Welcome to this demonstration of the EpiNet portal and database.
The database has been created primarily to facilitate investigator-initiated research, but it has also been designed to be clinically useful to investigators and patients. Hopefully, the demonstration will make this point clear.

You might want to print out this introduction so that it is easily accessible when you log-in to the EpiNet demonstration website.  Please email us or use the Contact Us form to request the site URL and login credentials.
The questionnaire associated with the database runs on Chrome, Firefox and Edge.  It may not run reliably on all other browsers at present.

If you wish, you can systematically work through this document. By the end, you will have a very good knowledge of the database. However, the best way to get to know the database is probably to start using it. We think that it is fairly intuitive. The information in this document can therefore be used as a resource, to be referred to as needed.

For the purpose of this demonstration, a ‘Demo’ role has been created. This role has the same functionality as an Investigator, except that the ability to enter new patients has been disabled.

Roles

There are 3 different roles available for participants who use the EpiNet database in clinical practice:

Investigators, Research Assistants, and Read-only investigators.

Investigators and Research Assistants can start a new record and enter data into a record. Investigators can submit patient records into the database, but Research Assistants cannot do this.  The records they create need to be approved by an Investigator before they are entered into the database.
Read-only investigators cannot start a new record or change any information in a record.

Dashboard

When a participant logs-on, records to which he / she has access appear on the dashboard.

The Dashboard displays information about patients' records in several columns. Records can be sorted according to the various criteria by clicking on the column heading.

Records that have been started by a Research Assistant appear on the dashboard with a label 'Awaiting Verification' or 'Awaiting Approval'. Individual sections of the records need to be approved by an investigator.

If records are archived, they will no longer appear on the dashboard of active records, though they remain in the database. (A record can be archived if the patient no longer needs to be followed in a clinic.) Records can also be removed completely from the database (e.g. if a patient withdraws consent.) However, this can only be done by the person who is the designated primary investigator for the particular patient, and an explanation must be given for audit purposes.
Ribbon
The ribbon is the bar across the top of the page. The icons displayed on the ribbon change when a record is opened. The ribbon then displays the various pages of the questionnaire, along with some other forms, including a follow up form.
An Investigator or Research Assistant starts a new record by clicking on the ‘Add Patient’ tab, However, this facility is not available for the Demonstration.

The questionnaire is set up as a series of separate forms. A record is started once the demographics form is submitted. Forms can be ‘parked’ and completed at a later stage. Once a record has been started, forms can be updated or completed by any investigator or research assistant who has access to the record.

Demographic Page

Before a questionnaire can be started, some demographic data must be entered. There are fields for Given Name (or ID 1) and Family Name (or ID 2). These are the fields which will identify the record when it appears on the dashboard. There are major clinical benefits in entering a patient's actual name, but this does require the approval of the relevant ethics committee. Some other unique identifying information (such as clinic IDs) can be entered in these fields instead of the patient's name if this is preferable.
The investigator determines who can access a record by attaching a record to a cohort.  This is covered in detail in a later section of this introduction.

Please note, too, that there is a checkbox to confirm that the patient has given consent to have their information transmitted via the Internet.  If the appropriate ethics committee approves enrolment of patients without their explicit consent, then this checkbox will not be mandatory. In other circumstances, this checkbox will need to be ticked before you can proceed.
Primary Investigator

The primary investigator is the only person who can remove a record from the database. The primary investigator is also the only person who can change the cohort to which a record is attached. (This facility determines who can 'see' the entire record.) However, any registered EpiNet user who has access to the same cohort as the primary investigator can add information to the record.

The primary investigator is determined by selecting the appropriate person from the drop-down list on the demographic's page. Once a primary investigator has been allocated, he (she) is the only person who can reallocate the record to a different primary investigator.

Summary of a patient’s record
If you open a record, it will appear in the summary format. The summary contains the most up to date information, but the history tab will let you see any previous entries for each section of the questionnaire.

The record can be updated by either clicking on the update button in the upper right corner of each section, or by choosing the appropriate tab at the top of the page. For some forms, the Edit button achieves the same function. However, the simplest way of updating a record is to use the Follow-up form.
Forms

The content of all the forms is context-specific. In other words, different questions will appear, depending on answers given to earlier questions. This is most obvious on the "Overview" form. The initial question asks what the current diagnosis is; the subsequent questions that appear are determined entirely by the answer to this question.
There are several areas where free text can be entered into "Comments" boxes. Comments made on the Overview form will appear at the top of the summary, so this is the place to write important information that you would like all users to know. Comments made on the miscellaneous questions form appear at the end of the summary.

