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1.0	PURPOSE

This Standard Operating Procedure (SOP) describes the process for the impact assessment associated with a new study considered for opening at ____________________

The impact assessment process facilitates communication about the potential initiation of new studies at _______________. Communication is between the study team, clinical departments and the clinical research unit. The purposes of the impact assessment process are:
· To complete a feasibility analysis to determine the possible impact of a clinical study on hospital resources, and the determination of any accommodations required to conduct the study at ________________.
· To complete cost recovery agreement(s) between the study team and clinical departments where applicable.
· To complete service requests for clinical research services provided by the applicable departments (e.g. Finance, Bio-repository, Diagnostic Imaging e etc.)
· Collection of Performance Metrics.
	


2.0	SCOPE

This SOP applies to all staff involved in research studies considered for opening at ___________________. All clinical research studies conducted at __________________ should have an impact assessment application completed and reviewed by the clinical research unit. 

3.0	RESPONSIBILITIES 

All clinical research personnel involved in study start-up processes have responsibility in this SOP. Clinical departments of areas of impact also hold responsibilities in this process. In addition, all clinical research personnel must be in compliance with the applicable regulations, guidelines, Good Clinical Practice requirements, and related documents.  . 

4.0 DEFINITIONS

See Glossary of Terms.

5.0 PROCEDURE

5.1 General Information 
The clinical research impact assessment form (CRIAF) should be completed in its entirety and should be submitted the clinical research unit in parallel with the REB submission. Submitting in parallel will ensure that all required approvals are received prior to study activation, reducing the possibility of delays in study start up times. Impact assessment approval must be granted prior to opening a new study.

5.1.1 Studies with Departmental Impact 
Some research studies have an impact on one or more departments in an organization. To ensure adequate resources and assess impact, each department affected should be included in the impact assessment prior to a study opening. In the following section the roles of the study/research may be completed by one group rather than two. The purpose of the sections is to highlight the activities/steps involved.

· Study or Research Team 
The study/research team is responsible for submitting the completed Impact Assessment Application package to the clinical research unit. 
If applicable, the following documents are helpful to include in the application:

· Completed CRIAF in electronic form
· Part 1 of the CRIAF with the authorization signature
· REB application form
· Protocol 
· Investigators Brochure (IB) (if applicable)
· Request for IV administration by Nurses (if applicable)
· Additional manuals, such as laboratory and imaging (if available)

Study/research teams should make all efforts to provide the protocol and IB in electronic form. In the rare circumstance where a sponsor will not release an electronic copy of the protocol or IB, the research team must provide a copy of the protocol to each impacted department. In addition, the IB should be provided to the pharmacy and to the clinical research unit. If additional copies are required, the clinical research unit will contact the study team.

· Clinical Research Unit
Upon receipt of the application package the clinical research unit distributes the application package to impacted departments. The clinical research unit will ensure that all communications reach their target audience, and will log all departmental approvals. Once all departmental approvals have been received, the study team will be notified that the study has received impact assessment approval. Any conditions of approval will be outlined in the final approval notification.
· Impacted Department Dedicated Reviewer
Each impacted department must have a dedicated reviewer to receive the impact assessment applications. Upon receipt, the dedicated reviewer is expected to assess the impact assessment application and issue a response within 2 weeks. A response can be an approval, a decline or a query to the clinical research unit. The dedicated reviewer can place conditions upon the final approval.  

5.1.2	Services Agreements
If a service agreement is required, departments may directly communicate with the clinical research unit or the study/research team as applicable to negotiate the terms of agreement. Upon agreement, the impacted department then communicates their approval to the clinical research unit.

5.1.3	Escalation Process
In the event of a disagreement, the impacted department and or study team may escalate their issue to the clinical research unit manager.

	


5.1.4 	Approval Timelines

The clinical research unit sets a target approval time of 30 days; however it is understood that if there are elements missing from the initial application, complex negotiations or additional information is required, this time may be extended. The clinical research unit will follow-up with impacted departments and study/research teams on a regular basis to help secure timely approvals. The clinical research unit tracks approval times from the time of application submission to submission of the final approval letter. 

5.2	Studies without Departmental Impact

Studies with no impact should still complete Part 1 of the CRIAF, where applicable, and obtain authorized approval from _____________. The respective research team is responsible for submitting the following to the clinical research unit
· CRIAF (Part 1 only)
· Protocol
· REB application, where applicable 

5.3	Protocol Amendments
In the following section the roles of the study/research may be completed by one group rather than two. The purpose of the sections is to highlight the activities/steps involved.

· Study/ Research Team
Respective research teams should review each protocol amendment to determine if a change to the initial agreed upon impact assessment has occurred. Any change that alters agreed upon above standard of care information, the target accrual, target rate of accrual or requires the services of a new department from the initial impact assessment form will require re-approval from the departments affected.  
The study/research team should submit the following to clinical research unit:
· Updated CRIAF form
· Protocol 
· Investigators Brochure (IB) (if applicable)
· Additional manuals, such as laboratory and imaging (if applicable)
· A brief description of the changes to the impact assessment form for each impacted department affected by the protocol amendment. 

· Clinical Research Unit
The clinical research unit will send the amended application to all departments with a change to impact. If a study is using the research pharmacy, the protocol amendment will always be provided to pharmacy, even if there is no change to the initial impact. Notification of final approval will be issued to the study/research team.

5.3.1	Protocol Amendments Requiring Notification
Administrative changes that will affect billing information, such as change to Principle Investigator, study title or billing contact, do not require approval; however a notification will be sent to all departments indicated in the initial impact assessment form.
The clinical research unit will communicate administrative changes to all impacted departments and services requested at the time of the initial impact assessment. The study team should provide the following to clinical research unit:
•	Updated Part 1 of the CRIAF form
•	Protocol
•	Brief description of the change.

5.4	Program Metrics
The clinical research unit utilizes the impact assessment process for all studies running at _____________ to capture key program wide metrics. Metrics that are captured via the impact assessment process include, but are not limited to, the protocol drop date, the study management provider, the target accrual and target rate of accrual.
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