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1. Background/Summary

The business driver behind the caBIG CTMS Study Calendar Module is the creation of an open source, standards-compliant software application that can be used by organizations that manage patients on cancer clinical trials. The caBIG CTMS Study Calendar Module will support the application of a study template to study subjects and enable the prospective forecasting of visit information and provide a framework for reviewing historical study calendar activities. The caBIG CTMS Study Calendar will support studies that include therapeutic, observational, correlative, ancillary, and biobanking aspects. The standalone Study Calendar module will integrate with the components necessary to create study calendar templates (protocol authoring), be able to instantiate a template for study subject and represent study activities for that subject. These study activities will be uniquely identified at a study subject and activity level, enabling the stable linking to external systems such as patient scheduling systems, laboratory interfaces, adverse activity reporting modules, case report forms, and other activity-based data that are specified by a study. 

The study calendar will serve as an activity-centric hub for linking these data, but the study calendar module itself will not model or extend into these domains. 

Functionally, the Study Calendar will include features to support patient screening and registration, adaptable schedule definitions and security model implemented using the CSM that is suitable for multi-site protocols, alerts for upcoming activities and missed activities, ability to track and report on dates of anticipated versus actual activities, and complete reporting of patient accrual, missed activities, and schedule deviations. The Patient Study Calendar will support the accrual definitions necessary for CCSG reporting.

Document Overview

The Patient Study Calendar module will have three functional components that reflect the three aspects of the data model: a template view, a prospective view, and a retrospective view.

· The template view of the Patient Study Calendar module is an electronic representation of the eligibility/treatment/monitoring/follow-up lifecycle for a specific study, as typically listed in the study parameters table of the study protocol. 

· The prospective view is the result of applying the template view to a specific subject with a start date.  The prospective view is an instantiation of the template for a study subject and by combining the start date of that subject with the days specified in the template view, discrete dates for future activities can be calculated.

· The third component to the Patient Study Calendar module is the retrospective view.  Once the date of an activity created by the prospective component has passed, details about that activity must be entered to reconcile if it happened, when it happened, and provide a unique, stable identifier for these activities that can be used by other modules and systems.

The Study Calendar Module is being developed with significant input from groups that have been identified as Primary Stakeholders in the project. These stakeholders are key contributors in defining system requirements and associated use cases. They include:

· A user group from the Robert H. Lurie Comprehensive Cancer Center of Northwestern University Clinical Research Office meets as needed to provide information and feedback to the development team and is key in the development of use cases.

· An Elaborators Group includes representatives from several cancer centers and development team members. This group holds weekly teleconferences and focuses on requirement specifications.

· The Study Conduct SIG and CTMS WS will receive regular status updates from the PSC team and be given the opportunity to provide feedback on each new software release.

Vision and Scope

The caBIG CTMS Study Calendar Module will support the application of a study template to study subjects and enable the prospective forecasting of visit information and provide a framework for reviewing historical study calendar activities. The caBIG CTMS Study Calendar will support studies that include therapeutic, observational, correlative, ancillary, and biobanking aspects. The standalone Study Calendar module will integrate with the components necessary to create study calendar templates (protocol authoring), be able to instantiate a template for study subject and represent study activities for that subject. These study activities will be uniquely identified at a study subject and activity level, enabling the stable linking to external systems such as patient scheduling systems, laboratory interfaces, adverse event reporting modules, case report forms, and other activity-based data that are specified by a study.  The study calendar will serve as an activity-centric hub for linking these data, but the study calendar module itself will not model or extend into these domains. 

Related Documents

	Document Name
	Version
	Location

	Study Calendar Module Vision and Scope Doc
	V 1.03
	http://gforge.nci.nih.gov/plugins/scmcvs/cvsweb.php/studycalendar/Prelude/Vision and Scope.doc?cvsroot=studycalendar

	Study Calendar Module System Requirements Specifications Doc
	V 3.0
	http://gforge.nci.nih.gov/plugins/scmcvs/cvsweb.php/studycalendar/Release3/PSC_draft_srs.doc?cvsroot=studycalendar


Actors and Authorization

Actors are defined by their assigned roles and responsibilities, resulting in varying levels of authorization and access to the module. The roles for the Study Calendar Module are listed below.

Roles & Responsibilities:

	System Administrator
	· Manages user access to the application 

· Approves and manages user registration process 

· Grants users to a role within the application

	Study Administrator
	· Reviews completed Study Templates to determine if they are complete and correct  

· Enters new sites into the system

· Determines which studies will be deployed at each site

· Determines which Site Coordinators will be able to manage Study Templates for each site

	Study Coordinator
	· Creates new Study Templates

· Marks Templates as being ready for review by Study Administrator

	Site Coordinator
	· Determines which Subject Coordinators belong to the site

· Determines which studies will be usable for each Subject Coordinator at the site

	Subject Coordinator
	· Assigns Subjects to Studies for which approval has been granted

· Generates Calendars for each Subject 


Authorization Levels:

	Authorization Level and Data type
	Description

	Class Level
	This is a system wide level that is predefined by an administrator. 

	Object Level
	This deals with an instance of an object within a class. This level deals with proprietary ownership of data.

An example of this would be:  an individual who does not have ownership of a Protocol but has been given the authority to view de-identified data for the Protocol.

	Attribute Level
	This level deals with the individual details for an Object All individual data elements stored within the system must be secured in order to prevent access to unauthorized individuals. Due to the initiation of HIPAA it has become necessary to secure all Subject identifiers from non-authorized individuals.


Data Privilege- Defines the action that the actor may perform on the data

· Add:  Submit new data into the system

· Edit:  Update existing data 

· Read:  View only

· Disable: Record with associated data can no longer be viewed in the system. 

