Vendor Oversight Management Plan – Instructions
The Vendor Oversight Management Plan (VOMP) is a comprehensive document which encompasses and provide guidance on all aspects of oversight/governance of a supplier.
The document can be used as a reference, or as a customizable template to fit the needs and processes of your Company. 
You can use it as whole, filling in all applicable sections, or customize it to your needs.
Contractual agreements (or its attachments) may contain some (several) of the topics listed in the VOMP (e.g. KPIs, metrics, SOPs, governance structure): if deemed appropriate the dedicated contract section can be referred to in the VOMP rather than reporting the data into it. Also, consider that the contractual agreement is legally binding, whereas the VOMP may not: it would be advisable to state clearly which document (VOMP or contract) prevails, for which topic.
If desired/required, some sections can be extracted and used as stand alone documents (e.g. oversight plan, operations manual, governance charter).
Red text throughout the VOMP identifies instructions and/or customizable sections.
Below you will find a list of topics covered in the document 
1. Purpose and scope 
Reason for having a VOMP and its scope should be briefly escribed. The VOMP could be at a supplier, study or service level depending on your outsourcing strategy. It is also suggested to co-develop the VOMP and to define review frequency and ownership. 
2. Communication
Expected communication principles and methods as well as some high level ground rules for meetings, teleconferences, emails etc should be defined.
3. Issue management 
Issue management, including escalation and resolution procedures should be specified. Agreement should be reached on how issues will be tracked, who is responsible and how and when they need to be escalated 
4. Governance and Oversight structure
Depending on the type of services being outsourced different layers of governances may be needed. The VOMP should outline the levels of governance/oversight from study team/functional level to executive level as appropriate. This should include roles and responsibilities in general and possibly an attachment with a contact list template.
5. Change Management 
Staff changes, changes in scope, any other significant changes should be communicated timely. The VOMP should describe how, what and when changes will be communicated.
6. Key Performance Indicators 
Performance measure is one the main oversight processes for a supplier relationship. The VOMP should describe how the performance of the relationship will be measured. It can also define functional metrics or document those at the study/project level if more appropriate. The PCMG website also hosts templates for functional metrics, which can be used as appendixes to the VOMP.
7. References 
As needed, applicable SOPs and processes should be references in the VOMP, as well as how training and training compliance for the vendor personnel will be ensured (when applicable).
8. Appendices  
KPI List, contact lists
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[bookmark: _Toc327451683][bookmark: _Toc18594804]Purpose and Scope
The Vendor Oversight Management Plan (VOMP) serves to govern the overall interaction of  <Company> and <SUPPLIER> team members facilitating the initiation, execution and completion of services as described in the contract between the two parties. The VOMP is a jointly owned and living document.

The Vendor Oversight Management Plan also provides an agreed framework and guidelines for building and managing the relationship in a structured, effective and consistent manner and to ensure that the governance structure provides the highest level of effective support. 
The VOMP focus is to ensure that the processes and procedures for management of the relationship are consistently followed and that they are effective in identifying and providing solutions for service conduct issues as they arise. 
The document is developed to ensure understanding and agreement of the relationship and responsibilities of both parties.

Major areas of emphasis for the VOMP include:
· Framework for building and maintaining the <Company> and <SUPPLIER> relationship
· Communication principles and agreements
· Performance measures
· Process for issue escalation and resolution
· Decision-making process and flow
· Archival of project-specific communications

<SUPPLIER> currently provides the following services for <Company>. (Please delete the appropriate services that are not applicable.)
	Service
	Contract date
	PO #

	Full Service and Single Service activities for clinical studies (project management, clinical monitoring, data management, patient recruitment, medical monitoring, and other services as required): <Insert regions/countries>
	
	

	Technical Service activities in imaging, laboratory, devices etc: <Insert service(s)>
	
	

	Functional Service Provider activities for <Company Function> in the following Countries: <Insert countries>
	
	

	Other Service provider activities (eg, IVRS, ePRO, Statistical programming): <Insert service(s)>
	
	

	(add/delete lines as appropriate)
	
	



[bookmark: _GoBack][bookmark: OLE_LINK1]The VOMP will be reviewed on an annual basis, at a minimum (more frequently if required), to identify whether updates to the document are required. The Governance Leads from both <Company> and supplier are responsible for maintaining and updating changes and revisions of appendices. Updates to the VOMP will be sent to the appropriate operational governance team for review. 


