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[bookmark: _Toc59534839]Purpose
The purpose of this document is to clarify the standard operation procedures for SMART-TRIAL in STUDY NAME. SMART-TRIAL shall be used to both collect and store, all research related data for STUDY NAME. Data is collected through the secure user interface of SMART-TRIAL (https://app.smart-trial.co) from both healthcare professionals and subjects. Additional information and how-to’s can be found on the SMART-TRIAL help site: https://help.smart-trial.co/. 
[bookmark: _Toc59534840][bookmark: _Toc258237929][bookmark: _Toc258238060][bookmark: _Toc258239340][bookmark: _Toc258239427][bookmark: _Toc259958922][bookmark: _Toc276318896]ProcesS
[bookmark: _Toc59534841]	Side menu

The side menu is an integral part of SMART-TRIAL, it is here you will find most short cuts needed - the most important for data collection being "Site Overview" and specific sites. Please see Figure 1.
					
[image: ]
[bookmark: _Ref477812667]Figure 1

Depending on your access to the study, you can see one, some or all sites in the study.  Whenever there is referred to accessing the site overview in this SOP, it is done as shown on Figure 1.
[bookmark: _Toc59534842]Subjects 
[bookmark: _Toc59534843]Enrolment
When a subject is to be enrolled, a subject-profile must be created within SMART-TRIAL. This can be done in the site overview. The “site overview” can be accessed from the side menu (see Figure 1) by clicking “Sites” and selecting one of your sites.
In the site overview you will see the “New Subject” button (see Figure 2)
[image: ]
[bookmark: _Ref498777739]Figure 2
To enroll a subject, click on the "New Subject" button. From there, you can directly enroll subjects-profiles within a site, or enroll already created subject-profiles (if applicable). 
This will bring up the window seen in Figure 3, these field will change depending on what attributes are required for the study.
<Edit this section to cohere with how one should enroll subjects in your study. Change the “enroll subject” figure 3 with your study specific screenshot. E.g. Should the subject ID adhere to a certain convention or are some attributes optional, but encouraged?>

[image: ]
[bookmark: _Ref59535213]Figure 3
[bookmark: _Toc59534844]Discontinue subjects
To discontinue a subject, navigate to the site where the subject is enrolled, as shown in Figure 1,  and click on “Discontinue”. This will bring up a box, where you can choose which subjects to discontinue. 
If your study has discontinuation forms these will be shown – fill them out in accordance with your study protocol. 

NOTE: You can always reenroll a discontinued subject, by clicking “Re-Enroll Subject”, see Figure 2. 

NOTE: Should you discontinue a subject, all data that has been collected before discontinuing a subject is still stored and will be available when data is exported. All completed data events can be seen by changing the active filter in the site overview to “discontinued”, see Figure 5.
[bookmark: _Toc59534845]Sign off subjects
[bookmark: _Toc498778741]All events for a single subject can be signed off from the Site Overview Menu. To sign off a subject, go to the Site Overview Menu and under the “Actions” menu, press the three dots and a new menu will appear, click on the “Sign Off” and enter your SMART-TRIAL password. This will sign off the subject. Once the subject is signed off, a lock icon together with the date and name of collaborator who signed the subject off, will appear under the Subject ID, and the data events will be locked, see Figure 4.
[image: ]
[bookmark: _Ref59535158]Figure 4
 NOTE: Sign-off requires a special permission.
[bookmark: _Toc59534846]Excluded subjects
Subjects can get excluded if the study uses inclusion/exclusion forms. Should you give the wrong inclusion/exclusion answer causing the subject to get excluded you can always get them back in the study.
This is done by navigating to the site overview and changing “Status Filters”, as seen on Figure 5, to excluded. Next you change the answer to the question causing the exclusion, as seen in section 3.12. This will cause the subject to get included again and data collection can happen as usual.
[bookmark: _Toc443849715][bookmark: _Toc443978329][bookmark: _Toc443849716][bookmark: _Toc443978330][bookmark: _Toc443849009][bookmark: _Toc443849071][bookmark: _Toc443849140][bookmark: _Toc443849526][bookmark: _Toc443849574][bookmark: _Toc443849661][bookmark: _Toc443849717][bookmark: _Toc443978331][bookmark: _Toc443849010][bookmark: _Toc443849072][bookmark: _Toc443849141][bookmark: _Toc443849527][bookmark: _Toc443849575][bookmark: _Toc443849662][bookmark: _Toc443849718][bookmark: _Toc443978332][bookmark: _Toc443849011][bookmark: _Toc443849073][bookmark: _Toc443849142][bookmark: _Toc443849528][bookmark: _Toc443849576][bookmark: _Toc443849663][bookmark: _Toc443849719][bookmark: _Toc443978333][bookmark: _Toc443849012][bookmark: _Toc443849074][bookmark: _Toc443849143][bookmark: _Toc443849529][bookmark: _Toc443849577][bookmark: _Toc443849664][bookmark: _Toc443849720][bookmark: _Toc443978334][bookmark: _Toc59534847]Study Overview and Data input
[bookmark: _Ref447714030][bookmark: _Toc59534848]Main Site Overview
Users responsible for reviewing subject status, or completing forms (case report forms), can access individual subject status for each site, by accessing the “Site-name” sub-menu under “Sites” in the left side menu, as seen on Figure 1.