   NOTE: Data will not be permanently deleted from the system.

	Data Class Access
	Description

	Identified
	A piece of data that directly or indirectly identifies the subject. This includes all HIPAA defined identifiers.

	De-Identified Data
	All HIPAA Identifiers have been stripped from the data displayed, with data still being linked back to patient information in the database.  The PSC may be populated with only de-identified data, but it is beyond the scope of the PSC to de-identify data.  Each institution will decide how patient information is recorded within the PSC.  

	Public
	Data set that is Read only for all users


2. System Administration Use Cases


Login on the module


[image: image1]
Use Case Description:  A user logs into the Study Calendar Module by supplying a valid username and password.

	Use Case Name
	Login to Module

	Use Case ID
	PSC_UC_001

	Primary Actor
	Registered User

	Secondary Actor
	None

	Brief Description
	In this use case a user logs into the system. Each individual user has a role and group and access permissions can be defined for the user.

	Trigger
	Navigate to the application using the appropriate URL.

	Pre-conditions
	The application is pre-loaded with the correct URL. The user authentication data is already present in the database.

	Flow of Events
	1. The system presents a login screen that includes fields for username and password.

2. The user provides his username, password and submits.

3. The system successfully authenticates the user with the provided credentials using CSM

4. A list of templates appropriate to the user. 

	Post Conditions
	User is authenticated to the system and can access functionality and information as determined by role and rights assignments.

	Branch Point – <error handling>


	Invalid Credentials (starts at Step 2 of the Flow of Events if the system indicates that the login or password provided is invalid):

3a.The system presents the login screen again and displays an error message that the login credentials were invalid.

	Quality Use case
	None

	Related Use Cases
	PSC_UC_002

PSC_UC_003

	Business Rules
	1. Valid user name is alphanumeric 5-9 characters.

2. Valid login requires user to be present in the PSC CSM database. 


Manage users and roles

Use Case Description:  The System Administrator creates users and assigns users to roles.  

	Use Case Name
	Authentication and Access Data

	Use Case ID
	PSC_UC_002

	Primary Actor
	System Administrator (SysA)

	Secondary Actor
	None

	Brief Description
	The System Administrator creates users and assigns users to roles.

	Trigger
	None

	Pre-conditions
	1. SysA knows username, role, and site information for the user.

	Flow of Events
	1. The SysA chooses to create a new user.

2. The SysA enters full name, username, password, role(s), and site(s) for the user.

	Post Conditions
	The new user has been successfully stored in the database.  The user will change his or her password after the first successful login.

	Branch Point – <error handling>


	1. Usernames must be unique.

2. Passwords must meet complexity requirements.  

	Quality Use case
	None

	Related Use Cases
	PSC_UC_001

PSC_UC_003

	Business Rules
	None 


Logout of the module

Use Case Description:  The user has finished using the Study Calendar Module and logs out of the system.  

	Use Case Name
	Logout of Module

	Use Case ID
	PSC_UC_003

	Primary Actor
	Registered User

	Secondary Actor
	None

	Brief Description
	In this use case a user logs out of the system.

	Trigger
	None

	Pre-conditions
	The user is logged in.

	Flow of Events
	1. The user clicks the Logout link on the bottom of the screen.

2. The system successfully logs out the user.

3. The system redirects the user to the login page.

	Post Conditions
	User’s session has been canceled and User will be directed to a login page.

	Branch Point – <error handling>


	Even if User’s session has already been timed out, User will be directed to login page.

	Quality Use case
	None

	Related Use Cases
	PSC_UC_001

PSC_UC_002

	Business Rules
	The session will not be reactivated by hitting the “Back” button on the browser.


3. Use Cases for System Functionality

3.1 Phase I Use Cases 

The diagram below represents the flow of events that relate to the PSC and is instrumental in the creation of the individual use cases that capture system functionality as well as access management. It describes the inter-relationships of actors at the research site and their roles by way of their interaction with the study calendar or movement of a subject on trial.
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The diagram below represents the high-level use cases relating to the creation of a study template, the creation of a calendar for a subject, and the management of scheduled activities for a subject.  
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The following Use Cases address the creation of a Template to represent the information in a Study: 

Create New Study Template

Use Case Description:  A Study Coordinator clicks a link to create a new study.  This begins the process of adding a new study template to the Study Calendar Module.

	Use Case Name
	Create New Study Template

	Use Case ID
	PSC_UC_004

	Primary Actor
	Study Coordinator (SC)

	Secondary Actor
	None

	Brief Description
	Enter the information from a new Study Protocol into the system to generate a Study Template.  

	Trigger
	New protocol received.

	Pre-conditions
	This requires knowledge of the protocol’s identifier, the names of its epochs, and the names of the study segments.

	Flow of Events
	1. The SC selects “Create New Study” from the Study Menu screen.

2. The application presents the SC with a user interface showing a single epoch.

3. The SC enters the protocol’s short title. 

4. The SC enters the name for the epoch.

5. The SC creates and names the study segments for this epoch.

6. The SC adds new epoch, if necessary.

7. The SC repeats steps 4-6 for additional epochs, if any.

NOTE:  The system displays the template on screen as it is being created. 



	Post Conditions
	A new Study Template is available in the system. 

	Branch Point – <error handling>


	From #3 above, protocol identifier must be unique and not blank.  If it is either duplicate or blank, the user will be prompted to enter the name correctly.  

	Related Use Cases
	PSC_UC_001



	Business Rules
	Study Template design will be based on information from the protocol.


Create new period

Use Case Description:  During the creation of a study, the Study Coordinator will be able to add periods to the segments of a study.  