[bookmark: _Toc18594805]Governance and Oversight Communication Principles
[bookmark: _Toc18594806]Communication Principles 
· We will create a partnership based on mutual trust, respect and accountability
· Quality is the foundation and goal of all that we do
· We will communicate openly and honestly and will listen to one another
· We will create a team environment that values the contributions of individuals
· We will embrace innovative approaches that demonstrate nimbleness
· We will continuously share best practices and learn from each other
· We expect to interface in a seamless and efficient manner
· We will view ourselves as an extension of each other’s organization
· We will communicate proactively
· We will base escalation of issues on integrity and timeliness
· We will recognize the contributions of our partner and jointly celebrate successes
· We will take a team approach to risk management and work together to minimize risks and develop mitigation strategies

Effective communication is an essential element of a good working relationship. This section provides a guidance to consistent and regular communication between <Company> and <SUPPLIER> with regard to operational and strategic issues. The section describes methods/ pathway for issue escalation and resolution of conflicts between operational and strategic goals. 

These plans should not slow or obstruct regular interaction between <Company> and <SUPPLIER>. Instead, they should help to further a positive working relationship and enable growth by improving communication channels.

Note: In addition to the Governance teams interactions, the functional and Project Teams are responsible for communicating to their respective management, study or project-specific communication plan such as vendor oversight management plan. The plan should cover issues such as: 

· Project status
· Key points of contact details for both organisation. The contact information should include Organization Name, Name of the Person, Role , Location, Telephone, Email for Primary and Backup (refer to table xx)
· Data and performance quality
· Milestones, Timelines and Deliverables Review
· Personnel issues
· Resourcing needs
· System performance and issues
· Processing issues
· Performance review
· Protocol deviations 

[bookmark: _Toc18594807]Ground Rules for meetings
· Come prepared
· Cell phones and pagers to be on vibrate
· Communicate openly and honestly
· Honor people’s time 
· Start and end on time 
· Listen without interrupting
· Limit side conversations
· Come prepared to problem solve, not vent or blame
· Respect all opinions
· Appreciate that people on the phone need you to:
· Speak clearly near a microphone
· Refrain from rustling papers near a microphone
· Be specific – they can’t see to whom or what you are pointing
· Commit to decisions and follow up on action items
· Add off-topic items to a pending list
· Ensure delegate is briefed appropriately and empowered to make decisions

[bookmark: _Toc18594808]Communication and Escalation Plan 
[bookmark: _Toc18594809]Urgent / Important Communication
Email Communication deemed urgent and/or important must be noted as such in the subject line and should have the “importance flag” set to high.

It is crucial that all team members be thoughtful of those team members traveling and/or working in different time zones and they should adjust their mode of communication accordingly.

[bookmark: _Toc18594810]Travel and Vacations
<SUPPLIER> and <Company> teams will inform each other of all key personnel extended absences. To allow for proper resource planning, sufficient notice of a planned absence or change of a planned absence date and duration must be provided. Unplanned absences are to be communicated as soon as possible. For critical meetings that cannot be rescheduled the team member who is not available will provide an empowered delegate. <SUPPLIER> employees will follow the <SUPPLIER> <Company> holiday schedule. Holiday schedules for both companies will be communicated annually.