In the site overview, you are shown a list of all subjects enrolled to the site, and individual “Data events” are shown for each subject as colored boxes. The status of each subject is represented by color of the box. By clicking onto the individual box, you can view detailed information for each data event/visit, fill out forms, print out forms, fill out forms for subjects (if required), or re-send forms to subjects.

In the top right (see Figure 5), you have a filter selector, which allows you to filter subjects by their status. This enables you to get a quick overview e.g. of all excluded subjects, or all completed subjects. By default, this filter is not on, which gives you an overview of all subjects.
[image: ]

[bookmark: _Ref477813260]Figure 5
The different color codes, lets you know if a specific data event is either Activated, Incomplete or etc. (See Figure 5) Use this color or the filter to get a better overview of your data collection. 
If a data event is Green, the data event is completed, and all mandatory data points have been answered in the data event. 
If the field is Red, the data event has expired, because the deadline for the data event was exceeded. 
Blue means that the data event has been activated and its possible to fill out the forms in the event. 
If the data event is Orange the data event is incomplete, this can either be due to missing information or because the subject has left some of the questions in the form unanswered. 
Purple means that the subject and their data event has been excluded from the study, already collected data is not lost. If the subjects get discontinued or data gathering is initiated in a data event later in the process, the data event get cancelled visualized with a Gray field. 
A Green field with a red triangle indicates the status missing data, when additional questions have been added in an ongoing study, in such cases the particular data event containing the new question will have the status "missing data" for all subject who has already answered a form. 
Under “Display Filters” you can customize the site overview to your liking, the customization is available until logout.
You can select which subject attributes you wish to see, e.g. if email, name and subject ID is collected, you can choose to only have subject ID shown. Likewise, you can choose which status icons you wish to see on the data events, e.g. if you are interested in seeing where there are open queries, you can select only the query icon.
[bookmark: _Toc59534849]AE/SAE and Medication notification
[bookmark: _Toc498766280][bookmark: _Toc498769157][bookmark: _Toc498770695][bookmark: _Toc498778747]From the site overview you are able to access the subject’s AE/SAE Reports, Medication registration, or Medication Accounting. When an AE/SAE Report or Medication reports are available an orange dot will appear together with the icon in the list (See Figure 6). 
To see how an AE/SAE or Medication report is created, see section 5 and 8.
[bookmark: _Toc498766281][bookmark: _Toc498769158][bookmark: _Toc498770696][bookmark: _Toc498778748][image: ]
[bookmark: _Ref498765573]Figure 6

[bookmark: _Toc59534850]Locking Data Events – Freeze Answers
[bookmark: _Toc498778750][bookmark: _Toc498770698]It’s possible to lock (freeze data) for individual data events. You can lock the data event at any time in the study. When a data event is locked, a lock icon will appear in the top right corner of the event. see Figure 7. To lock a data event, click on the specific data event and press “Lock Data Event”, see Figure 9.
[bookmark: _Toc498770699][bookmark: _Toc498778751][image: ]
[bookmark: _Ref498769787]Figure 7
[bookmark: _Toc498770700][bookmark: _Toc498778752]
NOTE: The data event can be unlocked again is necessary. 
NOTE: To lock and unlock data events, users require specific lock and unlock permission.
[bookmark: _Toc59534851]Collecting data – Subject Event
Subject event is one type of data event which SMART-TRIAL offers. Subject events require the subjects to answer the forms themselves and not by the healthcare professionals. There are three possible actions for a subject event, “send via email”, “send via email and SMS” and “do not send”. 