Several of the forms have an iterative approach. These forms are the Seizure-History form, the Investigations form, and the Treatment form. You can make as many submissions on these forms as is appropriate. You then need to confirm that the form is up to date.  There is a field at the top of the page to do this. The date will default to the day on which you make the submission, but this date can be adjusted (e.g. if you are entering data retrospectively.)
The entire record will not be listed as 'Up to date' on the dashboard unless each of these forms is marked as up to date. (The mandatory questions on the other forms must also be answered before the record will be listed as 'Up to date'.)

Hopefully, you will find the different pages to the form fairly intuitive.  Fields with an asterisk are mandatory.

For several of the forms there are options to either update or edit the information. 'Updating' enters information as of today's date, and does not replace any information already entered. However 'editing' changes the information as of the date on which it was originally entered, and it does overwrite the original information. (A complete record of all changes is still kept for audit purposes.)

Minimum dataset

There is a 'Minimum data-set option.' If this option is chosen, then only the mandatory questions generally appear on the forms. This information will be sufficient to identify patients who might be suitable for cohort studies or trials in the future. (A great deal of other information can also be entered, and different fields will be made mandatory for specific registries or trials in the future. In general, however, you are welcome to simply enter the information that will be of use to you if you are going to see the patient again.)

Seizure History
Note on the ‘Seizure History’ page, that you have a choice of the Original Classification we set up when we created the database, or the newer classification, approved by the ILAE in 2010. (The original classification is actually a hybrid classification, based on the 1981 classification, but modified according to a proposal made by the Classification commission in 2006.)

There is an overall statement on the summary regarding the date of the last seizure. This will display 'Uncertain' unless a date or date range is chosen for each of the seizure types a patient experiences and the form is confirmed as being up to date.

Electroclinical Syndrome
The syndromes listed here are the syndromes currently recognised by the ILAE. Many patients cannot be diagnosed as having one of these particular syndromes.

Treatment form

At present, only information about drug treatment is recorded. In future, we will also record information regarding surgery, vagal nerve stimulation, and dietary treatment.

There are two options for recording the drug history. The tabular format is easier to use if you want to record multiple drugs at the one time. You are free to enter as much or as little information on this form as you wish; for example, you can simply record that a drug has been used. If a drug dose is recorded, then the maximum dose used should be entered. If you want to record changes in drug doses you must use the "Record Specific Drug Treatment" facility. The options listed on the right side of the form are reasons for discontinuing a drug. You must save the information for each drug before entering data on a different drug. 

More information can be entered using the "Record Specific Drug Treatment" option.
Graphic Display

If you click on the icon labelled 'Charts' towards the right of the ribbon, you will bring up a graphic display which shows the drug history and beneath it the information that has been recorded in the seizure diary.

Follow-Up form

Clicking on the "Follow-Up" icon towards the left of the ribbon will bring up a special form. This will then direct you to the appropriate pages, or update the information automatically. 

History

If you click on the history icon, (on the ribbon, towards the left) you can bring up the entire patient's record. Every submission is recorded sequentially, as an ongoing clinical record, and for audit purposes.

Registries

There is a facility to create specific registries. Records can be filtered to only display records belonging to a registry by clicking in the field on the top of the ribbon.  We can set specific rules regarding access to a particular registry and follow-up requirements.  Determining which questions are mandatory, and which questions appear on some of the forms, can also vary depending on the particular registry. 

At this stage the only registry we have set up is for first seizure patients.  However, other registries are planned.

Cohorts

Participants (Investigators, Research assistants, and Read-only Investigators) are attached to a particular cohort, which is usually the hospital or city in which they work. You will see any records that are attached to your cohort. You can also find records that are attached to cohorts further up the cohort-tree.
When an Investigator or Research assistant creates a record, they determine who else can access the record by allocating the patient to a cohort. This is done on the Demographics page. The default position is that a patient's record will automatically be attached to the investigator's cohort. This means that the record will appear on the dashboard of all other EpiNet users (Investigators, Research Assistants and any Read-Only users) who are working at the same centre and attached to the same cohort. This situation exists so that the records can be used for clinical purposes; it means that these users will be able to open the record and update it. If you do not want any other person to be able to see a patient's record, you should remove the cohort on the demographics page. (You do this by clicking on the cross beside the cohort.) If you want to, you can also add other cohorts from your country on the demographics page. If you would like the record to be available for neurologists outside of your own centre, then you should attach the record to the appropriate level further up the cohort tree; if you attach the record to your country, then any other EpiNet user in your country will be able to find the record, though the record will not appear on the dashboard for these users. If you attach the record to a city, then investigators working in that particular city can find the record.
Research assistants cannot remove a cohort, but investigators can choose to have sole access to a patient’s record. 