[bookmark: _Toc18594811]Issue Escalation and Resolution Procedure
Wherever possible issues should be resolved at the lowest level of governance i.e. the study or functional team. However it is important to have a clear escalation pathway agreed at the relationship level to firstly ensure issues are resolved promptly but also to avoid duplication or the risk that issues are overlooked when it is not clear who has the responsibility to make the final decision.
Issues should be discussed at the functional level and at the study/project team level before they are escalated to the governance teams. Project/study level vendor oversight management plan should be in place. The plan should provide clear issue escalation pathway and details of the contact information’s both parties. Teams are encouraged to identify issues proactively and come up with suggested resolution strategies. Any issue, or situation, which cannot be resolved by the Functional or Project Team, should be escalated to the Governance Leads and if appropriate can be discussed at the next OMT or at an ad hoc meeting.
[bookmark: _Toc18594812]Escalation Triggers
Events that may trigger escalation include, but are not limited to:
· Patient safety issues
· Potential regulatory violation
· Project status issues
· Timeline concerns
· Patient enrollment issues
· Quality issues
· Personnel and/or Legal issues
· Staff changes
· Resource requirements
· Changes in scope
· Communication issues
· System changes (scheduled & unscheduled)
· Damage to facilities or equipment that will affect <Company> property, data or performance of services
· Process standardization
· Efficiency
· Relationship issues

If personnel or legal issues are escalated, discretion should be used in the communication.

[bookmark: _Toc18594813]Escalation Rules for Raising Issues and Communicating Solutions
· All team members are charged with identifying issues proactively
· Any team member may raise an issue of concern at any time

Customize as appropriate

· Full Service/Single Service Projects: The <SUPPLIER> Global or Lead Project Manager and the <Company> Study Manager or Functional Lead (eg, Clinical Data Management) should have on-going communication to identify and avoid potential risk. This group will work together with their respective Managers and Functional Area Representatives, as appropriate, to determine the best course of action (eg. resolve at the project/study team level or escalate to the governance team) to manage the risk or issue
· Functional Service Provider (FSP): <SUPPLIER> FSP Manager and <Company> Functional Area Representatives should have on-going communication to identify and avoid potential risk. This group will work together with their respective Managers and Functional Area Representatives, as appropriate, to determine the best course of action to manage the risk or issue
· Technical/Other Service Provider: The <SUPPLIER> Project Manager and <Company> Study Manager/Functional Area representative should have on-going communication to identify and avoid potential risk. This group will work together with their respective Managers, Functional Area Representatives as appropriate to determine the best course of action to manage the risk or issue
· The affected <Company> and supplier parties will document communication of issues and their resolution
· An issue management system (IMS) may be used. The purpose of the issue management system is to document, track, trend and report issues to allow <Company> and <SUPPLIER> to identify best practices and process improvement opportunities.
· Documentation of issues in the issues management system occurs in parallel to the resolution process depicted below
· Documentation of the resolution should include:
· Date and author(s) of the plan
· Root cause analysis
· Impact analysis
· Corrective action plan
· Preventative action plan, as applicable
· Timeline(s) for resolution
· The lead responsible for resolution
· Where appropriate, a cost-benefit analysis

[bookmark: _Toc327451684][bookmark: _Toc18594814]Relationship Structure for Governance 
The below text is a customizable example. This whole section can be used as stand alone document called Governance Charter.
Governance is structured to create effective oversight of the <Company> <SUPPLIER>  relationship and may contain multiple tiers of oversight. The goal of the multiple tiers of oversight is to ensure collective success of the relationship and of individual projects. 
An example only (all in red) – please complete with your own <Company> details. It is a good idea to lay out the roles of each team in what can sometimes be a complex matrix.

There are typically operational and executive levels of oversight but in a smaller organization these could be merged. The critical part is to have a nominated Governance Lead for both organisations preferably independent of the study team(s).