For the two first mentioned actions, the subjects will receive either an email or an email and a SMS containing a link which the subjects can click on to fill out the questionnaires. The subjects can open this link in a web browser on any type of device. If the “do not send” action is applied for the subject event, then the subjects will not receive any link by email or SMS. This action can for instance be applied when the subjects shall fill out the questionnaires at the place of visit. Then it is possible for the study personnel to use e.g., a tablet and scan the QR code linked to the specific data event. This will give access to the questionnaires attached to the data event and it enables the subject to answer the questions on site. You can get access to the QR code in the site overview. Click on the data event of interest for the specific subject and click on “Show QR code/Link”. Now you can access the forms by either using the link or by scanning the QR-code on a device you want the subject to answer the forms in. 
[image: Graphical user interface, text, application

Description automatically generated]
Figure 8

[bookmark: _Toc59534852]Collecting data – Visit event
Visit events are filled out by healthcare personnel at each site. When you are to fill out a form during a visit event, you must do this from the site overview (see section 3.1). Find the relevant subject, and click the visit event square, you will then be presented with a menu from the right. If the data event activation is set to manual, use this menu to click on ‘Start Data Event’, as seen on Figure 9. 
If the data event has started, due to the event being activated either when a subject is enrolled or on a specific date, you can click on “fill out visit forms” to start collecting data. 

[image: ]
[bookmark: _Ref59183254]Figure 9
[bookmark: _Toc59534853][bookmark: _Toc474397751]Activation of data events
Each data event is activated individually by one of the following types of activation: When a subject is enrolled, on a specific date, manual request or multiple activation. The “When enrolled” activation enables automatic activation of the data event when a subject is enrolled to the study. This means that the forms attached to the first data event can be accessed immediately when a subject is enrolled. To view if your data event is activated go to your site overview by using the side menu. 
All subjects for the specific site are listed in this overview and the related data events are shown in the right. 
When you enrol a new subject to the study the data event will automatically be activated, and the first square will turn blue. Click on the blue square to start collecting data. 

The specific date activation activates a data event on a specific date selected by you. When you enrol a new subject, you will be asked to state a specific date for activation of the first data event. 
NOTE: Remember that the dates for activation of data events must be in a chronological order, meaning that the second data event needs to be defined with a date that is after the first data event. 
 
If manual request is the applied type data event activation you will have to activate the data events manually. Go to your site overview by using the left-side menu. You can manually start these data events by clicking on the white square. A new window will appear, select “Start Data Event” to activate the data event and to start collecting data. 

Multiple activation allows you to collect the same data multiple times, for instance during hospitalisation, by activating data events several times. To activate multiple activation, access the site overview by using the left-side menu. 
Multiple activation data events are marked with blue and a ‘+’ sign in the white square. Press the ‘+’ icon and activate the data event. This can be done as many times as necessary.

You can always reschedule a data event if you determine that data collection is not possible on the first scheduled date, this will however need the “reschedule” permission. You can reschedule a data event to be activated on today's date or a day in the future if you have the “Reschedule” permission. To reschedule a data event, go to the site overview and click on the data event of interest. A new window will open, click on the “Reschedule Data Event” button (see Figure 10). 
[image: ]
[bookmark: _Ref59184766]Figure 10
A new window will appear and here you need to specify the new activation date and if you want to apply the reschedulement for only the current data event or for all data events. If the reschedulement is applied for all subsequent data events, there will be a shift in the time of activation for all subsequent data events (see Figure 11). The shift is determined by the difference between the original activation date and the rescheduled activation date. If the difference for instance is +7 days this means that all data events will be activated 7 days later than each data event originally was scheduled to be activated at. 
[image: ]
[bookmark: _Ref59184979]Figure 11
[bookmark: _Toc59534854][bookmark: _Toc472428430]Jumping between forms in a visit event
When filling out forms during a visit event, it is possible to navigate between the different forms associated with the data event, should a form fit better with the workflow. This means you can jump between forms and fill them out in an order of your choice.

NOTE: You must click “Update and continue” to save any data input, if not, data will be lost.

