are ready to use this template >
Responsibility, Restrictions and Description
	
Code
	Responsibility 
	Restrictions 
	Description

	1.
	Obtain local approval for trial
	
	Deal with application for local ethical and research & development approval on behalf of principal investigator, including amendments.

	2.
	Inform participant of trial (with the purpose of obtaining consent)
	
	Inform participant of trial, including visit schedule, medication intake and (trial-specific) assessments.

	3.
	Obtain informed consent
	Trial specific – e.g. investigators or medically qualified staff members only
	Obtain written informed consent and sign informed consent form. Other members of the research team (e.g. research nurse) may assist with this process (see ‘inform participant of trial’).

	4.
	Confirm participant’s eligibility
	Investigators only (note for CTIMPs this must be a medically qualified individual)
	Ensure the participant is eligible for the trial. Other members of the research team (e.g. research nurse) may assist with this process but responsibility remains with the investigator.

	5.
	Participant registration/randomisation
	
	Register/randomise participant. This may involve randomisation via telephone, computer systems etc.

	6.
	Overseeing participant’s medical care (Investigator)
	Investigators only
	Ensure participant is treated in accordance with the protocol unless this is not in the best interest of the participant. Ensure appropriate tests are performed and deviations from protocol documented. Other members of the research team (e.g. junior doctors, research nurse) may assist with this process, but responsibility remains with the investigator.

	7.
	Participant’s medical care (physician)
	
	Treat participant in accordance with the protocol unless this is not in the best interest of the participant. Ensure appropriate tests are performed and deviations from protocol documented. Final responsibility remains with the investigator.

	8.
	Participant’s medical care (nursing)
	
	Treat participant in accordance with the protocol unless this is not in the best interest of the participant. Ensure appropriate procedures are performed and deviations from protocol documented. Final responsibility remains with the investigator.

	[bookmark: _Hlk164087971]9.
	Prescribe trial medication
	Investigators or supplementary prescribers only
	Prescribe trial medication based on the participant’s current medical condition (laboratory values, weight, adverse events etc.) and dose adjustment schedules stipulated in the protocol.

	10.
	SAE reporting
	
	Report serious adverse events to the appropriate institution, in accordance with the protocol, and notify other bodies in accordance with local NHS/R&D policy.

	11.
	Perform causality assessment on SAEs
	Investigators only
	Ensure information provided on SAE form is accurate, perform causality assessment, and countersign completed form.

	12.
	CRF and DCF completion
	
	Complete, modify, sign CRF and data queries (e.g. data clarification forms (DCFs)).

	13.
	Trial-specific sample collection
	Trial specific
	Collection and shipment of trial specific samples (e.g. pathology tissue samples) according to the protocol.

	14.
	Investigator site file maintenance
	
	Keep investigator site file documentation up to date, including maintaining site signature and delegation log, participant screening/enrolment log and participant identification log, filing completed informed consent forms, case report forms (CRFs), correspondence etc. (as applicable).

	15.
	Overseeing trial medication handling
	Pharmacist only
	Ensure pharmacy staff members involved in the clinical trial complete a (site-specific or trial-specific) signature log that includes their name, function, signature and initials. Ensure pharmacy staff members involved in the clinical trial are appropriately trained to order, receive, appropriately store, dispense and destroy trial medication. Ensure pharmacy file is maintained, including, drug accountability log, drug destruction record etc. as applicable. Ensure trial-specific instructions (e.g. as captured in the pharmacy manual) are followed.

	16.
	Trial medication handling
	
	Order, receive and appropriately store trial medication. Maintain pharmacy file including (if applicable), drug accountability log, drug destruction record etc.

	17.
	
	
	

	18.
	
	
	

	19.
	
	
	

	20.
	
