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1 Introduction

What is the service

This service enables management of subject’s registration on a study. The service will provide support to be able to manage subject registration for multisite studies.

Business Purpose and Rational 

The registration of a subject on a trial is a key business process that provides ability to manage subject’s registration life cycle for a given study. This service specification will facilitate integration and interoperability of various systems that provide subject management functionality within Clinical Trials.
2 Stakeholders

	Stakeholder
	Individuals / Teams Name
	Responsibility

	Executive/Business Representative
	CGT
	Approve the scope and effort and review the outcome

	Subject Matter Expert
	IO SIG
	Provide input regarding business processes and interaction with other areas that can initiate/create subject registrations and provide knowledge regarding lifecycle of the registration in a clinical study

	BAM Analyst
	Michele Ehlman ?
	Help facilitate IO SIG interactions and provide help with development of initial story boards

	SOA Analyst
	Brian McIndoe
	Review the business processes and develop the candidate interaction story boards and review with IO SIG 

	SOA Architect
	Kunal Modi
	Help Develop CFSS, PIM, PSM

	Product Team
	C3PR
	Help Develop CFSS, PIM, PSM


3 Business Area

Explain in short the business area which is served by the service. Also provide the purpose of the service in the overall business space. Provide the consumer viewpoint and the value offered by the service.  Provide Mapping to the Business Process in the BAM or other similar enterprise process models.
This service supports portion of the Study Conduct area from BAM. It primarily focuses on the functionality related to registration of the subject, which includes stratification, eligibility, informed consent and randomization.

4 Service Description

Describe the high level functionalities provided by the service interface and description on what it does in business terms. This listing should be at a business level to ensure it is provide unambiguous description of the service. E.g. This service provides service interface for management of participant’s registration, screening participants, capturing screening failure reasons, treatment assignments, updates to the registration, taking the patient off study processes, and close out of the participant’s involvement in a specific clinical trial. This service will provide ability to centrally manage registration information of the participant on a single site or multisite trials…….etc.

Registration service:

· Screen subjects

· Allow subject assignment to screening epoch.

· Capture screening failure or success reasons and dates.

· Enroll a subject to a trial (including randomization)

· This should provide the following functions for trials that support it):

· Register a subject directly to an arm

· Register a subject to a randomized trial that has automated arm assignment

· Request a registration to a trial that has an approval/arm assignment process

· I believe all of these should be embedded into the same method but should be handled appropriately based on the trial setup

· Move a subject from one epoch to another (including associated registration functions – this follows the registration service above)

· Query registrations

· Update registration (note that only some fields are updatable)

This service will provide ability to 

· Associate subject to a study

· Create subject’s registration

· Accept subject’s registration from the participating site

· Retrieve subject information

· Retrieve study site information

· Provide Randomization functionality (phone based randomization and book based randomization.)
· Provide Eligibility determination functionality (Inclusion/Exclusion checks)
5 Service Scope

· Describe the overall potential scope of the service. 

· Are any items being specifically excluded from the scope?  Why?

The scope of the service is to manage subject information and registration of the subject in a clinical trial.

6 Service Interactions

List possible interactions that service may make with other services, systems, clients or people. Provide description of the data and control flow along these interactions. 
It is anticipated that the service will be used by 

· Participating site on a clinical trial to complete subject’s registration to the coordinating site

· Other CTMS systems that need to use authoritative information about subject and subject’s registration

This service will use other external services such as 

· Accrual service (CTRP program) to report registrations

· EHR/EMR service to look up patient’s demographic information at the time of registration
· Person, organization, and protocol abstraction services to fetch data related to the registration process (e.g. study status flag, study identifiers, etc.)
7 Assumptions and Risks

List all the assumptions and risks involved in development of the service.
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