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Randomising a patient 
 
• If you don’t already have access, to arrange access to the online randomisation database email 

TOPIC2@trials.bham.ac.uk and the trial office will set-up your account. You must be on the 
delegation log and the task delegated to you by PI sign off. 

• The web address is: https://www.trials.bham.ac.uk/TOPIC2 
 

Please note the screenshots have ‘training’ marked on them, this will not be the case when 
using the live system. If when randomising a patient you see the ‘training’ markings, you 
are not on the live system. 
 
If you want to access the training system to practice or train another staff member you can 
connect to the training system by clicking “change” in the top right corner of the screen and 
then selecting “training” from the drop down list. 
 

 

 
1. Enter your user name and password and click ‘log in’. If you have forgotten your 

password you can use the forgotten password facility by clicking ‘forgotten 
password?’ 

 
If you are entering the correct user name and password and are encountering log in issues 
please call the randomisation line on 0800 953 0274 to complete the randomisation and then 
inform the trial office. 
 

mailto:TOPIC2@trials.bham.ac.uk
https://www.trials.bham.ac.uk/TOPIC2
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2. The main home page to the randomisation service should appear, to start a 

randomisation click on the ‘here’ link highlighted in yellow above. 
 

 
3. This will load the ‘enter new patient’ screen. Click the site, which should be your 

hospital. Enter initials, date of birth (month is in three letter format e.g. JAN) and 
patient gender. Please note if you don’t provide any of these data items you will not 
be able to proceed with the randomisation until they are available.  
 

4. Click on ‘next’ as highlighted in yellow above.  
If you have clicked to randomise a patient in error you can leave at any time prior to 
clicking randomise by clicking the ‘exit’ button, shown in the red square above.  
If you need to go back to a previous screen at any time click the ‘previous’ button, as 
shown in the blue square above. 
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5. Complete the inclusion and exclusion data items.  

 
 
 
 

 
 

6. If you answer ‘yes’ to the above data item then you need to specify the names of the 
trials that the patient is co-enrolling into. This information must be available in order 
for the randomisation to proceed.  

7. Click ‘next’ 
 

 
 

8. Provide the reason for lung thoracotomy and patient’s age (under 65 or older than 
65). 

9. Click ‘next’ 
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10. Complete the form completion details. Select the principal investigator name by 
clicking on the name.  
 
 
 

 
 
The dates can be selected using the calendar function as per above. Months can be moved 
forwards or backwards using the left and right arrows. To select a date click on the required 
number. 
 

 
 
Please note if the above data item is set as ‘no’ the randomisation can still proceed as the 
form does not need to be signed by the PI in order for a patient to be randomised. 
 

11. Click ‘next’ 
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12. The above provides a summary of the randomisation details that have been recorded, 
please double check they are correct. If any details have been entered incorrectly 
then click previous to go to the required page to correct the details.  
 

13. Click ‘randomise’, as highlighted in yellow above. 
 
 

 
 

14. This will allocate the patient to an intervention, see yellow highlighting above.  
 

15. Click ‘exit’ to return to the home screen. 
 
You should have received a confirmation email for the randomisation. If you do not receive 
this please contact the trial office immediately.  
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Accessing the TOPIC2 online database  
• To arrange access to the online database email TOPIC2@trials.bham.ac.uk and the trial office will 

set-up your account. You must be on the delegation log and the task delegated to you by PI sign 
off. 

• The web address is: https://bctu-redcap.bham.ac.uk 

• Enter User Name and Password where indicated and click ‘log In’ 
 

Accessing a patient’s CRF 
 
Once logged in: 
 
1. Click on ‘My Projects’ 
 
 
 
 
 
 
 
 
 
 
 
 
2. Click on ‘TOPIC2’ 
 
 
 
 
 
 
 
3. Click on ‘View/Edit 
Records’ in the left  
hand tool bar 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 

 

4. Click drop down 
next to ‘Choose an 
existing Study ID’ 
to view the list of 
trial numbers 
 

mailto:TOPIC2@trials.bham.ac.uk
https://bctu-redcap.bham.ac.uk/


 
8 of 13 

V7.0, 18-Jan-2022 
 

 
 
 
 
 

 

 

Accessing a specific data form 

 
Once you have clicked on a specific patient trial number the below ‘data collection instrument’ table 
will display. To open a specific data form please click on the circle in the corresponding row e.g. to 
open ‘baseline medical data form’ click highlighted circle as shown in the red box below. 
 

