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LACunar Intervention (LACI) Trial-3: Assessment of efficacy and safety of cilostazol  

and isosorbide mononitrate to prevent adverse outcomes in patients with cerebral  

small vessel disease (lacunar) ischaemic stroke 

 

 
 

Trial Information 

 

Co-Sponsors The University of Edinburgh & Lothian Health Board 
(ACCORD) 

Funder National Institute for Health and Care Research NIHR Health 
Technology Assessment (NIHR HTA) 

Sponsor Reference AC24127 

IRAS number 1008629 

ISRCTN number 44436843 

REC number 24/SS/0095 

Chief Investigator Professor Joanna M Wardlaw 

 

Contact information 

 

Trial Coordinating Centre Centre for Clinical Brain Sciences (CCBS)  
University of Edinburgh  
Chancellor's Building 
49 Little France Crescent 
Edinburgh, EH16 4SB 

Trial Manager Kasia Adamczuk 

Email laci-3@ed.ac.uk  

Telephone number 0131 465 9592 

Website https://www.laci-3.ed.ac.uk  

 

mailto:laci-3@ed.ac.uk
https://www.laci-3.ed.ac.uk/
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1. Introduction 
 

This document provides guidance to assist users in completing the electronic case report forms (eCRFs) on 

the LACI-3 trial website. Users can access the database at the following address:  

https://stroke.nottingham.ac.uk/sif/live/sif_login.php?sid=LACI-3 

 

2. User account access 
 
New users must be on the signed delegation log, a copy of which must be sent to the trial office along with 
a current email address.  
The trial office will register users who will then receive login details via email. Users will be required to 
change their password at the first login. Users should never share their username and password with anyone. 
 

 
 

 

3. Main menu and Visit details 
 
Once logged, proceed to the ‘participant list’ page where you will see a participant ID list with visit details. 

Trial documents including PDFs of all CRFs can be accessed via the link to ‘trial documents for downloading’ 

at the top right.  

 

 

 

 
 
 
 
 
 
 
 
 
 
 

https://stroke.nottingham.ac.uk/sif/live/sif_login.php?sid=LACI-3
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4. Randomising a new participant 
 
To randomise a new participant, click the link at the top left: 
 

 

 
 
 
This will open a data entry form with a reminder of the inclusion and exclusion criteria.  
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Exclusion criteria for both drugs are listed. Review these and complete the check box for both drugs.  
 

 
 
 

If criteria are not met, the CRF cannot be completed.  
 
Participant details, SVD score, blood pressure, medications, mRS, NIHSS and MoCA are collected.  
 
Some questions offer a not applicable option on the right hand column. Ensure this is completed where 
appropriate. 
 

   

 
 
 

Some questions have a pop up guide with more information to assist completion.  
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5. Submitting the randomisation form 
 

When you submit, you will be prompted to check all answers are correct prior to submitting 
 

 
 
You will then be given the randomisation result and prompted to enter the participant contact details 
[image from the demo database, this is not a real participant]: 
 
 

 
 
Please print the randomisation result for your records.  This needs to be filed in the ISF and provided to 
pharmacy if applicable. The randomisation allocation does not appear on the automatically generated 
notification email due to blinding in place for the LACI-3 central team.  
 
Should you need to view the randomisation result again, you can go to the participant list and click on the 
linked trial number.  This is only available for the first 2 weeks after randomisation. 
 

 
 
All CRF questions must be completed prior to submission 
 
Drafts can be saved and the form completed at a later date 
 
Forms are accessed by entering the participant DOB and initials 
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6. Contact database 
 
Following completion of the randomisation form you will need to complete the contact details in the 

secure database. Please double check all details are valid and up to date.  

 

 

7. Baseline and Follow-up CRFs 
 
Once randomisation is complete, you will be able to access the baseline CRF 

 

 

 

 

Information is collected on medical history, risk factors, index stroke, carotid status, investigations, 

employment and some assessments (MMSE, Trails, ED-5D-5L).  
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The ideal date of the follow up appointments will appear in the participant table once the baseline is 

completed. Aim to complete the visit as close to this date as possible 

 

The 1-2 and 3-4 week follow up CRFs includes details of participant status at follow up 

 

 

Symptoms, medication, BP and outcomes are also collected.  
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8.  Entry of missing data  
 

Some questions may provide "Not applicable", "Not done" and/or "Not  known" options. 