· Executive Steering Committee (ESC)
· Operational Management Team (OMT)

Then either of the following:
· <Company Function> Functional Management Team (FMT) or
· Project Teams for Full Service/Single Service activities

Each team is accountable to the next level up for deliverables. The relationship between these groups and their responsibilities are depicted in the following figure:
















[bookmark: _Toc327451685]

[bookmark: _Toc18594815]4.1 Executive Steering Committee (ESC)

[bookmark: _Toc18594816]Roles, Responsibilities and Accountabilities
The ESC is responsible for providing strategic direction of the <Company> <SUPPLIER> relationship. This includes identification of key risks and development of mitigation strategies including:
· Service performance
· Capacity
· Capability development
· Internal infrastructure
· Defining/communicating upcoming needs across Company
· Proactively working with <SUPPLIER> to ensure alignment
· Evaluating new technologies to improve service and logistics
· Providing strategic direction for the OMT including the review and approval of high level operational issues escalated from the OMT and executive approval of issues with significant financial implications

[bookmark: _Toc18594817]Meeting structure
Meeting Frequency: 
ESC meetings will be conducted on a regular basis (freq to be agreed/determined) and as needed in case urgent issues arise. Define meeting duration if appropriate.

Participants:
Define list of people who should always attend. Ad hoc is also possible.
e.g. Head of Clinical Operations, Governance Leads, CRO Ledership 
Keep the core attendee list small and ensure the key decision makers are there and committed to the outcomes. You can add others in if there is a specific issue to discuss. See membership list in Appendix 1. 


Chairperson:
Company Governance Lead or Head Supplier Management 

Agenda:
May include, but is not limited to, the review of the following:
· Alignment of upcoming needs across <Company> with <SUPPLIER>
· Issue escalation and resolutions
· Review of KPIs at a relationship level
· Resourcing and change management
· Identification of key risks and contingency plans

Agenda will be circulated by the <Company> Governance Lead at least 2 business days before a teleconference and 3 business days before a face-to-face meeting.

For each ESC meeting, the OMT will update the ESC, in advance, on any current risks, or issues, and associated contingency plans. When appropriate, communication and/or decisions from the ESC meetings will be distributed to the OMT. 

Meeting Minutes:
Company Governance Lead or delegate will provide minutes to the ESC within 5 business days of the meeting. They should be kept to action items. The minutes of the ESC meetings will not be distributed to project team members. However, the Governance Leads from both <Company> and Supplier are responsible for debriefing the OMT group. Final agenda, minutes and related attachments will be archived by the Governance Leads as appropriate.

[bookmark: _Toc327451686][bookmark: _Toc18594818]<Company Function> Operational Management Team (OMT)

[bookmark: _Toc18594819]Roles, Responsibilities and Accountabilities
The OMT is the high-level management team responsible for operations within the <Company> and <SUPPLIER> relationship. This responsibility includes:

· Oversight of operational issues escalated from the FMT
· Assessment of resource requirements
· Design and monitoring of study/project level metrics, milestones,    timelines and quality
· Issue diagnosis, management and resolution, which includes the escalation of issues to the ESC where resolution is not possible at the OMT
· Presentation of new services or technical capabilities
· Responsible for ongoing evaluation of summary key performance indicators (KPIs), and resolution of any issues arising from KPI analysis. A complete table of KPIs will be maintained in a central repository.
· Monitor performance of the relationships and create efficiencies; propose for Executive level escalation as necessary.

[bookmark: _Toc18594820]Meeting structure
Meeting Frequency:
The OMT will meet by teleconference on a <insert frequency> basis (more frequently if needed). Face-to-face meetings will be conducted as agreed upon by the team. Define meeting duration if appropriate.

Participants:
Typically key operational staff from both <Company> and supplier will be core members of this group depending on the services involved and the structure of your organisation. Additional <Company> or <SUPPLIER> participants may attend on an agenda driven basis. Define membership list in Appendix. 