 
 
This will open up the desired form as shown in the example below: 
 

 
 
 
 
 
 
 
 

5. Select a trial 
number from drop 
down list 
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Date and time functions 

 
Data items that require date or time can have a date or time entered manually in the desired 
format or the calendar or clock symbols can be clicked, highlighted in the red boxes below. 
 
The data item can also be automatically populated with the current date or time, if 
appropriate, by clicking the buttons highlighted in the yellow boxes below. 
 

 
 
If the calendar symbol is clicked a 
calendar will pop up. Individual  
months and/or years can be selected  
using the drop down boxes, 
highlighted in the red box below,  
or earlier/later months can be  
moved through using the arrows,  
highlighted in the yellow boxes  
below. Select a date by clicking on 
the relevant date square.  
 
 
 
 
If the clock symbol is clicked the  
choose time window opens which 
allows the specific hour and minute  
to be selected by moving the bars on 
the scales. Once the relevant time  
has been selected click ‘done’. 
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Saving and exiting forms 

 
 
Save buttons are at the top and bottom of each record: 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

• Save and stay will save the form and stay on the same form 

• Save and exit record will take you back to the data collection instrument table. 
NOTE: a window may open stating some fields are required and it will list all of the fields that are 
blank and require data. Please check you have not missed entering any data in error, however if the 
data is currently unavailable you can still leave the form by clicking ‘ignore and leave record’ as 
highlighted in the red box below. 
 

 
 

• If you want to exit the record without saving your data entry/edit click ‘cancel’  
 
NOTE: when entering data if any data items are not applicable or not done/known please record 
this in the ‘notes’ field at the end of the form to avoid unnecessary data queries. Example shown 
below: 
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Adding Principal Investigator (or delegate) signature 

 
This function is only enabled for principal investigators (or delegates). You should only sign a 
form when you have been informed to do so by the trial office. 
 
To add a signature scroll down to the ‘form completion’ at the bottom of the form.  
 

1. Enter your signature as text in the ‘PI (or delegate) confirmation signature’ field as 
indicated in the red box below. 

 

 
 

2. Click ‘save’ button as indicated in the red box below. 
 

 
 

Resolving data queries 

 
 
 
 
 
 

 
 
 
 
 
 
2. This will open the ‘data resolution dashboard’ that lists all outstanding queries allocated to each 
patient on a data item basis. 
To go to a specific data item query within a form click on the record number as shown below in the  
red box. 

 
 
3. The data item with a query will have the symbol shown in the red box below visible, to open the 
query click the symbol. 

 
 
 
 
 
 

1. Click on resolve 
issues in the left 
hand bar 
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4. A new window will open called ‘data 
resolution workflow’. This will provide 
details of the query as highlighted in the 
red box. In order to respond to the query 
click the drop down list called ‘reply with 
response’ highlighted in the yellow box 
and select the appropriate option. 
Also add an appropriate comment in the 
comments box and then click ‘respond 

to query’  
NOTE – if data needs to be  
entered/updated please ensure this is  
done after clicking ‘respond to query’ and 
the form is saved 
 
5. The trial office will review the response  
and if it doesn’t resolve the query a further 
comment will be generated. This will  
appear in the ‘data resolution dashboard’  
as described in step 2. In order to respond  
to the further query, as highlighted in the  
red box select the appropriate action from  
‘reply with response’ drop down list as 
highlighted in the yellow box and add an 
appropriate comment. Then click ‘respond 
to query’ 
 
NOTE – if data needs to be  
entered/updated please ensure this is  
done after clicking ‘respond to query’ and 
the form is saved 
 
The trial office will review the further 
response and if this resolves the query it  
will be closed and disappear from the ‘data 
resolution dashboard’ 
 

Entering screening data 

 
1. Click TOPIC2 screening log 

 
 



 
13 of 13 

V7.0, 18-Jan-2022 
 

2. Click add/edit records 

 
 

3. Click add new record 

 
 
For queries relating to the online database please email topic2@trials.bham.ac.uk  

mailto:topic2@trials.bham.ac.uk