	Use Case Name
	Create New Period

	Use Case ID
	PSC_UC_005

	Primary Actor
	Study Coordinator (SC)

	Secondary Actor
	None

	Brief Description
	Create a new period for a segment of the study.

	Trigger
	None

	Pre-conditions
	The SC has selected a study from a list of open templates.  At least one Epoch and Segment have been defined for this template.

	Flow of Events
	1. The SC selects the segment of the study the period should be added to.

2. The SC enters a name for the period.

3. The SC enters the start day for the period relative to the beginning of a segment.

4. The SC enters the duration of the period in days or weeks.

5. The SC enters the number of times the period repeats.

6. The SC creates the period.

7. Application saves the period.

8. Application indicates the period has been successfully created.

9. To add another period, repeat steps 1 – 8.  

	Post Conditions
	A new period is associated with the selected segment of the selected study. 

	Branch Point – <error handling>


	Multiple periods added to a segment may have the same name since they will be represented graphically and will have unique IDs within the application.  

	Quality Use case
	None

	Related Use Cases
	PSC_UC_004



	Business Rules
	None


Create new activity

Use Case Description:  The Study Coordinator will be able to create new activities within the system if the required activity does not already exist.  This new activity will be available globally within the system for reuse in other Study Templates.

	Use Case Name
	Create New Activity

	Use Case ID
	PSC_UC_006

	Primary Actor
	Study Coordinator (SC)

	Secondary Actor
	None

	Brief Description
	Create a new activity in the system. 

	Trigger
	None

	Pre-conditions
	A Period has been added to a segment of the Study Template, and this Period has been selected.  The SC has checked the list of available activities, and realized that the required activity is not in the list.  From the manage Periods page, the SC can follow a link to a Create Activity page. 

	Flow of Events
	1. The SC provides a short name for the activity.

2. The SC enters a description of the activity. 

3. The SC selects the activity type from a list. (Refer to Business Rules) 

4. Application saves the activity.

5. Application indicates the activity was created successfully.

	Post Conditions
	An activity is available in the system for use by this Template and any future Templates.

	Branch Point – <error handling>


	There is already an activity with the same short name:

1. Application indicates that an activity with that name already exists.  

2. If this activity is the same as the desired activity, it should be reused.

3. If the desired new activity differs from the activity with the same name, the SC provides a different, unique name.

	Quality Use case
	None

	Related Use Cases
	PSC_UC_004

PSC_UC_005

	Business Rules
	Activity types are Laboratory Test, Procedure, Intervention, Disease Measure, and Other.


Assign activities to periods

Use Case Description:  The last step in setting up a calendar template is to select the activities that will take place in each Period within each Segment.

	Use Case Name
	Assign activities to periods

	Use Case ID
	PSC_UC_009

	Primary Actor
	Study Coordinator (SC)

	Secondary Actor
	None

	Brief Description
	Selects the Activities for a Period of a segment and decides on which days and how many times the Activity will occur for each iteration of the Period.

	Trigger
	Follow a link to manage a Period of a Segment.

	Pre-conditions
	Study Template must have already been created and have at least one Period defined for at least one Segment.

	Flow of Events
	1. The SC accesses the application

2. The SC selects a study 

3. The SC selects a period within that study

4. The application displays all the activities in the system, the number of days in the period, and a list of activities that have already been assigned to the period

5. The SC selects a new activity and adds it to the period

6. The SC indicates on which days of the period the activity will be performed (possibly more than once per day)

7. The SC optionally adds free-text comments for each Activity in a “Details” field.

8. The SC repeats 5 and 6 until satisfied

9. The SC submits the assignments

10. The system stores the assignments and redisplays the complete template with them in place

	Post Conditions
	The template has one or more activities assigned to one of its periods.

	Branch Point – <error handling>


	Any given activity can be assigned to a period only once.  The activities can be specified to occur more than once per day within the interface.  If the SC wants to assign the activity multiple times in order to capture differing “details” for each occurrence of the activity, the SC will add a new period to hold the activity. 

	Quality Use case
	None

	Related Use Cases
	

	Business Rules
	None 


View Study Template

Use Case Description:  A Study Administrator or Study Coordinator will be able to view the Study Template, which will display the Epochs, Segments, Periods, and Activities defined for the Template.

	Use Case Name
	View Study Template

	Use Case ID
	PSC_UC_007

	Primary Actor
	Study Administrator (SA) or Study Coordinator (SC)

	Secondary Actor
	None

	Brief Description
	View a schematic of the current sate of the calendar template, week-by-week with all segments and defined periods.

	Trigger
	None

	Pre-conditions
	The Study Template has been created with at least Epochs and Segments having been defined.  

	Flow of Events
	1. The SA or SC accesses the application.

2. The SA or SC selects the study in the study list. 

3. A visual representation of the Template for the study will be presented.

	Post Conditions
	SA or SC will be presented with a visual representation of the Template.  Highlighting a segment of the Template will show details about the activities contained within the segment.

	Branch Point – <error handling>


	None.

	Quality Use case
	None

	Related Use Cases
	PSC_UC_001

PSC_UC_008

	Business Rules
	None 


Release Template

Use Case Description:  A Study Coordinator or Study Administrator selects a Study Template from the In-Process list, reviews it, and releases.  The Template will then appear in the Pending list and will be available for assignment to a Site.  

	Use Case Name
	Release Template

	Use Case ID
	PSC_UC_013

	Primary Actor
	Study Administrator (SA) or Study Coordinator (SC)

	Secondary Actor
	None

	Brief Description
	SA or SC releases template.  

	Trigger
	SA or SC follows a link to view a template that has not yet been released.

	Pre-conditions
	Study Coordinator creates study template.

