Clinical Trial Registration and Results
Storyboards
Introduction

A storyboard is a short description of a real-world process (current and anticipated business scenarios), which defines what happens as far as the system user (i.e. a human being) is concerned.  This should ideally be application neutral and defines what the user wants.  A storyboard is used to show the set of interactions associated with a real-life clinical research/healthcare situation.
The storyboard is the basis for the data requirements are communicated to the data modelers via the identification and description of these business scenarios.

The content of the storyboards includes the actors, trigger events, information content and direction of the message.

· Actors:  Describes fictitious organizations.  In these storyboards, we utilize a Sponsor Company - Acme Pharmaceutical Company and a generic Registration Authority.
· Trigger Events:  Describes possible events that may occur that would trigger transmissions to occur.
· Information Content:  Describes groupings of information (or data) that will need to be included in the transmission.  Some specific examples are included that are key for the transmission.

· Direction:  Describes the direction of the transmission.  Most of these storyboard are bi-directional in nature.
In order for the Clinical Trial Registration and Results storyboards to drive the creation of globally accepted transmission standards or messages, it is important to write the storyboards without any country or regulation specific references or implications.
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1. Protocol (Clinical Trial) Registration Submission
As the protocol sponsor, Acme Pharmaceuticals Company (APC), registers a Protocol with a Registration Authority (RA).  As required with regulations or policies, this occurs no later than the required date.  APC provides a unique protocol number – APC12345 along with protocol, administrative, recruitment status and enrollment information.  Also included in the submission is the initial 25 unique investigators and their locations assigned to the trial.
2. Registration Authority Submission Acceptance

The Registration Authority (RA) reviews Protocol Registration – APC12345 from Acme Pharmaceuticals Company (APC).  The RA reviewer accepts the submission, assigns a RA unique number – RA67890 (if applicable) and then sends the acceptance notification with the RA number (if applicable) to APC.  The RA then publishes the Protocol information to the Public Registry.
3. Registration Authority Rejection

The Registration Authority (RA) reviews Protocol Registration – APC12345 from Acme Pharmaceuticals Company (APC).  The RA reviewer rejects the submission, provides comments and a suggested remediation.  The RA then sends the rejection notification to APC.

4. Registration Authority – Change Request

The Registration Authority (RA) performs a closer review of the Acme Pharmaceuticals Company’s Protocol Registration – APC12345 that was previously submitted.  The RA reviewer completes a “Change request”, provides comments and a suggested remediation.  The RA then sends the change request notification to APC.
5. Registration Authority – Update Request

The Registration Authority (RA) realizes that the Acme Pharmaceuticals Company’s Protocol Registration – APC12345 is an active trial and has not been updated recently.  The RA completes an “Update Request” and then sends the request notification to APC.
6. Update Protocol Registration (Amendment)

To improve study enrollment, Acme Pharmaceuticals Company (APC) makes changes to the Protocol’s Inclusion/Exclusion criteria.  After the Protocol Amendment and its affect on the protocol content of the registration have been approved by the APC’s Medical Director, APC sends the updated information to the Registration Authority (RA).
7. Registration Authority – Update Submission Acceptance

The Registration Authority (RA) reviews updated Protocol Registration – APC12345 from Acme Pharmaceuticals Company (APC).  The RA reviewer accepts the updated submission and then sends the acceptance notification APC.  The RA then publishes the updated Protocol information to the Public Registry.