	
	






	Site Signature and Delegation Log

	Site:
	<insert site name and if appliable, site number>
	Sponsor:
	<insert name of sponsor>

	PI:
	<insert PI name>
	Trial:
	<insert name of the trial>




	< Enter required footer details e.g. local filename and version number >
	Trial ID: <e.g. IRAS number or RG number>

	UoB-SMA-QCD-001 v2.0
	 Page 2 of 2



Principal investigator declaration 
The principal investigator has responsibility for the conduct of the trial at the participating organisation. The principal investigator can delegate tasks to other people at the participating organisation.  Anyone who is delegated tasks by the principal investigator must fill in this log, and be confirmed by the principal investigator, before carrying out those tasks. 
The principal investigator must confirm that people delegated tasks have been appropriately trained to carry out those tasks before they perform them.  
The participating organisation must keep the original log up to date according to the requirements of the sponsor.
I confirm/ acknowledge that the information in this form is correct and that:
I will remain responsible for the conduct of the trial and reported data at this participating organisation
I will oversee the trial at this participating organisation
I will authorise tasks to be delegated to people listed in this form
I will only delegate tasks to people who are appropriately skilled and trained to carry out those tasks
I will tell the people delegated tasks of their responsibilities in carrying out those tasks
I will make sure that no one who is to be delegated tasks will carry out those tasks before they have been delegated to them
I will make sure that no one who is to be delegated tasks will carry out those tasks before they have completed any training required to carry out the tasks
I will make sure that people delegated tasks receive the necessary information and training at the proper times
I will make sure that any and all changes to people delegated tasks, or the delegated tasks, are recorded on this form at the proper times
I acknowledge the Data Privacy Statement at the end of this log.

	Name of Principal Investigator
	Principal Investigator’s Signature
	Principal Investigator’s Initials 
	Start Date
(dd/mmm/yyyy)
	End Date
(dd/mmm/yyyy)

	
	
	

	
	



Key of tasks
	1.
	Obtain local approval for trial
	2.
	Inform participant of trial

	3.
	Obtain participant’s informed consent
	4.
	Confirm participant’s eligibility 

	5.
	Patient registration/randomisation
	6.
	Oversee participant’s medical care (investigator)

	7.
	Participant’s medical care (physician)
	8.
	Participant’s medical care (nursing)

	9.
	Prescribe trial medication
	10.
	SAE reporting

	11.
	Perform causality assessment on SAEs
	12.
	CRF and DCF completion

	13.
	Trial-specific sample collection
	14.
	Investigator site file maintenance

	15.
	Overseeing trial medication handling
	16.
	Trial medication handling

	17.
	Other:
	18.
	Other:

	19.
	Other:
	20.
	Other:



Use the key of tasks to complete the ‘Trial Task(s)’ column. For each person listed in the ‘Name’ column, record the number(s) of the task(s) delegated to that person. Numbers can be recorded consecutively, or as a range, e.g. 3, 4, 5, 6, or 3-6; 8-11. Tasks should only be delegated to people who are suitably qualified by education, training and/or experience to carry out that task/role.

(*) Other tasks that are specific to the trial, or are local regulatory requirements, identified by the sponsor. If there are any additional trial specific tasks not listed, add these to the “Other*” sections of the key.

This log should include all people who routinely see trial participants, who carry out trial protocol related tasks, or who are responsible for data collection/interpretation. Add new or replacement people as appropriate.



Log
	[bookmark: _Hlk164241720]Name
(Please print)
	Trial role
	Signature *
	Initials
	Trial Task(s)
(Select from the key)
	Start of Task(s)
(dd/mmm/yyyy)
	End of Task(s)
(dd/mmm/yyyy)
	PI Signature**
	Date of PI agreement
(dd/mmm/yyyy)

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


[bookmark: _Hlk164241783]* My signature indicates that I accept to carry out the delegated task(s) and I acknowledge the data privacy statement at the end of this document.
**By signing an entry, I confirm that the person completing the entry is authorised to perform the trial procedures documented in the tasks section and that the person is qualified to undertake these tasks. I also confirm that the person is appropriately informed about the trial protocol and relevant trial procedures. 


principal investigator end of trial decLaration

	Comments
	Please initial the box if there are no comments
	
	

	
	
	
	

	





(To be completed by the Principal Investigator at the end of the trial).

I confirm that the information in this form is accurate and complete.