	Flow of Events
	1. SA or SC follows link to view template for a Study.

2. SA or SC reviews the template for accuracy and completeness.

3. SA or SC follows a link to release the template.

	Post Conditions
	The template is now available for assignment to a site.  

	Branch Point – <error handling>


	If inaccuracies are found or revisions are needed, SA will reopen the template for editing.  

	Quality Use case
	None

	Related Use Cases
	PSC_UC_010, PSC_UC_012



	Business Rules
	None 


The following Use Cases address Access Management:

Create Sites

Use Case Description:  A Study Administrator has access to a Manage Sites page.  This page lists all of the sites in the system.  If a site is needed but does not exist in the system, the Study Administrator creates the site.

	Use Case Name
	Create Sites

	Use Case ID
	PSC_UC_015

	Primary Actor
	System Administrator (SysA)

	Secondary Actor
	None

	Brief Description
	SysA creates a site.  

	Trigger
	SysA follows link from Manage Sites page. 

	Pre-conditions
	None

	Flow of Events
	1. SysA accesses the Manage Sites page

2. SysA follows link to add a Site

3. SysA enters the new Site name and clicks save 

	Post Conditions
	The site is now appears in the list of sites on the Manage Sites page.

	Branch Point – <error handling>


	1. The name of the Site must be unique.  If a duplicate name is entered, the application will generate an error.

2. The Site must have a name.  If the name is blank, the application will generate an error.



	Quality Use case
	None

	Related Use Cases
	PSC_UC_016, PSC_UC_017

	Business Rules
	None 


Assign Sites to Template

Use Case Description:  A Study Administrator assigns Sites to Template.

	Use Case Name
	Assign Sites to Template

	Use Case ID
	PSC_UC_017

	Primary Actor
	Study Administrator (SA)

	Secondary Actor
	None

	Brief Description
	SA assigns Sites to Template.  

	Trigger
	SA follows link on Menu page to assign Sites to a Template. 

	Pre-conditions
	Sites must be already defined in the system 

	Flow of Events
	1. SA follows link to assign Sites to a Template

2. SA uses multi-select boxes to determine which Sites will have access to the Template

	Post Conditions
	1. The selected Sites will be assigned to the Template.  

2. Site Coordinators at those Sites will be able to use the Template.

	Branch Point – <error handling>


	None



	Quality Use case
	None

	Related Use Cases
	PSC_UC_015, PSC_UC_016

	Business Rules
	None 


Assign Subject Coordinators to Template

Use Case Description:  A Site Coordinator assigns Subject Coordinators to a Template.

	Use Case Name
	Assign Subject Coordinators to Template

	Use Case ID
	PSC_UC_019

	Primary Actor
	Site Coordinator (SiC)

	Secondary Actor
	None

	Brief Description
	SiC assigns Subject Coordinators to Template.  

	Trigger
	SiC follows link from Template page to assign Subject Coordinators to Template. 

	Pre-conditions
	1. Some users must be defined as Subject Coordinators

2. Subject Coordinators must already be assigned to Site

	Flow of Events
	1. SiC follows link from dashboard to Assign Subject Coordinators to Template

2. SiC uses grid to determine which Subject Coordinators will be assigned to the Template at which Sites

	Post Conditions
	The assigned Subject Coordinators will be able to assign subjects to the Template at the specified Sites

	Branch Point – <error handling>


	None



	Quality Use case
	None

	Related Use Cases
	PSC_UC_018, PSC_UC_020

	Business Rules
	None 


Assign Templates to Subject Coordinator

Use Case Description:  A Site Coordinator assigns Templates to a Subject Coordinator.

	Use Case Name
	Assign Templates to Subject Coordinator

	Use Case ID
	PSC_UC_020

	Primary Actor
	Site Coordinator (SiC)

	Secondary Actor
	None

	Brief Description
	SiC assigns Templates to a Subject Coordinator.  

	Trigger
	SiC follows link from Menu page to assign Templates to a Subject Coordinator. 

	Pre-conditions
	1. The user must be defined as a Subject Coordinator

2. Subject Coordinator must already be assigned to Site

3. Templates must already be assigned to Site

	Flow of Events
	1. SiC follows link from dashboard to assign Templates to Subject Coordinator

2. SiC chooses the Subject Coordinator

3. SiC uses grid to determine which Templates will be assigned to the Subject Coordinator at which Sites

	Post Conditions
	The assigned Templates will be available for the Subject Coordinator to assign subjects at the appropriate Sites

	Branch Point – <error handling>


	None



	Quality Use case
	None

	Related Use Cases
	PSC_UC_018, PSC_UC_019

	Business Rules
	None 


The following Use Cases address the creation and management of a calendar of activities for a Subject on a Study.    
Assign Subject to Study

Use Case Description:  A Subject Coordinator assigns a Subject to a study.  The list of available Subjects currently comes from the PSC database.  The PSC will eventually be extended to pull this information from an external participant registry such as C3PR.  

	Use Case Name
	Assign Subject to Study

	Use Case ID
	PSC_UC_010

	Primary Actor
	Subject Coordinator (SubC)

	Secondary Actor
	None

	Brief Description
	SubC assigns a Subject to a study.  

	Trigger
	SubC follows link from template view of a study. 

	Pre-conditions
	Must know to which study the subject should be assigned.

	Flow of Events
	1. The SubC accesses the application

2. The SubC selects a study from the Study Menu page

3. The SubC follows link to add a subject to the study

4. The SubC selects the subject from a list of available subjects.  

5. The SubC chooses the date that the first Segment will begin for the Subject.   

6. The SubC repeats steps 3-5 for each subject to be added.

	Post Conditions
	The subject is now associated with the study and will appear in a list of all subjects assigned to that study.