An investigator or research assistant can allocate a record to any cohort in their country, but they cannot choose a cohort in another country. More than one cohort within a country can be chosen for a patient. All EpiNet participants are listed on the EpiNet website, along with their sites of work.

Only the primary investigator (who originally submits the record) can change or update the cohorts.
Detailed demonstration of the cohort function - the fine detail
The demonstration database has been pre-populated with some fictitious patients. For the purposes of this demonstration, the patients are all living in New Zealand, in either Christchurch or Wellington. 

(Some of the entries were made by software developers who know very little about epilepsy, but who were testing the functionality of the various forms. Do not be surprised, therefore, if some of the treatments are different from those you would choose.)

There are 3 log-in identities available for this demonstration.  
Epilepsy Doctor

User name = Epilepsy;  
password = seizure
(Upper case ‘E’ for log in,  

 
password lower case)

Christchurch Doc
User name = christchurch;  password = doc
(all lower case)

Wellington City

User name = wellington;  password =city
(all lower case)

Christchurch Doc and Epilepsy Doctor work in the city of Christchurch. On the other hand, Wellington City works in Wellington.
You have already logged in as Epilepsy doctor. You therefore see the records attached to the Christchurch cohort. You will that the record for Jack Anjill appears on the dashboard, and can be opened. There is also a record for Test Case. However, no record for Jamie Epilepsee can be seen.
If you use the find facility and search for Epilepsee (or any part of this word) you cannot find the record for Jamie.
Now log in as Christchurch Doc. (User name = christchurch;  password = doc)
The ‘Dashboard’ shows the patients’ records for whom Christchurch Doc currently has access rights.

You will see that most of the records are the same as those that were visible for Epilepsy doctor. One of these records is Duncan Duck. If you open the record and click on the ‘Demographics’ tab, you will see that the record has been attached to the Christchurch cohort. You will see that there is also a record for Jamie Epilepsee.  If you open the record and click on the ‘Demographics’ tab, you will see that no cohort for Jamie has been chosen. Jamie’s record therefore cannot be seen by any other participant, other than Christchurch Doc. 
On the other hand, the record for Test Case is not visible; this is because the record was not attached to the Christchurch cohort.

When you are ready, log off from the questionnaire, and log on again as Wellington City
(User name = wellington;  password =city)
You will notice that some of the records visible now were also attached to the Christchurch cohort, but other records were not visible to either Christchurch doc or Epilepsy doctor. 

You will see that the record for Jack Anjill is not visible. However, if you search for this record, you can find it, even though the record is not attached to the Wellington cohort. This is because the record has been attached to the cohort of New Zealand, which is further up the cohort tree. On the other hand, the record of Duncan Duck cannot be located, even though it was visible to both Christchurch doc and Epilepsy doctor, since the record is attached only to the Christchurch cohort. Similarly, the record for Jamie Epilepsee cannot be found, since this records was not attached to any cohort.
Moving forward
We are hoping use of this database will result in a ‘win-win’ result for all involved in the management of people with epilepsy. It has been established primarily for research purposes, with the expectation that we will be able to identify patients with specific characteristics and follow them, or to invite them to participate in trials. As you have seen, the primary investigator determines who can access a patient’s full record, but de-identified data will be able to be reviewed by other investigators working with the EpiNet project. Doctors’ ethics committees and/ or institutional review boards need to give their approval before investigators can enrol patients. No patient will be enrolled in any trial without the patients’ informed consent, and the primary investigator's approval. Ultimately, we have set up this project in the hope that we will be able to improve the care of people with epilepsy.

We are keen to get feedback regarding the database and the EpiNet portal. We know that the questionnaire can be improved, and we would like input from any epileptologist who wants to suggest improvements we can make. We hope you will decide to join the EpiNet project and use the database.

To enrol as an investigator, or to obtain further information about the EpiNet project, please contact me:

Peter Bergin
pbergin@adhb.govt.nz
Chairman,   EpiNet Study Group
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