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 ANNA DAVIS: Hello, and welcome to the Trial DB training and query management 

system training for users who use the data coordinating center Trial DB and query 

management systems. 

This training will be brief, and we'll go over an overview of what you need to know to log in 

and use the electronic data capture system we have, called Trial DB, and also the query 

management system we have, called the query management system. 

 

So I will get started, and show you an interactive training based on the web systems that 

we use. 

 

First, I wanted to go over the Trial DB user agreement. 

Trial DB is the electronic data system that we use, and the user agreement states that you 

will not share your user ID or password with anyone; that you are responsible for 

everything that happens under your user name and password. 

 

So, and that you're to keep all data confidential. 

Please review the user agreement carefully before signing in. 

Make sure that you will keep everything confidential and secure, and follow the 

appropriate responsibilities associated with your account. 

now I'm going to show you Trial DB. 



This is how the trial DB screen will look ... you'll be getting, as soon as you fill out the trial 

DB user agreement, you will be getting a password and that will  and a web link that will 

allow you to access this site. 

 

So beginning  you will be getting a user name and password, which you will first have to 

change. 

 

And as soon as you log in, you will be brought to a change password screen. 

And that process is pretty self explanatory. 

 

So I'm going to go right in and log in as the testing training user. 

Passwords  excuse me  okay. 

I've logged in as a user, and this test user has been given access to the studies listed 

here. 

 

And if you have one or two studies, just those studies also show up. 

 

But depending on how many studies are  you are working on, that is the number of studies 

that will appear under the study screen. 

 

There are three main navigation screens in Trial DB. 

 

After you log in, you will see the selective study screen, which I've just mentioned. 

 

As soon as you select the study, you will see a select a patient screen. 

 



This screen will list all the patients you have currently enrolled at your study site, and you 

can select a study patient from this list by clicking on it. 

 

This brings us to the third of our screens, called the Clinical Data screen. 

This screen is where you will view all forms that you have created or need to create for 

this study patient. 

 

And if, at any time, you need to get back to the find a new study or a new patient, you will 

use these navigation buttons at the top of the screen. 

 

There is a select a study, which brings us right back to the initial screen, where you will 

select a study. 

 

Again, once you've been in the study and select a patient, you may use the navigation 

buttons at the top of the screen to go back and select a new patient at any time. 

 

And those are always at the top of the Trial DB interface on the header portion of the Trial 

DB electronic data capture system webpage. 

So I'm going to now demonstrate how to enroll a new patient. 

 

You'll first want to make sure that you're in the study that you wish to enroll that patient in. 

 

And to enroll a new patient, you go to patients and add new patient. 

 

There's a two step process for enrolling a patient. 

The patient ID will also fill in for you, so you do not need to enter a patient ID. 



Just be aware that that's where  if you were on a patient that had a patient ID already 

assigned  that's where that field would display. 

 

You do need to enter the patient's date of birth, and the sex of the patient, as well as race. 

 

If the race is not listed in the drop down list, you can select other and specify the race in 

the other field. 

 

You also will need to select an Ethnicity, Hispanic or non Hispanic, and there is also an 

option, if the ethnicity is unknown. 

 

Once you've entered the demographic information, you can save, and then now, finally 

enroll the patient. 

 

So select the investigator at your site, make sure  be sure that the enrolled status is 

selected, that you wish to enroll this patient. 

 

Some studies like to screen patients, and so if that patient failed to show on the screen 

and is not enrolled, you can enter an enrolled status of no, and then you'll need to enter 

today's date. 

 

Also some studies have a different date that they require here, and maybe perhaps the 

date of enrollment, the actual enrollment. 

But that will be determined by your study. 

 

After that is complete, you can save the data. 



And now, exit the demographic enrollment. 

You'll notice, before I do that, that the current patient has been created. 

It's PO1 CDMCC 0015, and that is the new patient ID that was just created. 

 

 

As soon as I exit this screen, I'm brought to the click clinical data screen for this patient. 