	Branch Point – <error handling>


	None



	Quality Use case
	None

	Related Use Cases
	PSC_UC_011, PSC_UC_012



	Business Rules
	None 


Create new Subject

Use Case Description:  A Subject Coordinator creates a new Subject in the system if the Subject does not already appear there.  The PSC stores as little data as possible about subjects and assumes that this information will be stored in a participant registry (such as C3PR) elsewhere.  Until the PSC is extended to support pulling subject information directly from an external registry, it will enable the creation of subjects within the PSC itself.    

	Use Case Name
	Create New Subject

	Use Case ID
	PSC_UC_011

	Primary Actor
	Subject Coordinator (SubC)

	Secondary Actor
	None

	Brief Description
	SubC creates a new subject to be available for assignment to a Study Template.  

	Trigger
	SubC follows link from Assign Subject page.

	Pre-conditions
	Must know details about Subject to be added.

	Flow of Events
	1. SubC follows link to Assign Subjects from Study Template View.  

2. If Subject is not in available list, SubC follows link to create a new Subject.

3. SubC submits name, DOB, gender, and some sort of ID to create the Subject.  

	Post Conditions
	The subject is now available in the database to be added to a study.  

	Branch Point – <error handling>


	None

	Quality Use case
	None

	Related Use Cases
	PSC_UC_010, PSC_UC_012



	Business Rules
	None 


Create Calendar for Subject

Use Case Description:  After a Subject Coordinator assigns a subject to a study, he or she creates a calendar of activities by scheduling segments.  

	Use Case Name
	Create Calendar for Subject

	Use Case ID
	PSC_UC_012

	Primary Actor
	Subject Coordinator (SubC)

	Secondary Actor
	None

	Brief Description
	SubC creates a calendar of activities by scheduling segments.

	Trigger
	Subject assigned to a study.

	Pre-conditions
	Must know when the subject will begin in the study and which segment he or she will be on in the first epoch (if applicable)

	Flow of Events
	1. Subject assigned to study

2. The SubC selects an segment and enters a start date for that segment

3. If the next segment is known, the SubC selects the next segment and enters the start date for it as well as noting whether the change is “immediate” or “per protocol”

4. Repeat step 3 for all known segments

5. The calendar is automatically (re)generated with each segment assignment

	Post Conditions
	The subject has personalized schedule for his or her involvement in the study

	Branch Point – <error handling>


	None

	Related Use Cases
	PSC_UC_010, PSC_UC_021



	Business Rules
	None 


Manage Scheduled Activities for a Subject

Use Case Description:  Subject Coordinator accesses a subject’s calendar and is able to record information about the scheduled activities.  Specifically, the activities can be rescheduled or marked as having occurred, been missed, or been canceled.  The PC may also make notes about the activities.  

	Use Case Name
	Manage Scheduled Activities

	Use Case ID
	PSC_UC_021

	Primary Actor
	Subject Coordinator (SubC)

	Secondary Actor
	None

	Brief Description
	Manage the scheduled activities in a subject’s calendar

	Trigger
	SubC accesses the calendar of a subject

	Pre-conditions
	1. Subject assigned to study

2. Calendar generated for subject

	Flow of Events
	1. The SubC accesses a subject’s calendar

2. The SubC selects a scheduled activity

3. The SubC reschedules the activity or marks it as canceled, missed, or occurred.

4. The SubC makes notes about the activity

	Post Conditions
	The subject’s schedule has been updated

	Related Use Cases
	PSC_UC_010, PSC_UC_012, PSC_UC_022.




3.2 Phase II Use Cases


The following Use Cases are new for Patient Study Calendar Phase II

Amend Template

Use Case Description:  Study Coordinator (SC) receives an amendment that describes a change to the calendar template from the sponsor of a study.  Within the PSC module, SC selects the corresponding template and opens it to be amended.  SC modifies the template and notes whether the changes will apply to everyone on the study or only to certain subjects.  Study Administrator (SA) will then approve the amendment in order to make it effective.  

	Use Case Name
	Amend Template

	Use Case ID
	PSC_UC_25

	Primary Actor
	Study Coordinator (SC)

	Secondary Actor
	Study Administrator (SA)

	Brief Description
	SC creates an amendment to a template that is already in use

	Trigger
	SC receives an amendment from the study sponsor 

	Pre-conditions
	The template has already been created and marked as complete

	Flow of Events
	1. SC selects template to be amended

2. SC enters date of amendment and amendment number

3. SC describes amendment as mandatory (for all patients) or optional (for patients meeting certain conditions)

4. SC enters changes to template and conditions of optional amendments

5. SC saves the amendment

6. SA reviews and approves the amendment



	Post Conditions
	1. Template has been amended

2. Appropriate patient calendars have been modified

3. Optional amendments are ready to be applied to patient calendars by Subject Coordinators

4. Subject Coordinators have been notified of any changes or pending changes to the calendars of their patients

	Branch Point – <error handling>
	None

	Quality Use case
	None

	Related Use Cases
	Apply optional amendment



	Business Rules
	1. PSC will track the changes to the template

2. Mandatory amendments will automatically be applied to all subjects in the study

3. For existing subjects, optional amendments will only be applied if the Subject Coordinator applies them

4. Optional amendments will be automatically applied to subjects who enroll in the study after the amendment has already been created


Apply Optional Amendment

Use Case Description:  Subject Coordinator (SubC) receives a notification from PSC that an amendment has been created that may be applied to one or more of the SubC’s subjects.  The SubC will view the change, select the appropriate subjects, and apply the change to their calendars.    