[bookmark: _Toc59534855]Question Comments during visit events
[image: ]When filling data in a visit form, users can add individual comments to each question answer by clicking the menu button icon to the right of each question (see Figure 12). Here you can note anything that could be of relevance for the data input. 
[bookmark: _Ref478289565][image: Z:\Medei\ST Documentation\Pics\Fillout.PNG]		[bookmark: _Ref59186355]Figure 12

[bookmark: _Toc59534856]Remove selected answer
If you need to remove a selected answer to an optional question, e.g. if you have selected a choice from a multiple-choice question, you can remove your answer by clicking on the three dots in the top corner of the question (see Figure 12) and select “Remove Answer”.
[bookmark: _Toc59534857]Mark mandatory question answer as not available
If you need to mark a mandatory question as “Not available” or as missing data, you can click on the three dots in the right corner of the question (See Figure 12) and select “Answer not available”.[image: ][bookmark: _Ref47012780]Figure 13

[bookmark: _Toc498891061][bookmark: _Toc498891128][bookmark: _Toc498891234][bookmark: _Toc498891466][bookmark: _Toc59534858]Review subject/visit forms data
For reviewing form answers you can access completed forms for individual subjects via the site overview by clicking on the relevant data event squares and selecting  “View Form Answers” (see Figure 13). 
[bookmark: _Toc447718652][bookmark: _Toc447791852][bookmark: _Toc448306092][bookmark: _Toc450753421][bookmark: _Toc450755501][bookmark: _Toc447718653][bookmark: _Toc447791853][bookmark: _Toc448306093][bookmark: _Toc450753422][bookmark: _Toc450755502][bookmark: _Ref478816910][bookmark: _Ref478816915][bookmark: _Toc59534859]Change/edit answers/data
If data must be changed for an individual subject, this can be done while reviewing forms. While in the review data view, if you have sufficient permissions, you can edit the data within the form, by clicking “Edit Answers” in the top left menu of the form (see Figure 14).




[image: ]
[bookmark: _Ref59186657]Figure 14
This button enables input change in every field of the form. When you have changed the relevant input data fields, you must click the “Update” button in the top or bottom of the form to save the changes. This requires you to submit a “reason for change” if you have either edited some form answers or if you have made changes on an incomplete data event, where you shall register the reason for why the change of data was performed. .
Should you regret any changes you have made, you can click the “Discard Changes” button, located same place as “Edit Answers” button.
[image: Graphical user interface, text, application

Description automatically generated]
Figure 15
[bookmark: _Ref447715358][bookmark: _Ref447720078]NOTE: any changes made to data or any study specific information is registered in the audit log of the study.
[bookmark: _Toc59534860]Overview of subjects and subject detailed information
From within the individual site overviews, you can access detailed information about each subject by clicking on the subject ID (see Figure 16).

[image: ]
[bookmark: _Ref47013305]Figure 16

Here you can access; detailed profile information, overview of their record history, medication (concomitant and IMP), medication accounting overview and any AE/SAE reports created for the subject. You can access any of these by clicking the tabs in as shown on Figure 17.

[image: ]
[bookmark: _Ref59189754]Figure 17
By clicking on “Record History”, you can gain access to a complete overview of all data collection events for the specific subject. From there, you can review each form answer by clicking the action button to the far right in the list (see Figure 18), where you can review each form for every specific data event (Figure 19). 

[image: ]
[bookmark: _Ref59189848]Figure 18
[image: ]
[bookmark: _Ref59189851]Figure 19
[bookmark: _Toc59534861][bookmark: _Ref498766602]Queries
[bookmark: _Toc59534862]View queries / Review Patient/data event forms
[bookmark: _Toc46905418][bookmark: _Toc50971499][bookmark: _Toc59526654][Add title of the responsible role e.g. Monitors] 
For reviewing form answers you can access completed forms for the individual subjects via the site overview by clicking the relevant data event squares and selecting “View Form Answers” from the side menu (see Figure 20) 
[bookmark: _Ref47014454][image: ]
[bookmark: _Ref59190250]Figure 20
The Study Monitor will review and monitor the data being entered into the data events for each subject and will raise queries if needed, and these can be responded to by the site. 