 

If I need to look at another patient, again, I can go back to select a patient. 

Since I'd like to show you some patients that already have data created, we're going to go 

to a patient that has some forms entered, and show you how to navigate around, using the 

form's navigation options available. 

 

So the first and simplest option is to leave the show all data highlighted, then click view 

clinical data, where you will see a list of all the forms that have been created for that 

patient. 

 

And the list, by default only, shows records one through ten, but will tell you that there's 17 

total forms created; and to see those, you can arrow through them. 

 

You can also sort the forms by either form name, event which they belong to, or things like 

date entered or date left ... I'm going to select sort the forms by form name. 

 

So I'm seeing the first form, all the way down through the  all the way to the end of the list. 

 

And as you'll see at the end, it's the last forms that we are creating. 

You can also just view a form by event. 



 

And that's where it might be helpful to know about these called  the items listed in blue are 

called event groups, and then the items listed in black underneath the groups are events. 

 

Some event groups have multiple events, such as, in this study, chart abstraction, as 

multiple events. 

 

There's the laboratory data events and the gene data events and a clinical outcome data 

event. 

 

The particular event clinical outcome has two forms associated with it, and you're able to 

tell by looking in the form window at the right that one of the forms has a status of 

pending, and the other form has a status of completed. 

 

If you go into the pending form, you can see  you can review, have the opportunity to 

review and change any data elements that you need to change; perhaps you needed to 

get the date of discharge for this patient. And you can save it. And now click completed, 

save that again, since you've just changed one more item. 

 

And now that you close the form, you still see the form as pending. 

 

To refresh the status of the form, you can select the refreshed form status for current 

event, and now you see that the change I just made to complete the form is now updated 

in this window. 

 



There is a few other options in the new version of Trial DB, and the reason I say "new" is 

because this has been upgraded as of February 25th. 

 

A new feature is the event form grid, which you can see by clicking on the event form grid, 

which is in the upper left hand corner of the screen. 

 

And I'll click back on it. 

And this will show you all the forms that you have created for each event listed in the row, 

and then each column is the form within that event. 

 

Our ED visit has two forms created; form one, ED form and the form two ED cappa form. 

To look at those, you'd simply click on the hyperlink, and it will bring up the form. 

 

To go to a previous form in that event, you click previous or next form. 

This brought me to the form one ED form, which was the previous form for this event. 

 

And if I wanted to go back to the cappa form, which is the next form created in this event, I 

click next form. 

And I'm shown the ED cappa form. 

We have some options when you're viewing the form to print, and you can choose 

whether you want to print just a summary or non link values only. 

 

And these are not required, but they're extra features that allow you to print form, should 

you need to do that. 

 

 



There's also a help link on each form, and at each screen in trial DB. 

I'll briefly show you how to go to the help link  the help topic that is displayed is specific to 

the current screen you're on. 

 

And it is quite detailed, and will help you, should you encounter any problems that you 

need immediate  if you prefer to read about a help topic, rather than have someone else 

talk you through it. 

 

But please remember that that is there for your use, and you're also encouraged to call the 

clinical data manager, associated with this study you're working on, if you have any other 

questions. 

 

To escape from the help screen, I believe we're just going to want to go back. 

Actually, I think it opened up a completely new window, so you'll just need to close that 

window or go back to your other browser if you do click on that help screen. 

 

A few other things that are helpful to know about Trial DB: There are certain forms that 

require uploads for the studies that we use trial DB for. 

 

This is one of those forms that requires you to upload data. 

So in order to allow that and to  you have to enter data into the row or the form that has 

the data that you need to upload, the data field that needs the upload to it. 

 

So say, for example, I wanted to upload an ultrasound report, as soon as I've  this 

particular upload is in a table called a repeated question group. 

 



And any time you have an upload that is required in a repeated question group, you'll 

need to first save the form. 

 

And the way you know it's saved is the screen does not refresh, so you will not see it 

briefly, you know, globe link and reload  just  you'll see a little indication down here at the 

bottom that form is saving. 