	Use Case Name
	Apply Optional Amendment

	Use Case ID
	PSC_UC_26

	Primary Actor
	Subject Coordinator (SubC)

	Secondary Actor
	none

	Brief Description
	SubC applies amendment to selected subject calendars

	Trigger
	SubC receives a notification that an optional amendment has been created for a study on which the SubC has subjects enrolled 

	Pre-conditions
	1. Amendment has been created and approved

2. SubC has subjects enrolled on the study

	Flow of Events
	1. SubC receives notification of an optional amendment

2. SubC views the details of the amendment

3. SubC selects subjects that should receive the change specified in the amendment

4. SubC applies the amendment to selected subjects

	Post Conditions
	The calendars of selected subjects have been modified

	Branch Point – <error handling>
	None

	Quality Use case
	None

	Related Use Cases
	Amend template



	Business Rules
	1. PSC will only allow selection of subjects who are on the amended study

2. PSC will have a “select all” option

3. The appropriate optional amendments will be applied individually to subjects who enroll in the study after the amendment has already been created


Add Reconsent to Subject Calendar

Use Case Description:  If sponsor requires that subjects on a given study be reconsented, Study Administrator (SA) can select the study and add a reconsent activity to all subjects on that study.  The reconsent will be automatically scheduled to occur at the same time as the next scheduled activity for each subject from the date of the reconsent creation.      

	Use Case Name
	Add Reconsent to Subject Calendar

	Use Case ID
	PSC_UC_27

	Primary Actor
	Study Adminstrator (SA)

	Secondary Actor
	Subject Coordinator (SubC)

	Brief Description
	SA adds a reconsent activity to calendars of subjects on a study

	Trigger
	SA receives a notification from the sponsor that reconsent forms should be collected from subjects on a study 

	Pre-conditions
	Subjects are enrolled on a study.  

	Flow of Events
	1. SA receives notice that subjects should be reconsented

2. SA selects study and chooses “reconsent”

3. Reconsent activity will be automatically added at the same time as the next scheduled activity for each active subject. 

4. 

	Post Conditions
	Reconsent has been added to the appropriate subject calendars at the same time as the next scheduled activity

	Branch Point – <error handling>
	None


Create Conditional Activities

Use Case Description:  Some activities only occur if certain conditions are met.  A Study Coordinator can add conditional activities to the template by selecting the activity, marking it as conditional, and then describing the condition that should be met in order for the activity to become officially scheduled.      

	Use Case Name
	Create Conditional Activities

	Use Case ID
	PSC_UC_28

	Primary Actor
	Study Coordinator (SC)

	Secondary Actor
	none

	Brief Description
	SC adds conditional activities to template

	Trigger
	Study protocol specifies activities to be performed only if certain conditions are met

	Pre-conditions
	SC has created a template for the study and is entering activities

	Flow of Events
	1. SC adds an activity to a period and selects when it will occur

2. SC checks “Conditional?” box

3. SC enters in free text the condition that should be met to schedule the activity

	Post Conditions
	A conditional activity will appear in the template and be available in patient calendars

	Branch Point – <error handling>
	None

	Quality Use case
	None

	Related Use Cases
	Add activity to period



	Business Rules
	1. Field to enter condition will only appear if “Condition?” is checked

2. Text of the condition should appear in template and calendar

3. Activity will be in state “conditional,” from which it can change to “NA” or “scheduled”


Schedule Conditional Activities

Use Case Description:  When viewing a patient’s schedule, a Subject Coordinator will also see any conditional activities that may be listed on the template.  If the condition is met, the Subject Coordinator will be able to change the state of the activity to “Scheduled,” and it will appear as a scheduled activity.      

	Use Case Name
	Schedule Conditional Activities

	Use Case ID
	PSC_UC_29

	Primary Actor
	Subject Coordinator (SubC)

	Secondary Actor
	none

	Brief Description
	SubC changes an activity from Conditional to Scheduled

	Trigger
	Subject Coordinator sees the condition of the activity and recognizes that the condition has been met

	Pre-conditions
	1.  Conditional activities have been created in the template

2.  Patient has met the necessary condition

	Flow of Events
	1. SubC sees conditional activity in patient’s calendar

2. SubC determines that condition has been met

3. SubC changes the state of the activity from “conditional” to “scheduled”

	Post Conditions
	A scheduled activity now appears in the patient’s calendar

	Branch Point – <error handling>
	If the condition has not been met:

1.  The SubC may leave the activity as “conditional”

2.  The SubC may change the state of the activity to “NA” if it is known that the condition does not apply to the patient

	Quality Use case
	None

	Related Use Cases
	PSC_UC_28



	Business Rules
	1. Conditional activities may only be changed to “Scheduled” or “NA”

2. Text of the condition should appear on the calendar

3. Whether or not the condition has been met will not be determined by PSC automatically, the SubC will make this determination.


Describe When a Site is Closed

Use Case Description:  A site may be closed on certain days of the week or holidays.  In order to facilitate the rescheduling of activities, a Site Coordinator will be able to enter the days that the site is closed.  When patient calendars are generated, any activities that would by default be scheduled for a day when the site is closed will be moved to the next available day.  

	Use Case Name
	Describe When a Site is Closed

	Use Case ID
	PSC_UC_30

	Primary Actor
	System Administrator (SysA)

	Secondary Actor
	none

	Brief Description
	SysA describes when a site is closed

	Trigger
	1.  Initial setup of site 

2.  Change of site schedule

3.  Date of blackout day becomes known

	Pre-conditions
	Site has been created in system

	Flow of Events
	1. SysA clicks the “Administration” tab

2. SysA selects “Manage Blackout Days”

3. SysA adds/removes blackout days as appropriate for the site.

	Post Conditions
	When patient calendars are generated for patients who are on the study at this site, activities that would otherwise fall on days during which the site would be closed will be rescheduled for the next available day.

