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Study Management Guidebook
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	<<For Guidance Only – remove this box from the final study version>>
This template is for guidance only.  Further sections and sub-sections can be added at the discretion of the Trial Manager or designee as appropriate to the study, however duplication of information held elsewhere (e.g. protocol) should be avoided and signposting to other documents and templates should be provided instead  
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1. [bookmark: _Toc127520131]Study Overview
This can be presented in table form as per the example below:
	Key Information
	Details

	Title of Study
	

	Study Type 
	CTIMP/Non-CTIMP/Device/Observational

	Chief Investigator 
	Name:   
Phone Number:
Email: 

	Study Mailbox
	

	Who has access to mailbox? 
	

	Study Website
	

	Social Media account details
	

	Trial Registration
	

	Standard ECTU Electronic TMF structure?
	



Ensure logins/profiles for any study specific records/systems are included in handover (e.g. clinicaltrials.gov, IRAS, CPMS and documentation referencing the TM  is updated – e.g. Delegation of TMF form, Central Delegation Logs etc.) 
2. [bookmark: _Toc127520132]Management Overview
Specify who is responsible for the key tasks within the study.  This can be presented in table form as per the example below:
	Task
	Provider
	Key Contact

	Trial Management
	ECTU
	<<TM Name>>

	Trial Support 
	ECTU
	<<ATM/TMSO Name>>

	Senior Trial Manager 
	ECTU
	<<Snr TM Name>>

	Database
	ECTU
	<<Programmer Name>>

	Data Management 
	ECTU
	<<Data Manager Name>>

	Statistical Analysis
	ECTU
	<<Statistician Name>>

	Health Economic Analysis
	University of Glasgow
	<<HE Name>>

	Sponsor 
	ACCORD 
	<<Sponsor Rep>>

	Monitor 
	ACCORD 
	<<Monitor>>


3. [bookmark: _Toc127520133]Key Study Contacts 
Specify any additional key study contacts and specific responsibilities.  This can be presented in table form as below or if a separate contacts document is available, the location of this on the ECTU shared drive should be specified:
	Name and Designation
	Location/Contact Details
	Responsibilities 

	
Name, Research Nurse Coordinator 
	  NHS Lothian,  Email: Phone: 
	
Responsible for site clinical queries 

	
	
	


4. [bookmark: _Toc127520134]Study Timelines
Specify any key study timelines e.g. recruitment start/end dates, stop/go criteria or other funder milestones, Specify if any extensions have been granted or are in progress and the details of these.  Highlight any current issues or missed deadlines.  
5. [bookmark: _Toc127520135]Provide link to completed project plan/recruitment graphs on drive to show overview of progress. Study Documents
[bookmark: _Toc126746556][bookmark: _Toc127520136]Highlight any issues with study documentation which might impact on the delivery of the study – e.g. – complex consent process, common issues with protocol, process for issuing questionnaires etc.  
Consider reviewing the trackers set up for the project and ensuring they are fit for handover. Examples below: 

	Contacts tracker
	Confirm tracker with all site contacts, and key study contacts is in TMF 6.4

	Project Plan/milestones
	Confirm project plan is filed in TMF 3.3 (?)
Confirm recruitment tracker and graphs filed in TMF 4.3


	Study documents
	Confirm TMF index is up to date and can identify current documents.

	Amendments
	Confirm amendment tracker is up to date and filed in TMF 2.2

	Funding
	Confirm grant application/award and any award amendments are filed in TMF 3.3
Confirm finance or invoice tracker is up to date and filed in TMF XX

	Deviations
	Confirm the deviation request tracker is up to date and filed in TMF 5.5

	Monitoring plan, pharmacy manual, lab manual
	Review



New TM to confirm they understand any colour coding etc and can use the trackers. Ie it should be obvious how to follow it, but if it isn’t then a legend or explanation should be included within the tracker.

6. [bookmark: _Toc127520137]Approvals/Amendments 

List REC/R&D/EudraCT reference numbers. 
	Approval 
	Reference Number

	(Name Committee) REC 
	

	EudraCT 
	

	Lead R&D 
	

	HRA 
	

	
	



Provide link to amendment tracker or list key amendments.  Detail any significant changes to the project or protocol  and the rationale behind these decisions. 
List when Annual Progress Report and/or DSUR are due each year.  
[bookmark: _Toc127520138]Provide information around any planned amendments. 