Chairpersons:
Company: Governance Lead
<SUPPLIER>: Functional Senior Leadership

Agenda: 
Prior to the OMT meeting, the <SUPPLIER> and <Company> Governance Lead will solicit input for agenda items from:
· OMT members
· FMT chair(s)

The <Company> Governance Lead (OMT Chairperson) will circulate the agenda to all members at least 3 business days prior to the meeting. Content will include, but is not limited to:

· Review of performance through summary KPIs
· Issue Management System
· Issue escalation and resolution
· Team relationships
· Study timeline concerns
· Standardization of services
· Resource and change management
· Contingency plans
· Contractual issues
· Hot topics 
· Highlight process improvements implemented
· Metrics and KPIs

Meeting Minutes:
Company OMT Chairperson or delegate will provide minutes to the OMT within 5 business days of the meeting. The minutes of the OMT meetings will not be distributed to project team members. However, standing OMT members are responsible for debriefing their functional area. Final agenda, minutes and related attachments will be archived as appropriate.

[bookmark: _Toc327451687][bookmark: _Toc18594821]<Company Function> Functional Management Team (FMT).
or Study Team in a Full Service Outsourcing model – these could be left out if you have this information covered in other study level communications plans
[bookmark: _Toc18594822]Roles, Responsibilities and Accountabilities
The purpose of the FMT is to provide functional management and oversight of the <SUPPLIER> functional activities, including functional issue resolution with escalation to the OMT as required. This responsibility includes:
· Review and discussion of upcoming timelines and deliverables
· Resource needs
· Training needs
· Monitoring of functional performance
· Ongoing review of key performance indicators
· Identification of issues and risks

[bookmark: _Toc18594823]Meeting Structure
Meeting frequency:
The FMT will meet <insert frequency> or more often as required. Face-to-face meetings will be conducted when possible as agreed upon by the team. FMT meetings will be approximately <insert #> hours in duration.

Participants:
See membership list in Appendix 1. Additional <Company> or <SUPPLIER> participants may attend on an agenda driven basis.

Chairpersons:
Company: Functional Lead
<SUPPLIER>: Functional Lead

Agenda:
FMT Chairperson will generate and distributed at least 2 business days prior to the meeting. The FMT Chairpersons will solicit input for agenda items from the meeting participants. Content will include, but is not limited to:
· Functional metrics
· Resourcing
· New studies
· Study timeline concerns
· Review of upcoming deliverables
· Training needs
· Issue management and escalation
· Relationship with study/ project teams

Meeting Minutes:
The <Company> FMT Chairperson, or delegate, will distribute minutes within 5 business days following the meeting. Final agenda, minutes, executive summaries, and related attachments will be archived by the <Company> FMT Chairperson in a central repository.

[bookmark: _Toc327451688][bookmark: _Toc18594824]Project Team (can be removed if you choose to cover the role of this team in study level documents)

[bookmark: _Toc18594825]Roles, Responsibilities and Accountabilities
A Project Team is often comprised of, Supplier Project Manager and key members of the <Company> Study Team. The Project Team is responsible for:
· Day-to-day project issues and ensuring agreed-upon timelines are met
· Quality of deliverables
· Issue resolution (which includes quality performance and resourcing issues)
· Planning and facilitation of regular teleconferences

[bookmark: _Toc18594826]Project Team Roles and Responsibilities
<SUPPLIER> Project Managers responsibilities include:
· Plan and control of project work
· Review and manage project scope, budget, schedule and quality of deliverables
· Identify and document study requirements
· Identify and manage project risk through a risk management plan in consultation with Company
· Identify operational issues and drive resolutions
· Coordinate project-specific training
· Report project status
· Contract and manage work with vendors (if this activity is within contracted scope)
· Maintain a project management plan, communication plan, a quality plan, a project timeline and other components to facilitate the conduct of Project Management activities

Company Clinical Program Operations Managers are responsible for:
· Coordinating <Company> oversight of all cross functional activities, including timelines, budget, and quality of deliverables, in studies/projects
· Serving as primary points of contact for the <SUPPLIER> Team Leads
· Managing performance to Global Development Team (GDT) objectives and expectations across the respective program

Company Study Managers are responsible, at a study level, to:
· Provide planning and oversight of project work
· Oversight of project scope, budget, schedule and quality of deliverables
· Identification of study requirements
· Oversight of operational issues and resolutions
· Project-specific training development
· Provide project status updates 
· Maintain a communication plan, a quality plan, a project timeline and other components to facilitate the conduct of Project Management activities

[bookmark: _Toc18594827]Meeting Structure
Face-to-face Meetings
Frequency:
Face-to-face meetings between the <SUPPLIER> and <Company> will be scheduled according to contracted scope of work.