	Branch Point – <error handling>
	PSC will not prevent the manual rescheduling of activities to a day when the site is closed.  This is to accommodate exceptions to the schedule.

	Quality Use case
	None

	Related Use Cases
	PSC_UC_15



	Business Rules
	1. The days that a site may be closed will be described as either:  recurring days of the week (every Sunday), recurring relative days of the month (every second Tuesday of the month), recurring days of a month (every December 25), or specific dates (April 13, 2007.)  

2. Activities will be scheduled on the next available date

3. Activities can be manually rescheduled for any date (including those that have been “blacked out”


Take a Subject Off Study

Use Case Description:  A Subject Coordinator (SubC) may take a patient off study by selecting this option on the patient’s calendar.  The SubC will specify and effective date, and all scheduled activities after that date will be canceled.    

	Use Case Name
	Take a Subject Off Study

	Use Case ID
	PSC_UC_31

	Primary Actor
	Subject Coordinator (SubC)

	Secondary Actor
	None

	Brief Description
	SubC takes a subject off of a study

	Trigger
	SubC becomes aware that a patient should be removed from a study

	Pre-conditions
	A calendar has been created for the patient.

	Flow of Events
	1. SubC views the calendar for a patient.

2. SubC selects “Off Study”

3. SubC enters the effective date that the patient will be taken off of the study.

	Post Conditions
	1.  All scheduled activities will be canceled after effective date.

2.  Off study date saved in database so that patient will no longer be considered active.

	Branch Point – <error handling>
	1.  PSC will need to provide an “undo” mechanism for this feature.

2.  Activities that have been marked as “occurred” after the effective date will remain as “occurred” to reflect the possibility of study activities being accidentally performed after the patient should have been removed from the study.  

	Quality Use case
	None

	Related Use Cases
	

	Business Rules
	1.  Scheduled activities after effective date will be changed to “canceled” state.  

2.  When other features load patient calendars, they should check for off study date.  

3.  If activities have been marked as occurred after the effective date, they will remain in this state.  


Export a Subject’s Calendar

Use Case Description:  A Subject Coordinator may export an ICS file of a patient’s calendar.  This file can then be imported into a standard calendar program such as Outlook , iCal, or Meeting Maker.    

	Use Case Name
	Export a Subject’s Calendar

	Use Case ID
	PSC_UC_32

	Primary Actor
	Subject Coordinator (SubC)

	Secondary Actor
	None

	Brief Description
	Export a Subject’s Calendar

	Trigger
	SubC decides to export a patient’s calendar to view it in another application

	Pre-conditions
	A calendar has been created for the patient.

	Flow of Events
	1. SubC views the calendar for a patient.

2. SubC selects “Export ICS”

3. SubC downloads the file

	Post Conditions
	1.  An ICS file of a patient’s calendar exists and may be imported into another application



	Branch Point – <error handling>
	1.  PSC will need to name the file and label each activity with the patient’s name in order to reduce the risk of confusion.

2.  Users must understand that modifying the ICS file does not change the schedule within PSC.  

	Quality Use case
	None

	Related Use Cases
	

	Business Rules
	1.  ICS file name will contain patient and study identifier.  

2.  Activities will include the patient name in their description.  

3.  Updated files should overwrite older ones.  


Export a Study Template

Use Case Description:  A Study Administrator exports a Study Template so that it may be used by another instance of PSC.    

	Use Case Name
	Export a Study Template

	Use Case ID
	PSC_UC_33

	Primary Actor
	Study Administrator (SA)

	Secondary Actor
	None

	Brief Description
	Export a Study Template

	Trigger
	SA wants to export a Study Template.

	Pre-conditions
	A Study Template has been created and approved.

	Flow of Events
	1. SA selects a Template

2. SA export the Template to a file

	Post Conditions
	1.  The Template exists in a file that can be imported into another instance of PSC.

	Branch Point – <error handling>
	1.  Templates that are not complete can not be exported.

	Quality Use case
	None

	Related Use Cases
	

	Business Rules
	1.  Exported files should contain version information (Template revisions).  

2.  Also want to support this feature using Grid Services.


Import Study Template

Use Case Description:  A Study Administrator imports a Study Template into PSC.    

	Use Case Name
	Import Study Template

	Use Case ID
	PSC_UC_34

	Primary Actor
	Study Administrator (SA)

	Secondary Actor
	None

	Brief Description
	Import Study Template

	Trigger
	SA receives a Study Template file from a sponsor

	Pre-conditions
	SA has properly-formatted Study Template file.

	Flow of Events
	1. SA imports Study Template.

2. PSC verifies that the file is valid

	Post Conditions
	1.  Study Template is available within PSC in the “Pending” state.

	Branch Point – <error handling>
	1.  PSC produces an error message if the file is not valid.

	Quality Use case
	None

	Related Use Cases
	

	Business Rules
	1.  File must be valid.  

2.  Also want to support this feature using Grid Services.  


Import Activities

Use Case Description:  A Study Coordinator imports an XML file of activities into the PSC application so that they will be available during template creation.    

	Use Case Name
	Import Activities

	Use Case ID
	PSC_UC_35

	Primary Actor
	Study Coordinator (SC)

	Secondary Actor
	None

	Brief Description
	Import Activities

	Trigger
	SC receives an XML file of activities.

	Pre-conditions
	SC has a properly-formatted XML file of activities.

	Flow of Events
	1. SC uploads XML file into PSC.

2. PSC verifies that the file is valid and saves the activities.

	Post Conditions
	1.  The activities are available within PSC to be added to the Template during template creation or amendment.