 • Not applicable - should be used if a measure was not required for that participant 

• Not done - should be used if data are unavailable, either because a measure was  

not taken or a test was not performed 

• Not known - should be used if the data are unknown, and every effort has been  

made to find the data 

For each question on a CRF, you should either enter a value in the central column(s) or use the drop-down 

lists in the right-hand column to indicate why the value is missing - but not both. A response must be given 

in this way for every numbered question on the CRF. 

The "Not done" and "Not known" options relate to missing data. Some of these options may be hidden when 

a LACI-3 online CRF is first accessed, i.e. before any data have been submitted. This is because the options 

provided reflect the data we need to collect for proper analysis of the trial. 

However, some required data may still be missing for legitimate reasons. For example, it may not be possible 

to measure a participant's weight in the emergency department. In such cases, to access the hidden "Not 

done" and "Not known" options, please go to the bottom of the page and set the missing data control to 

"Yes". Enter a full explanation and submit the form. 

After this, you can complete the CRF as usual and submit. Check through your answers and re-submit to 

store the data that you have entered. 

Note that once the hidden options have been revealed, they will continue to be displayed even if you have 

no missing data (i.e. when none of the questions have "Not done" / "Not known" selected). If no data are 

missing, please set the control at the bottom of the page to "No" and re-submit. In this case no explanation 

is required so may be left blank, however relevant comments may always be entered 

9. Data queries and corrections 
 

The coordinating centre may raise data queries if there is missing data or if something is not quite right. 

You will see an alert for any outstanding data queries when you click on participant list, click on this and it 

will show open queries for actioning 

 

Please click on the CRF where the data query is located i.e. in this example Day 7. You can also they can 

also click on the issue ID (glint+seesaw) to go directly to the specific query/questions.  
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The data query will show above the question where the data is to entered/amended. Please click on the 

link for ‘data correction request’ 

 

 

You will then complete a participant identity check. 

 

You will need to complete a table detailing the change made and the reason: 

A5: Question ID and label is the number and title of question and the data originally entered 
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A6: Enter question ID of where the new data is to be entered, and the values that should appear once the 

CRF record has been amended 

A7: Please enter the reason for the change 

 

You can submit a data correction request without a data query being raised by the coordinating centre e.g. 

if you put a comment that the EQ-5D-5L was not done at the time and would update the data later. When 

the data is available click on the ‘submit a data correction request’ button at the top of the eCRF. 

As before, you will need to complete the participant identity check to access the data correction request 

form. If applicable, please also give existing/new text for the full explanation for missing data (state 'n/a' 

for 'New data' if text to be removed). 

 

Common issues:  

• Update data for all affected questions in a single request, when possible - especially related questions 

• Use one line per question 

• Make sure that existing data are always given, stating "Not done" and "Not known" where previously 

missing  

• Do not list questions whose values have not changed 
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10. Prescription issue form  
 
Prescription details need to be entered into the CRF using the Prescription issue form link next to the 
participant visit details.  
Follow the link to ‘add new prescription issue record’ at the top left. You will be prompted to confirm the 
participant DOB and initials.  
 

 
All prescription details should be entered into this form.  

 
 
 
 
Once entered the record will be displayed under the prescription issue form link. Each new prescription 
should be added here.  
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11.  No set visit form 
 
If an unscheduled assessment is performed, then it should be captured in the database using the no set 
visit form. These include details about stopping or changing medications, safety and outcome events and 
withdrawals.  
 

 
 
 

12.  SAE and Outcome reporting 
 
Please refer to the protocol and safety adjudication SOP for details of SAE reporting.  
 
Should an SAE or outcome need to be reported, please complete the form listed next to the participant 
visits.  
The type of event is selected from a drop-down list.  
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For SAEs, print a pdf of the completed form and email to safety@accord.scot within 24 hours of becoming 
aware.  

 

 
 
 

13.  Data correction requests 
 
Data must be consistent with the patient's source documentation. Where errors occur or details need to 

be updated, a data correction request must be completed by following the link at the top of the page of 

the relevant CRF. These are then actioned by the LACI-3 programmer.  

 

 

 

 

 

 

 

14.  Technical support 
 
First point of contact for any queries relating to the eCRF is the trial office laci-3@ed.ac.uk  
Should a response not be received in a timely manner please contact Lee.Haywood@nottingham.ac.uk 
 
 
 
 
 
 
 

mailto:safety@accord.scot
mailto:laci-3@ed.ac.uk
mailto:Lee.Haywood@nottingham.ac.uk
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15.  Revision History 
 

Date Version number Changes applied 

25th June 2025 1.0 N/A 

17th September 2025 2.0 Re-accessing randomisation 
result added, guidance for 
missing data and data 
queries and corrections 
added 

 