And then if you need to refresh it, you can press F5, or you can right click and refresh. 

 

Okay. 

Now that I've saved the form, I can upload a file. 

These need to be PDF files. 

and there may not be any available. 

 

So I'm going to pretend like I uploaded a PDF file, and then what I would do is save the 

document again and refresh. And when I refresh, I would see, next to the upload button, I 

would see display data button, which would tell me that the file that I just tried to upload 

was successfully uploaded. 

 

So I'm going to close this form, and go back to my clinical data screen for this patient.  

The next thing I want to point out is that date and time fields may be entered with a short 

date or a long date format; for example, if the child was injured on the 2nd of February, 

you could enter 2/2/09.  

 

And as soon as you tab, it will fill in the long date format. 

And that's another thing to note, that you can enter or tab to the next field within trial DB 



But right now, I'm tabbing, and then you can always use the mouse to click the down 

arrow for the list of responses, if it is a question that is asking you to choose from a list of 

choices. 

 

There's also forms that have mandatory fields on them, and that means that before you 

save a form, you must enter all the mandatory fields. 

 

For example, if I tried to save this form before completing all the mandatory fields, the pink 

has displayed all the fields that are mandatory that need to be completed before I can 

save the form. 

 

So you can easily scroll through the form, and usually there's just one or two pink fields. 

 

But since this form does not have any data in it yet, you can easily scroll through and find 

all the fields that are mandatory that you need to complete data entry on, before you can 

save the form. 

 

So if I close the form right now, none of the data that I have entered will be saved. 

 

To delete a form for a patient, all you need to do is click on the form; and to view it, you 

would click view clinical data, or you could also select the form from a list if you were able 

to see a list of patients down here. 

 

And all you would do is press the trash can, and confirm that you would like to delete, and 

now on the form, if I refreshed, you would see that there is the completed or pending 

status after this form. 



So now that form has been deleted. 

 

Now, if I want to create a new form, I could click on it, and create the new form. 

So that allows you to erase essentially the data form that you had already completed, say 

you completed it for the wrong patient, and start over again, completing a brand new form. 

 

So the last thing I want to point out is that there are links to change your password, as well 

as log in, which brings you right back to the log in screen. 

And then the exit, which closes this browser for trial DB completely. 

 

So for example, if I logged out, I would be brought back to the log screen. 

 

So this is the query management system. 

 

And I wanted to show you briefly how to navigate around the query management system, 

and you'll need further instructions for study specific queries from your study coordinator. 

 

So to log in, you're going to use the exact same user name and password that you used to 

get into the trial DB. 

 

And if you ever forget your password, it's best to reset it in trial DB, and then go back and 

put in that new password for the query management system. 

 

So when I first log into the query management system, I see a summary of all the queries 

that have been generated for the study I just logged into, which you'll notice, I did log in to 

the abdominal SCROMUS study when I entered my user name and password. 



 

So right now you can see that you have the total number of unresolved queries you have, 

and the total number of resolved queries you have. And those two numbers together make 

up the total number of queries that you have for that site. 

 

You're going to be able to navigate among all the search  all the different tabs in a query 

management system, by just clicking on the hyperlink at the top, or various user options 

will bring you directly to the search or query detailed screen. 

 

For example, if I wanted to look at all my unresolved queries, I could click on the hyperlink 

for unresolved, and I'd be shown all the unresolved queries I have, and it would, by 

default, show me 30 patients or queries per page. 

 

But I could change that at any time. 

I could change it to 200 on this screen. 

And now, instead of having a page navigation screen, I'm able to see all of my queries 

listed and scroll down through them. 

 

It does split it by what it thinks the page break should be, the default page break, but it's 

still helpful not to have to navigate through screens. 

 

Another way to view  to subset the way you query is by maybe displaying the queries by 

the rules that they violate, or you can also sort queries in any particular view that you're 

looking at. 

 



So for example, if I go back to displaying the queries by ID, I could sort those by maybe 

the patient ID that they belong to, or maybe the rule ID that they belong to. 