	Branch Point – <error handling>
	1.  PSC produces an error message if the XML file is not valid.

	Related Use Cases
	

	Business Rules
	1.  File must be valid.  

2.  Also will support this feature using web services or possibly Grid Services.  


View Colleague’s Workload

Use Case Description:  A Subject Coordinator can view the upcoming subject activities for another Subject Coordinator.    

	Use Case Name
	View Colleague’s Workload

	Use Case ID
	PSC_UC_36

	Primary Actor
	Subject Coordinator

	Secondary Actor
	None

	Brief Description
	View Colleague’s Workload

	Trigger
	Subject Coordinator has a need to see the upcoming activities for another Subject Coordinator

	Pre-conditions
	The two Subject Coordinators both have access to at least one of the same studies at a given site.

	Flow of Events
	1. Subject Coordinator views list of other Subject Coordinators.

2. Subject Coordinator selects one of the other Subject Coordinators from the list.

3. Subject Coordinator is taken to a view of the upcoming activities for the other.

	Post Conditions
	1.  Subject Coordinator can see upcoming activities of his or her colleague.

	Branch Point – <error handling>
	1.  If no activities are scheduled, PSC will provide a message saying that.

2.  If the colleague has access to studies or sites that the requesting Subject Coordinator does not, PSC will provide a generic warning stating this fact.  Specific information about study names or sites will not be revealed.

	Related Use Cases
	

	Business Rules
	1.  Each Subject calendar is “owned” by one Subject Coordinator, but other SCs with matching access rights can view and manage these calendars.  

2.  PSC should only show the upcoming activities for Subjects on studies to which both Subject Coordinators have access.  

3.  If data is missing from the view of the colleague’s activities, a generic message should warn the Subject Coordinator of this.  


Reassign Subject Schedule

Use Case Description:  A Site Coordinator reassigns ownership of a Subject Schedule from one Subject Coordinator to another.    

	Use Case Name
	Reassign Subject Schedule

	Use Case ID
	PSC_UC_37

	Primary Actor
	Site Coordinator (SiC)

	Secondary Actor
	None

	Brief Description
	Reassign Subject Schedule

	Trigger
	SiC needs to reassign a Subject Schedule to another Subject Coordinator

	Pre-conditions
	The desired Subject Coordinator has access to the corresponding Study and Site.

	Flow of Events
	1. SiC views list of Subject Coordinators, Studies, and Subjects.

2. SiC reassigns Subject Schedules as needed.

	Post Conditions
	1.  Subject Schedule is now associated with a different Subject Coordinator and will appear by default on that Coordinator’s dashboard..

	Branch Point – <error handling>
	1.  PSC will not allow reassignment to a Subject Coordinator that does not have access to the Study.

	Related Use Cases
	

	Business Rules
	1.  Must check for Study and Site association.  

2.  Each Subject Schedule is assigned to one Subject Coordinator, but other Subject Coordinators may access it if they have the proper Study and Site permissions.  


Create Subject Populations

Use Case Description:  A Study Coordinator creates special populations to accommodate activities that will only occur for certain types of Subjects.    

	Use Case Name
	Create Subject Populations

	Use Case ID
	PSC_UC_37

	Primary Actor
	Study Coordinator (SC)

	Secondary Actor
	None

	Brief Description
	Create Populations to accommodate activities that will only occur for certain types of Subjects

	Trigger
	During template creation, SC needs to define sets of activities that will only occur for certain types of Subjects

	Pre-conditions
	Template amendment or creation has begun.

	Flow of Events
	1. SC adds a population.

2. SC provides a description and an abbreviation for the population.

	Post Conditions
	1.  When adding activities to a period, the activities may be defined as belonging to the population.  

	Branch Point – <error handling>
	1.  Each population must have a unique abbreviation.

	Related Use Cases
	

	Business Rules
	1.  Populations only add activities to a subject’s schedule; they do not remove or move them.  

2.  Subjects may be added to a population at the time of initial schedule creation or at any point thereafter.  

3.  Subjects may be removed from the population at any time.  


Use Case Change Management and Traceability


All changes in requirements are managed and recorded in our ticket tracking system, https://trac.bioinformatics.northwestern.edu/studycalendar .  This ticket system allows us to link tickets to our wiki and version control system.  All developers, testers, and QA personnel have the ability to create and edit tickets, others are granted this right by request.  

In addition to the required fields of Date, Submitted By, Change Type, Change ID, Change Details, and Status, our change management system also allows us to track Priority, Completion Time Estimate, Assigned To, Associated Component, Associated Release, and Change History.  Project managers receive an automated notification anytime a ticket is added or modified.

Sample Ticket:

	Field
	Sample Data

	Date
	6/26/06

	Submitted By
	Mmhohman

	Change type
	Enhancement

	Change ID
	Ticket #19

	Change Details
	Create an activity, providing a name, activity type and test description, shares across all studies

	Status
	Closed

	Priority
	Major

	Completion Time Estimate
	20 hours

	Assigned To
	Jaron

	Associated Component
	Software

	Associate Release
	Release 1

	Change History
	Chronographic list of changes to ticket


Change Workflow:

[image: image4.jpg]Change
Requested

Change Review

Create
Ticket

Ticket Review/
Acceptance

Change
Implemented








 Study Calendar Module





     Actor 





Entry 


Module





 


  Validation 


      Fails





 


   Validation 


  Successful





Submit





System Displays role based user dashboard








2/7/2008

1 of 46
2/7/2008

3 of 45

[image: image5.jpg][image: image6.jpg][image: image7.jpg]@ o T wnaeny




[image: image8.jpg]