To create a query, click on the data event of interest and select “View Form Answers” to be redirected to the form answers. Click on the three dots which are found on the top right of each question/answer and select “New Query” and type in your query (see Figure 21). [image: ]
[image: ][bookmark: _Ref59190766]Figure 21

When a query has been raised you will see a flag icon [image: ] in the data event box in the site overview.
[bookmark: _Toc59534863]Respond to queries
[bookmark: _Toc46905420][bookmark: _Toc50971501][bookmark: _Toc59526656][Add title of the responsible role e.g. Site personnel or investigator]
Open queries are visible in the site overview, as small flags placed on the data events, see Figure 22. [image: ]Shows that a query has been raised on this form
[bookmark: _Ref59190860]Figure 22



You can view all queries by using the left-side menu and clicking on “Queries” which will bring you to a query overview (see Figure 23 and Figure 24). Click on “Go to form” which is the first icon below ‘Actions. You can add filter options in the queries overview to sort the queries if needed. You can sort the queries based on who the queries are created by, the status of the queries (open, responded, closed), subject, sites, data events, specific forms or search for a specific query text. [bookmark: _Ref59191250]Figure 23

[image: ]To respond to raised queries navigate to the question related to the query of interest either by clicking the relevant data event squares in the in the individual site overview and choose “View Form Answers” from the side menu (see Figure 20) or by using the complete list of queries.[bookmark: _Ref59191253]Figure 24


[image: ]
[bookmark: _Ref59191459]Figure 25

If the answer to the question is correct, click on the “Respond without a change“ button (see Figure 25). This will open a dialog box for you to apply a reason for declining the query, see Figure 26. If the answer is NOT correct, click on “Respond with change”. This will allow you to change the answer, followed by a requirement for applying a reponse to the query (see Figure 27). Then click the “submit comment” button at the bottom right of the box.

[bookmark: _Toc50971502][bookmark: _Toc59526657][image: ]
[bookmark: _Ref59191490]Figure 26

[image: ]
[bookmark: _Ref59191651]Figure 27

When queries have been resolved and closed you will see a “Responded query” below the answer to the question (see Figure 28).
[image: ]
[bookmark: _Ref59191737]Figure 28
If you click on the “Responded query” this will show you the query and the answer(s) (see Figure 29).
[image: ]
[bookmark: _Ref59191794]Figure 29
[bookmark: _Toc59534864]Medication and medication accounting
[THIS SECTION CAN BE REMOVED IF NOT RELEVANT]
[bookmark: _Toc59534865]Register IMP dose and concomitant medication
If you are to register IMP dose or concomitant medication, this can be done from within individual subject profiles. You can access the medication view from the “Site Overview” (see section 3.1) by clicking the medication button (see Figure 30) or by viewing the individual subject profile as done in section 3.13.
[image: ] From the medication overview (see Figure 31) you can click “Add medication” to add a medication entry to the list, which can be either an IMP dosage entry or concomitant medication entry.[bookmark: _Ref59192372]Figure 30

[image: ]When adding a new medication entry to the list you must specify if this is an IMP or concomitant medicine registration. [bookmark: _Ref59192644]Figure 31

Afterwards you must input: <the required fields (such as name of the medication, dose, unit, if ongoing etc.>, as seen on Figure 32.
[image: ]
[bookmark: _Ref59192680]Figure 32
[image: ]If multiple entries have been registered for the same medication, you can review the previous entries by clicking the individual medication entry rows in the list, this will present (see Figure 33). Individual medication entries can also be updated by clicking the action button to the far right in the list.
[bookmark: _Ref59192771]Figure 33
<Should there be any special instructions regarding registering medicine (IMP or concomitant) in your study, note it here. For example, there can be a sensitive naming convention to follow. Should you want to register insulin taken three times pr. day in a specific way; morning, noon and dinner, the naming convention could be “‘Rapid-Acting-Insulin-Brand’ morning” .>

[bookmark: _Toc59534866]IMP accounting
IMP accounting can be accessed from the subject profile (see Figure 17), by clicking on the “Medication Accounting” tab, see Figure 34. 