7. [bookmark: _Toc127520139]Sponsorship/Contracts/Funding
[bookmark: _Toc127520140]7.1 Sponsorship 
[bookmark: _Toc126746561][bookmark: _Toc127520141]If not following ACCORD/ECTU SOPs then give details of the SOPs you are following and provide a link. 
[bookmark: _Toc127520142]7.2 Contracts 
[bookmark: _Toc126746563][bookmark: _Toc127520143][bookmark: _Toc126746564][bookmark: _Toc127520144]Detail any information needed to understand the contracts required for this project.   List signed contracts in place and those in preparation.
[bookmark: _Toc127520145]7.3 Study Finances
[bookmark: _Toc126746566][bookmark: _Toc127520146]Specify funder name, grant no, amount and duration (or provide a link to the finance pack).  Specify the type of payments ECTU manages and how these are claimed (Including site payments).  Provide overview of what is allocated against each budget header and if anything has changed since the project was funded (i.e. virements or extension requests).  Flag up any significant under/overspends which might need to be addressed.
[bookmark: _Toc126746567][bookmark: _Toc127520147]Detail funder reporting schedule and when next report due. 
8. [bookmark: _Toc127520148]Recruitment 
[bookmark: _Toc126746569][bookmark: _Toc127520149]Provide link to recruitment graph and any recruitment trackers. Also a link to site tracker and list of sites still to open/close.
[bookmark: _Toc126746570][bookmark: _Toc127520150]Give overview of recruitment progress and outline any key issues.
9. [bookmark: _Toc127520151]Safety 
[bookmark: _Toc126746572][bookmark: _Toc127520152]List any study-specific safety issues and what is required to review/keep oversight of these.
[bookmark: _Toc126746573][bookmark: _Toc127520153]Add details of AE coding requirments/adjudication of events. 
10. [bookmark: _Toc127520154]Sites/Research Teams
[bookmark: _Toc126746575][bookmark: _Toc127520155]List any study specific work instructions/SOPs in this section and provide a link. Identify any SOPs/WPD that need to be written.
[bookmark: _Toc126746576][bookmark: _Toc127520156]List any study specific training requirements and how these are documented. 
[bookmark: _Toc126746577][bookmark: _Toc127520157]Note any issues with site performance which need to be monitored/addressed.
[bookmark: _Toc126746578][bookmark: _Toc127520158]Outline communication strategy with sites and where to find key contacts. 
[bookmark: _Toc127520159]10.1 Study Supplies 
[bookmark: _Toc125979431][bookmark: _Toc126746580][bookmark: _Toc127520160]Describe any study supplies that will be required.  This may include provision of study specific supplies such as stool sample kits and should specify who order in supplies, who will assemble the kits, how stocks will be managed, how these will be shipped to sites and/or participants, who will be responsible for overseeing this process. If applicable, include details of any courier contacts/accounts in the contacts tracker.
If any specific instructions are required for printing labels or barcodes please include a link to the work instruction.
[bookmark: _Toc125979432][bookmark: _Toc126746581][bookmark: _Toc127520161]This may also include more generic supplies such as study stationery.
11. [bookmark: _Toc127520162]Monitoring 
[bookmark: _Toc126746583][bookmark: _Toc127520163]Is this a risk-assessed study and is there a Monitor assigned?
[bookmark: _Toc126746584][bookmark: _Toc127520164]Provide link to monitoring plan 
[bookmark: _Toc126746585][bookmark: _Toc127520165]Give an overview of any ongoing or unresolved monitoring findings.  
[bookmark: _Toc126746586][bookmark: _Toc127520166]List any central monitoring activities, how often these are completed and who is responsible (e.g. monthly review of screening logs, review of data completion using XXXXXXXX eCRF report). 
12. [bookmark: _Toc127520167]Pharmacy/Labs 
12.1. [bookmark: _Toc127520168]IMP Management/Device Management 
[bookmark: _Toc125979436][bookmark: _Toc126746589][bookmark: _Toc127520169]If study is CTIMP or a device study, provide a brief overview of how this is managed.  This may include name and description of IMP/device, supplier and contact details, expiry date information, shipment management instructions including courier information and overview of any management systems built into the study database (e.g. an alert email will automatically be sent to alert of low drug supply at sites).  
Provide link to pharmacy manual.
[bookmark: _Toc127520170]12.2 Labs
[bookmark: _Toc126746591][bookmark: _Toc127520171]If there are study specific lab samples collected for the study, give an overview of the key processes/key contacts (if not listed in WPD or protocol), give overview of shipping and short term/long term storage arrangements. 
[bookmark: _Toc127520172]12.3 Other Services – List (e.g. Radiology) 
[bookmark: _Toc126746593][bookmark: _Toc127520173]List the arrangements for using services in other departments and key contacts.  Ensure these key contacts are detailed in the contracts tracker on TMF 6.4

13. [bookmark: _Toc127520174]CRF/eCRF/Database 
[bookmark: _Toc126746595][bookmark: _Toc127520175]Provide a link to the study database/training database and briefly describe how researchers are trained and access to this is managed (e.g. how this is requested, who can provide log-in details and passwords etc). 
[bookmark: _Toc126746596][bookmark: _Toc127520176]Specify the procedure for maintaining and amending the database (e.g. faults to be reported to TM who will progress with IT Programmer, emergency randomisation procedure etc)
[bookmark: _Toc127520177]Detail what follow up is completed for the study and whether the site or ECTU are responsible for this.  Outline any processes needed to complete follow up and how these are managed. 