Participants:
Project Team members from both organizations as needed per stage of study.

Agenda and Minutes:
Agenda will be circulated by Company, along with minutes from previous meeting, to attendees for input at least 2 days before meeting. Minutes will be made available within 5 business days after the meeting.

Content will include, but is not limited to, the review of the following:
· Project Progress
· Issues and Resolutions
· Contingency Plans
· Contractual Issues
· Lessons Learned

Teleconferences
Frequency:
<SUPPLIER> and <Company> Project Team teleconferences will be scheduled according to contracted scope (typically weekly or bi-weekly). Other teleconferences will be scheduled on an as needed basis.

Participants:
Project Team members from both organizations as needed per stage of study.

Agenda and Minutes:
Agenda will be circulated by Company, along with minutes from previous meeting, to attendees for input at least 2 days before teleconference. Minutes will be made available within 5 business days after the meeting.

Content may include, but is not limited to, the review of the following:
· Project Progress
· Issues and Resolutions
· Contingency Plans
· Contractual Issues
· Lessons Learned
[bookmark: _Toc327451693]
[bookmark: _Toc327451697][bookmark: _Ref159040934][bookmark: _Toc190240549][bookmark: _Toc190244582][bookmark: Appendix3][bookmark: _Toc18594828]Change Management
[bookmark: _Toc18594829]Key Staff Changes 
Refer to Master Service Agreement (MSA)/Master Outsourcing Agreement (MOA) terms for guidance on staff changes, if applicable.

Customize as appropriate
For Full Service work <SUPPLIER> will provide to <Company> a listing of the contact details (organizational chart) for all staff assigned to <Company> projects.

For FSP work <SUPPLIER> will provide a listing of the contact details for all staff assigned to <Company> projects.

This information will be housed in a central repository. Any changes to these contacts shall be communicate by <SUPPLIER> to Company.

<SUPPLIER> and <Company> will inform each other of all key personnel changes.

<SUPPLIER> will inform <Company> of <SUPPLIER> staff changes by notifying <Company> prior to the anticipated replacement or removal (preferably 2 weeks in advance) of the <SUPPLIER> staff member’s departure. If applicable, resumes will be provided to Company. A transition plan should be communicated to <Company> (preferably a minimum of 1 week in advance) but must be provided prior to the personnel transition.

[bookmark: _Toc327451698][bookmark: _Toc18594830]Changes in Scope 
Team members should contact the <Company> Study Manager or Functional Lead and <SUPPLIER> Global or Lead Project Manager to discuss potential changes in Scope of Work. These individuals will then work with the <Company> Contracts Manager and <SUPPLIER> contract manager to assess and complete any required changes to the contract.

<SUPPLIER> and <Company> recognize that it is important for the full cost of service work (including pass-through costs) to be considered prior to <Company> approving work.  <Company> must approve all work before it is begun by <SUPPLIER>, with the exception of changes impacting patient safety. For Full-Service studies, the <SUPPLIER> Global Project Manager and the <Company> Global Study Manager, along with the Function Area or Regional Representative are responsible for identifying potential changes in scope of work. Functional leads are responsible for single service contracts.

<SUPPLIER> will track the status and estimated cost (including pass- through cost) for out of scope changes. Out of scope changes may be requested by <Company> or by <SUPPLIER>. The <Company> Contracts Manager will communicate approvals and modifications to the out of scope change request to the <SUPPLIER> contracts representative for inclusion into the required legal document for execution. <SUPPLIER> can only initiate services upon contract execution. Significant issues impacting the timely resolution of contract issues should be discussed and resolved by the Project Team or escalated to the Operation level governance team if required.