[image: ]
[bookmark: _Ref47022453]Figure 34
[image: ]From the medication accounting view, you can handle all IMP accounting for individual subjects by clicking the “Register Medication”. This will show a dialog where you can specify the registration type (lost, returned, or delivered), medication name, the amount, batch number, and package type. The list overview will give you a quick indicator of all IMP accounting entries, see Figure 35.[bookmark: _Ref59192969]Figure 35

<Should there be any special instructions regarding registering medication accounting in your study, note it in this section. I.e: If the study investigates insulin and the subject accidentally inject any insulin other than their prescribed, this could be registered as ‘returned’ with the naming convention “other insulin”.>
[bookmark: _Toc59534867]Discontinued events
[THIS SECTION CAN BE REMOVED IF NOT RELEVANT]

[image: ][image: ]If discontinued events are supported in the study (see Figure 36), a form will appear when a subject is “Discontinued”. This will cancel all uncompleted data events, and mark the subject’s enrolment status as discontinued (the icon in the left side of the subject identifier will change), see Figure 37.[bookmark: _Ref47023917]Figure 36

[bookmark: _Toc498778766][image: ]To review the Discontinue forms, go to the subject profile and find the forms under the “Record History”, see Figure 17.[bookmark: _Ref59193124]Figure 37

NOTE: You can still access the data from filled-out data events and review answers.

[bookmark: _Toc59534868]Unscheduled events
[THIS SECTION CAN BE REMOVED IF NOT RELEVANT]

[image: ]If process for a site supports unscheduled events, an additional icon will appear under the Actions menu in site overview, see Figure 38. From here unscheduled events can be registered for individual subjects.  < Unscheduled event shall be registered… (describe how and when this shall be registered) >[bookmark: _Ref47024951]Figure 38



A dialogue box will pop up (see Figure 39), here you should choose which optional forms (if any) to fill out during the unscheduled event, i.e. <Specify the forms to be completed for an unscheduled event, depending on the type of event>. 
[image: ]


[bookmark: _Ref47025009]Figure 39

[image: ]All unscheduled visits can be reviewed from the Site Overview menu where a grey marking will appear once a unscheduled events has been filled out, see Figure 40.[bookmark: _Ref47025163]Figure 40




When clicking the grey marking, a menu will appear with the registration time, status and who registered the event and allows you to see the form and lock the event, see Figure 41.

[image: ]
[bookmark: _Ref47025303]Figure 41
[bookmark: _Toc59534869]Adverse Event Reports
[THIS SECTION CAN BE REMOVED IF NOT RELEVANT]
[bookmark: _Toc59534870]Viewing Adverse Event Reports
To view all AE/SAE reports you have access to use the left side menu and click on “AE/SAE Reports”. You have the option to filter by site in the top right corner. ‘Status’ on Figure 42 shows which step the AE report is at. To view a specific AE/SAE click on the ‘view’ button (the eye).  [image: ]
[bookmark: _Ref478311208]Figure 42

You can access all adverse event reports for a specific subject, by navigating to their profile and selecting the tab ‘AE/SAE Reports’
[bookmark: _Toc59534871]Registering and signing Adverse Event Reports
Depending on your role in the study you have a specific responsibility in the AE workflow. Please refer to the applicable section depending on your study role: Data entry personnel, Investigator, or Sponsor

For Data Entry Personnel
All collaborators with the ‘Report AE’ permission, can create Adverse Event reports for subjects. From the site overview, you can click the “View AE/SAE Reports” button from the action column for individual subjects (see Figure 43).
[image: C:\Users\RasmusGB\AppData\Local\Microsoft\Windows\INetCache\Content.Word\sae.jpg]
[bookmark: _Ref447789762]Figure 43
From there, you can click the “+ADD AE/SAE” button to create a new report. When reporting a new (S)AE a number of fields will be mandatory to fill in and it will not be possible to save the report until they have been filled. The ‘Report Event’ button will become active when the mandatory fields have been filled.

[image: ]
Figure 44
When clicking on ‘Report Event’ investigators and sponsors will be notified via in-app (for AE) and email (only for SAE), depending on the AE flow.

When viewing a reported (S)AE you can edit existing answers by clicking on ‘Edit Answers’ or continue the AE report flow, by clicking on the ‘Fill Out’ button if it is available. The availability depends on the step the AE report is at, and if there are any more fields reserved for data entry personnel.