14. [bookmark: _Toc127520178]Data Management 
[bookmark: _Toc478375011]Confirm whether Data Management Plan is complete and filed in Section 9.3 and any other relevant documents (or if this is not applicable for the study). The DMP should include details on data entry, query/missing data management and QC Checks for the study but these can be included here if not. 
15. [bookmark: _Toc127520179]Statistics/Health Economics 
Provide link to Statistical Analysis Plan/HE Analysis Plan (if applicable) and any other relevant documents.  If ECTU are responsible for the Stats, reference the Statistics Master File (SMF) and where this is located (confirm with Statistician). List any key issues with analysis.
16. [bookmark: _Toc127520181]Key Meetings  
[bookmark: _Toc125979444][bookmark: _Toc126746601][bookmark: _Toc127520182]Provide any information about TSC/DMC, Adjudication committees, PMGs or other meetings – e.g. how often these are arranged, who arrange these/sets the agenda, key issues to date, whether Charters are in place. 
[bookmark: _Toc126746602][bookmark: _Toc127520183]DMC
	Last meeting
	Next meeting

	XX/XXX/XXXX
	est.  XXX/XXXX



[bookmark: _Toc104574501][bookmark: _Toc126746603][bookmark: _Toc127520184]TSC 
	Last meeting
	Next meeting

	XX/XXX/XXXX
	est.  XXX/XXXX


[bookmark: _Toc126746604][bookmark: _Toc127520185]PMG 
	Last meeting
	Next meeting

	XX/XXX/XXXX
	est.  XXX/XXXX



17. [bookmark: _Toc127520186]Other Study Information
This section can be split into further sub-sections as required.  This section can be used to describe any study specific information or highlight any forthcoming plans/issues.  This may include for example, sub-study information, co-enrolment policy, data-linkage plans and arrangements, accrual data, study data that will be subject independent adjudication/verification and the arrangements for this, plans for publication/dissemination
18. [bookmark: _Toc127520187]Recurring Tasks
[bookmark: _Toc126746607][bookmark: _Toc127520188]A list of recurring tasks can be detailed in this section as appropriate. 
[bookmark: _Toc126746608][bookmark: _Toc127520189]Provide details of key tasks delegated to ATM/TMSO – examples given below 
	When due  
	Tasks 

	January 
	18th January: site Teams call
Deviation requests – email sites (TMSO request Log) 

	February
	Beginning of Feb: Check with DMC when next meeting to be held – said 4-6 months, start organizing (ATM) 
Organise next TMG for beginning of March once have DMC date
Send out invoice Requests (TMSO request log) 

	March 
	QE Glasgow – do they need a change of PI or is Dr returning in April?

	April
	Deviation requests – email sites (TMSO request Log) 

	May 
	

	June
	

	July
	Deviation requests – email sites(TMSO request Log)

	August
	REC report due 21st August
Send out invoice Requests(TMSO request Log)

	September
	

	October 
	DSUR report due after 22nd Oct
Deviation requests – email sites(TMSO request Log)

	November
	

	December
	

	Monthly tasks
	HTA monthly recruitment figures – before the 8th of the month (ATM) 

	
	CPMS (ATM) 

	Weekly tasks
	Send follow-ups out and enter returned Q data (TMSO request Log)  

	Recurring Tasks
	Newsletter every 6 weeks – send next in 2nd week on January – set up recurring meeting for this. Email newsletter to HTA manager



19. [bookmark: _Toc127520190]Ongoing Tasks 
A list of ongoing tasks can be detailed in this section as appropriate. Examples given below: 
	Tasks that can be done now (updated  XX/XX/20XX) 

	Date complete 

	Action log from Remote Monitoring Visit 
	

	Update close-down report paperwork – this has been updated in ACCORD SOP. 
	

	Close Sites 14 and 25 - need to organise a COV visit
	

	
	

	
	

	
	

	
	

	Tasks to be done once things returned (updated  XX/XX/20XX)

	Date complete

	Extension – when hear back from HTA – Prioritise
	

	Implement Amendment – when receive MHRA approval - Prioritise
	

	
	

	
	

	
	

	
	

	
	

	
	





<<Remove this page from study specific version>>

	Template Revision History 

	Date
	Version Author(s) and Project Roles
	Summary of Revisions

	20 Nov 2023
	Kat Oatey (Trial Manager)
	· V5.0 – updated to include all sections of TMF as section headers.   Guidance text included throughout. Sections moved from essential study information to SMG. Reference to risk assessment removed. 

	25 Jun 2021
	Kat Oatey (Trial Manager)
	· V4.0 updated to include for ID – TM-T26

	14-Apr-2020
	Kat Oatey (Trial Manager)
	· V3.0 Updates to Document Revision History. Removal of authorship section. Addition of footer to detail template name and version.

	05-Jun-2019 
	Julia Boyd (Senior Trial Manager) 
	· V2.0 Addition of risk assessment

	28-Jan-2019
	Lynsey Milne (Assistant Data Manager)
	· Initial creation
· Template version set at 1.0
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