	
	
	
	
	
	

	
	
	
	
	
	

	Name of Principal Investigator (please print)
	
	Signature
	
	Date (dd/mmm/yyyy)
	






Data Privacy Statement
The University of Birmingham, being a public institution concerned with sponsoring health care research for the public good, will process the personal data that you provide in this staff signature and delegation log (together with associated personal data that you may provide as deemed necessary by the sponsor, including CVs, training certificates and so forth, as well as other data about you obtainable from public sources or present in source data relating to the conduct of this trial) as necessary to fulfil its purposes in relation to this trial and future trials, on the basis of the public interest in so doing (i.e. the legal basis for the processing of your personal data by and on behalf of the trial sponsor as data controller is that it is a task in the public interest). Your personal data processed for the purpose of this trial (or for future studies, as below) will not include sensitive personal data, as defined in the data protection legislation.
The overarching purpose of the trial sponsor in processing your personal data in relation to this trial is the exercise of its oversight responsibilities as sponsor, as defined in The UK Policy Framework for Health and Social Care (and in clinical trial and/or clinical investigation legislation, as and where applicable). Copies of the documents containing your personal data may be taken by agents of the trial sponsor to be provided to the trial sponsor and / or sent to the trial sponsor by the participating organisation, as required by the trial sponsor and as appropriate for the maintenance of its oversight of trial activities, including oversight of the appropriateness of persons delegated to undertake such activities. In addition, the trial sponsor may process your personal data for the purposes of determining the feasibility of future research (i.e. in considering the suitability of the above-named site for participation in future research).
The trial sponsor will only process your personal data as required to fulfil its purposes in relation to this trial and future studies (as described above), including processing only that data which is necessary for its purpose/s and retaining your personal data only for as long as required for its purposes (including, but not limited to, adhering to any legal or best practice requirements on the duration of retention of source data and other data relating to the conduct of health care research). Your personal data will be securely transferred to the trial sponsor, and held there, in accordance with the data security policies of the trial sponsor, access to, or copies of which, will be provided upon request.
In undertaking its obligations as a sponsor of research, the trial sponsor may make available your personal data to regulatory bodies or other parties with a legal duty, public duty or other legitimate interest in the oversight of healthcare research and the licensing, commissioning, etc. of healthcare interventions.
You have the following rights regarding your personal data:
to be informed – you can ask the trial sponsor what personal data they are processing about you and why.
to access – you can ask the trial sponsor to see the personal data that they hold about you and obtain a copy.
rectification – you can ask the trial sponsor to correct any inaccurate information that they hold about you.
restriction – you can ask the trial sponsor not to process information about you if the information is inaccurate, processed unlawfully, or no longer needed for the stated purpose.
to object – you can ask that the trial sponsor ceases its processing of your personal data, which it must do unless it is able to demonstrate compelling legitimate grounds for the processing which overrides your interests, rights and freedoms or that its processing is necessary for the establishment, exercise or defence of legal claims
Please note that if in exercising these rights you compromise the ability of the trial sponsor to fulfil its stated purposes, you may be removed from your role in this trial.
If you want to ask about your rights, or have any other questions or complaints about how the Trial Sponsor has handled your personal data, you can contact the trial sponsor at any time via the contact detailed listed below.
Birgit Whitman, Head of Research Governance and Integrity, Research Strategy and Services Division, Ash House, University of Birmingham, Edgbaston, B15 2TT
Email: researchgovernance@contacts.bham.ac.uk. Telephone: +44 (0) 7814 650003. 
Should you wish to contact the data protection officer of the trial sponsor you may do so via the contact details listed below.
[bookmark: _Hlk5907446]Information compliance manager, Legal Services, The University of Birmingham, Edgbaston, Birmingham, B15 2TT. 
Email: dataprotection@contacts.bham.ac.uk. Telephone: +44 (0)121 414 3916.
If you are not satisfied with the response you receive to any questions in relation to your personal data or any requests that you make in order to exercise your rights in relation to your personal data, or if you believe that your personal data is being processed in a way that is not lawful, you can complain to the Information Commissioner’s Office (ICO).
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