8. Update Protocol Registration (Administrative)

As Acme Pharmaceuticals Company (APC) received IRB approval for the Protocol - APC12345, APC changes the Administrative content of IRB approval from “submitted pending” to “submitted approved”.  APC sends the updated information to the Registration Authority (RA).  The RA reviewer reviews and accepts the updated administrative submission and then sends the acceptance notification to APC.  The RA then publishes the new information to the Public Registry.
9. Update Protocol Registration (Recruitment Status)

As part of a weekly process, Acme Pharmaceuticals Company (APC) reviews all of their registered protocols for any change in Recruitment Status.  Two protocols changed their status from “Recruiting” to “Active – not recruiting” and one protocol changed their status to “Suspended” due to potential safety issues.  APC sends the updated information to the Registration Authority (RA).  The RA reviewer reviews and accepts the updated recruitment status submission and then sends the acceptance notification to APC.  The RA then publishes the new information to the Public Registry.
10. Update Protocol Registration (Investigator Status)

As part of a monthly process, Acme Pharmaceuticals Company (APC) reviews all of their registered protocols for any change in Investigator Status.  On Protocol APC12345, five investigators changed from “Recruiting” to “Active – not recruiting” and two investigators others changed from “Active” to “Completed”.  APC also provided information on three investigators that were added and one investigator that was dropped.  APC sends the updated information to the Registration Authority (RA).  The RA reviewer reviews and accepts the updated investigator status submission and then sends the acceptance notification to APC.  The RA then publishes the new information to the Public Registry.
11. Update Protocol Registration (Study Results)

Acme Pharmaceuticals Company (APC) assembles the completed clinical trial information and calculates the actual enrollment numbers along with the available outcome measures.  As required with regulations or policies, APC updates the appropriate sections for Protocol Registration – APC12345 and sends the information to the Registration Authority (RA) no later than the required date.  The RA reviewer reviews and accepts the updated submission and then sends the acceptance notification to APC.  The RA then publishes the new information to the Public Registry.
12. Request Status Update from Registration Authority
It has been several weeks since the original Protocol Registration Submission and the Acme Pharmaceuticals Company (APC) wants to get an update to the status of the Protocol Registration.  APC sends a “Status Update Request” to the Registration Authority (RA) for Protocol Registration, APC12345.  The RA then sends the “Status Update” notification to APC stating that the review is still pending.
13. Initial Registration Authority to Additional RA Transmission

The Initial Registration Authority shares the Protocol Registration information with all unique identifiers with Additional Registration Authority in another jurisdiction.  The complete data content for the Protocol Registration information is sent in the transmission.  Upon receipt, the Additional RA then loads their public registry with only the desired information.
Outstanding Issues:

1. How do we handle different Languages?  Need to add the capability of identifying the language with the protocol registration.  We will add a language flag attribute to the message.  We won’t mention, how the translation has occurred, but we may identify the translator by the organization in the message.  Example: EU may translate from English to Spanish or the Sponsor may provide the translation.

2. May need to provide in the message header the following:

a. Content of Message:  Updates Only or Complete Set

b. Reason for Message:  Information Changed, Response to Request

Change Log by Scott Getzin on March 13, 2009:
1. Remove all statements that talk about sending and receiving transmission acknowledgements.  (Example:  The RA receives the transmission and sends APC a transmission acknowledgement.)

2. In SB#1, removed the 1 to 1 mapping reference.  Originally, it was put in to deal with only listing all the investigators in a geographically location under one location.  Also, an investigator can have multiple locations.

3. Moved “Registration Authority Change Request” to after the “rejection” storyboard.

4. Added “Registration Authority Update Request”.  It should work the same as “Registration Authority Change Request” but wanted to highlight another reason for an updated being requested.
5. Changed title of “Registration Authority Status Update Request (polling)“  to “Request Status Update from Registration Authority”.
6. Changed title of “Registration Authority to Registration Authority Transmission (push)“  to “Primary Registration Authority to Secondary RA Transmission”.
7. Rewrote “Primary Registration Authority to Secondary RA Transmission” to make it just describe the capability for a primary registration authority to send a transmission to another.  In this case the reason, triggers, filters, selection criteria or volume of records transmitted is not given or described, leaving it open for RA’s to implement per their own requirements and agreements.
8. Removed the following because it started to get into the implementation level:

a. Registration Authority to Registration Authority Transmission (pull)
b. Request or Register to receive pushes from Registration Authority
c. Registration Authority to Registration Authority Transmission (kill and fill)