For Investigators
Investigators are able to fill out investigator specific fields (marked by a gray/blue background) and are expected to partake in the adverse event flow at two steps: ‘Investigator Assessment’ and ‘Followed up’. Both these steps require investigator permissions to sign, and usually have fields that requires data input from the investigator.
To put the AE report into edit mode for the ‘Investigator Assessment’ step, click on ‘Fill out’ (see Figure 45)
[image: ]
[bookmark: _Ref59205450]Figure 45

Once all mandatory fields for the ‘Investigator Assessment’ step have been filled out, you will be able to either “Save” or “Save & Sign”. In case you decide to just save, the fill out button will change to ‘Sign’. 
[image: ]
[bookmark: _Ref59205514]Figure 46
To sign a step, press the ‘Sign’ button and input your password. This will push the AE report to the next step, either ‘Sponsor Classification’ or ‘Followed up’.
Investigators will be notified within SMART-TRIAL when it is their turn to take action on an adverse event report, they have access to, and notified via email in case a SAE is reported for a subject on their site.
For Sponsors
Depending on the selected AE flow, sponsors are either involved or not at all.
If sponsor is involved, they partake in the AE report flow similarly to investigators. The AE report flow will indicate when it is the sponsors turn to act, by moving the ‘Fill Out’ (see Figure 45) button to the steps ‘Sponsor Classification’ or ‘Sponsor Sign Off’. Fields reserved for sponsors are marked with a yellow background.
Similar to investigators, sponsors are to sign the report when the mandatory fields have been filled out for one of the sponsor steps (see Figure 46).
[bookmark: _Toc59534872]Instructions for reporting AE/SAE, SUSAR, or USADE
[bookmark: _Toc443849028][bookmark: _Toc443849090][bookmark: _Toc443849159][bookmark: _Toc443849545][bookmark: _Toc443849593][bookmark: _Toc443849680][bookmark: _Toc443849736][bookmark: _Toc443978350][bookmark: _Toc443849029][bookmark: _Toc443849091][bookmark: _Toc443849160][bookmark: _Toc443849546][bookmark: _Toc443849594][bookmark: _Toc443849681][bookmark: _Toc443849737][bookmark: _Toc443978351][bookmark: _Toc443849030][bookmark: _Toc443849092][bookmark: _Toc443849161][bookmark: _Toc443849547][bookmark: _Toc443849595][bookmark: _Toc443849682][bookmark: _Toc443849738][bookmark: _Toc443978352]<Explain in detail which type of events are considered as serious and should be registered, along with which questions shall be filled out, and how, for an AE/SAE, SUSAR, or USADE. You can also refer to protocol if this is detailed there. >
[bookmark: _Toc20395214][bookmark: _Toc59534873]File Vault
[THIS SECTION CAN BE REMOVED IF NOT RELEVANT]

File Vault serves as additional storage capacity and is especially useful, when large data files are obtained during the study. File Vault supports all file types and helps organize the data by allowing you to specify the site, subject and data event the data file belongs to. The total storage capacity amounts to 1TB, and each datafile is limited to 1GB. 

When you log in to File Vault, all stored data you have permission to access, will be displayed in the overview seen in Figure 47. To upload data, press the black cloud in the upper right corner: 

[image: ]
[bookmark: _Ref20475857]						Figure 47
[bookmark: _Toc20395215]Next step is to specify the specific site, subject and data event the data file is connected to, and lastly to choose the data file of interest (see Figure 48). If needed you can upload more files at once by selecting multiple files in your folder. 

[image: ] [image: ]
[bookmark: _Ref20475945]				Figure 48
[bookmark: _Toc20395216]After the file has been uploaded it will appear in the overview shown in Figure 47. 
[bookmark: _Toc20395217][bookmark: _Toc20395220][bookmark: _Toc20395221]From the overview you can manage all the previous uploaded data, allowing you to download the files by pressing the cloud icon next to the data file of interest, and to delete a data file by pressing the garbage can icon. Lastly, you can sort the data by site, subject and/or data event using the toggle filter, which is found in the upper right corner next to the uploading function, see Figure 49. 

[bookmark: _Toc20395218][image: ]
[bookmark: _Ref20476001]						Figure 49
[bookmark: _Toc20395222][bookmark: _Toc20395225][bookmark: _Toc20395226]To keep track of actions, File Vault has an audit log enabling you to see what has been edited, when and by whom. The audit log button is found in the upper right corner (see Figure 49) and will bring you to an overview of all actions, displayed in a chronological order, see Figure 50. 

[bookmark: _Toc20395223][image: ]
[bookmark: _Ref20476140]						Figure 50
To return to the data file overview click on “File Vault” in the upper left corner.
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