 

So there are many, many different rules that check for discrepancies in the data, And each 

one of those rules has an ID. 

 

So rules with the same IDs will have the same type of violation that exist. 

So that might be a helpful way to look. 

 

As you can see now, because search results are in black, you can see that you're in the 

search results screen. 

 

At any time if you want to go back and select some different criteria to search, you can go 

back to the search query screen. 

 

And perhaps this time you want to look at all the queries that you have resolved 

automatically, maybe. 

 

Maybe you just want to select queries from a particular form; and to do that, you just 

select the form. 

 

At the top here, you'll always see kind of a number of queries that are found from the 

search criteria that you selected. 

 

And again, you're able to sort them, display them by row, which group, all the same 

queries and the same rows together, or just display them by ID. 



 

At any particular point if you want to look at a specific query, you can click on the query ID, 

which will bring you to the query detail screen. 

 

Now you're in the query detail screen, and you can view further details about the query 

and what the query says by looking on the screen. 

 

And here's where you'll be able to, if you would like to request a manual resolution that 

hasn't already been resolved, you'd be able to do that. 

 

This query has already been resolved by the scheduler, so a manual resolution request or 

ability to add a note for this query isn't accessible for this query. 

 

So to find queries that I need to have resolved, I would go into my unresolved queries and 

perhaps look at all my unresolved queries, which should return 141. 

 

It didn't. 

Oh, it's because I had the form name selected, so to reset that, I can do that or I can just 

reset the screen. 

And just select the criteria I want, which is all unresolved queries.  

 

And I could go one by one through this list of queries, and either ask a manual request be 

granted, or add a new note explaining what my action on this query is. 

 

So those are the first three screens, which are the main screens you're going to use to 

navigate and solve the queries that are issued to you for your site data. 



 

There's also an additional function which is a report, which  you're able to look at a report 

of your unresolved queries and so on, that that's taking   

 

You can see that, of the 141 of my queries that are unresolved, 140 of those have been 

unresolved for 22 days or more. 

 

By selecting both resolved and unresolved, I can see what's happened with my resolved 

queries, as well. 

You see, I have a total of 760 queries; 117 were resolved within seven days. 

 

Eleven were resolved within eight to 14 days; 14 were resolved within 15 to 20 days, and 

so on, 449 in 22 days or more. 

 

And that's going to give me a total of 619 that are resolved and 141 that are still 

unresolved. 

 

There's also an ability to look at any particular rule that you may be having trouble with 

and maybe getting a lot of queries for. 

You can make a note of the rule ID that you're interested in and select that rule ID from 

the list. 

 

And it will show you more details about what the query term is for that rule ID, and other 

things that you may want to know. 

 



There's also a personal settings tab, which allows you to kind of change defaults for your 

user account that you have within here. 

 

And they're basic things like the default number of queries it's going to show you per page. 

 

You can select that default to be perhaps be larger  you have to select change. 

 

And then if you want it to change the appearance to a smaller font or a larger font ... and 

then selecting show grid will allow you to see some grids.  

So now I see a grid between each of my tables, the rows of my tables. 

 

So those are just user defined options that are available to you. 

We also have a site map, which has frequently asked questions link, as well as  it's a help 

feature, a user sort of manual for the query system. 

 

As with Trial DB, as soon as you're done, you must log out; and make sure that any time 

you leave your computer, you log out of trial DB and query management system. 

 

And then if needed to go back into a different study, you could select that study here, 

provided that your user ID does have access to that study. 

 

So with that, I think I've given you the basics of trial DB. And once again, if you have any 

more questions, you're welcome to contact your clinical data manager associated with 

your study. 

 

And E mail or phone will likely get a response within a day. 



 

There's also a lot of help links within both of these programs, so feel free to use those. 

 

And please go through your training checklist with your study coordinator to go over any 

study specific things you need to know. 

 

But these are the basics for the electronic data system that we use, and please review the 

check list to make sure you understand everything that I've gone over today. 

 

Thank you for your time. 

 

  