[bookmark: _Toc18594831]Key Performance Indicators
Where possible these should be agreed in the VOMP. Very often KPIs and metrics are mentioned in the contractual agreement (or its attachments): if deemed appropriate the dedicated contract section can be referred to in the VOMP rather than reporting the data into it. Also, consider that the contractual agreement is legally binding, whereas the VOMP may not.
As a minimum you should decide what you are going to measure, how often they will be reported and who will be responsible for measuring and reporting each KPI. At the executive level they are likely to want to see indicators of the overall relationship rather than study or project level metrics which would be the focus of the study teams and the operational governance teams if there are issues.
In the “Tools - Performance & Relationship management” section of the PCMG sample metrics documents are available: 
Project/study level
· PCMG / EUCROF / PSI Biostatistics Metrics - sample Biostatistics Metrics table with input from Pharmaceutical Contract Management Group (PCMG), European CRO Federation (EUCROF) and Statisticians in the Pharmaceutical Industry (PSI)
· PCMG / EUCROF Outsourcing Dept Metrics - Sample metrics table to measure performance of an Outsourcing Department, built with input from Pharmaceutical Contract Management Group (PCMG) and European CRO Federation (EUCROF)
· PCMG / EUCROF CRO Metrics - Sample metrics table to measure CRO performance in a clinical trial, built with input from Pharmaceutical Contract Management Group (PCMG) and European CRO Federation (EUCROF)
Relationship level 
· PCMG / EUCROF CRO Performance Balanced Scorecard Template - A performance management tool, to enable both Sponsor and CRO to objectively measure joint performance of the partnership in clinical development. Built with input of Pharmaceutical Contract Management Group (PCMG) and European CRO Federation (EUCROF)
Examples:
Relationship level KPIs
	Metric (examples)
	Frequency
	Acceptable 
	Responsible

	Time - % of milestones met in the previous quarter 
	Quarterly
	Set an acceptable minimum so everyone is clear. 
	Decide who will track and generate the data

	Cost – Budget spend versus study progress is a useful metric for all types of deliverable and therefore vendor types
	
	Is there a trigger value for Change Orders? 
	
As above

	Quality – Number of major and critical audit issues found in the last xxxx (TBD)

Number of issues raised – consider classifying them 

% CRF pages with queries?
	Quarterly – decide based on the studies – long term or short term
	Is there an acceptable level or consider watching for a downward trend
	
As above



Functional Level KPIs
	Assurance of supply - Business
	Example Targets – review and bring in line with internal targets


	Staff experience e.g. CRA
	E.g. 80% of staff have greater than 2 years experience

	CRA travel ratio local vs non local
	e.g. 70% of CRAs travel less than 50 miles to sites

	Assurance of supply – Delivery
	

	Staff turnover rate


	e.g. less than 10% staff leave / off the project in a fixed time period



	Quality
	

	Percentage of required training completed and documented
	98%

	% CRA co-monitoring visits conducted on time
	85%


	Unintentional database unlock rate
	0


	Service
	

	EDC query answered by site and closed to data management within 4 days
	95%

	Average active and selected sites per CRA

	12

	Deliverables

	

	% of pages submitted by site < 15 days
	75%

	Query response time by site within 5 working days

	85%



[bookmark: _Toc18594832]Financial oversight 
<supplier> and <Company> should agree on financial oversight process e.g reports format and frequency 
[bookmark: _Toc18594833]SOP References
Refer to any SOPs that either the supplier or the <Company> have that impact the relationship e.g. code of conduct.
It is also worth mentioning how supplier personnel will be trained and how and how frequently training compliance will be checked.
[bookmark: _Toc18594834]Appendices
List or links to any reference documents e.g. (not limited to) 
Contact lists for all of the key staff  
full set of the applicable KPIs
list of applicable SOPs




Executive Steering Committee


 
Operational Management Team



Project Teams
(delete if not needed)



Functional Management Team
(delete if not needed)
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