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[bookmark: _Toc405810051][bookmark: _Toc405810823]PURPOSE
This standard operating procedure (SOP) describes the procedures required to manage a clinical research trial.  The project management plan (PMP) documents the overall plan for the conduct of the trial and forms the core reference for the study team participating in any given clinical trial.
[bookmark: _Toc405810052][bookmark: _Toc405810824]SCOPE
This SOP applies to all persons involved in conducting clinical trials.
[bookmark: _Toc405810053][bookmark: _Toc405810825]REFERENCES
[bookmark: _Hlk19534706][bookmark: _Hlk19535069]INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
[bookmark: _Toc405810054][bookmark: _Toc405810826]DEFINITIONS
Investigational Product (IP): includes any investigational medicine, medical device, complementary medicine, comparator/s or placebo that is to be used during the clinical trial.  This also includes all previously stated products if they have a marketing authorisation, when used or assembled in a way different from the approved form or different from the approved indication.
Investigator:  A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the investigator with overall responsibility for the conduct of a study at one or more sites.
[bookmark: _Toc405810055][bookmark: _Toc405810827][bookmark: _Toc405810056][bookmark: _Toc405810828]APPENDICES
Appendix A- Project Management Plan Contents Checklist
[bookmark: _Toc405810057][bookmark: _Toc405810829]PROCEDURE
Overview
At the outset of any study, it is essential to establish how all activities of the study will be conducted.  Once agreed, these activities will be documented in the project management plan (PMP) which, along with other study documents such as the protocol and investigator’s brochure (IB), will form the core reference and guideline for all persons involved in conducting the study.
A checklist of the contents to be covered by the PMP is found in Appendix A and should be used to assist PIs in ensuring full and efficient management of clinical studies.
Development and Management of the PMP
The PI is responsible for developing the PMP and ensuring that all investigational sites conduct the trial according to the PMP.  
The PI will document all activities relating to the trial conduct in accordance with the applicable sections of the PMP (Appendix A).  Sections not required may be annotated accordingly.
The PI may seek input from appropriately experienced and qualified study team members.
The PMP must be finalised prior to the enrolment of the first trial subject.
Approval and Distribution of the PMP
The PI will distribute the draft PMP to the participating investigational sites for review and comment.
The PI will revise and finalise the PMP accordingly. 
The final PMP will be signed by the PI, and distributed for implementation as soon as it is finalized. 
All study team members will complete the PMP receipt. 
Revision of the PMP
The PMP may be revised during the study period.  
[bookmark: _Toc405810059][bookmark: _Toc405810831][bookmark: _Toc405810067][bookmark: _Toc405810839][bookmark: _Toc405810090][bookmark: _Toc405810862][bookmark: _Toc405810103][bookmark: _Toc405810875]Revisions will be drafted, finalised, approved and distributed as sections 6.2 – 6.3 with subsequent version numbers and version dates updated on the cover page.
Filing
All final plans and plan receipts will be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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SUMMARY INFORMATION
	Protocol/Study Number
	

	Protocol Title
	




DOCUMENT CONTROL
	Principal Investigator
	< Name, Title >

	Signature


Date
	


<DD MMM YYYY>

	PMP Version
	Version  <  >  Date < DD MMM YYYY or New>




DOCUMENT HISTORY
	PMP Version Number 
	Effective Date

	1
	<DD MMM YYYY>

	< > 
	<DD MMM YYYY>




PROJECT MANAGEMENT PLAN RECEIPT (file completed forms in TMF)
	

I  ______________________________ acknowledge that I have read and understood the Project Management Plan and will conduct the study accordingly.






Signature									Date





APPENDICES to PMP (List All Key Documents)
	Appendix Number
	Appendix Title
	Electronic File Location

	1
	e.g., Project Team
	

	2
	e.g., Data Management Plan
	




	Activity
	Required Content

	Timeline Plan
	Include details here or append a study timeline plan.

	Anticipated Start and End Date
	Anticipated date of first and last trial activity.

	Project Duration
	Anticipated project duration.

	Number of Investigational Sites
	Number/names of sites and locations.

	Number of Subjects to be Recruited
	Detail total number of subjects to be recruited.

	Key Personnel and Contact Details
	List all companies (CROs, consultancies etc.), key site personnel with full contact details such as addresses, phone/fax and email, title and role in the project. This may be attached as a table as an Appendix to this PMP.

	Organogram and Communication 
	Provide an organogram showing relationships and communication channels between all key personnel. 

	Communication Requirements
	Detail specific communication requirements including communication with HREC, other sites etc., planned meetings, distribution of minutes etc.

	Trial Master File - Investigator
	Detail who is responsible for maintenance of the TMF, specify location.  Define management & applicable processes over and above process detailed in applicable SOP.

	Electronic Filing
	Detail the electronic filing, both within email systems and hard drives. 

	Study SOPs
	List of SOPs to be utilised by the study

	List of Forms Required
	List all non-SOP related forms that are anticipated as being required to be developed (and by whom). Clearly indicate where, when, whom and how such forms should be used.
Blank copies of all forms used in the project must be included as appendices to the PMP.

	Quality Control (QC)
	Detail QC processes that will be followed, such as frequency of review of project files, etc.

	Audit/Clinical Review Plans
	Detail here any planned or anticipated audit expectations.

	Ethics and Local Governance Submissions
	Document who is responsible for development; including review and approval process, including any sign off and receipt and submissions.

	Protocol
	Document who is responsible for development; including review and approval process, printing requirements and distribution, including any sign off and receipt procedures.

	Protocol Amendments
	Document who is responsible for development; including review and approval process, printing requirements and distribution, any sign off and receipt procedures.

	Investigator Brochure (IB)
	Document who is responsible for development; including review and approval process, printing requirements and distribution, including any sign off and receipting.

	Case Report Form (CRF)
	Document who is responsible for development; including review and approval process, printing requirements and distribution, including any sign off and receipt procedures.

	Informed Consent Form
	Document who is responsible for development; including review and approval process, printing requirements and distribution, including any sign off and receipt procedures.

	Site Selection And Approval
	Document who is responsible for site approval prior to the inclusion of other sites.  Detail any specific requirements/expectations over and above process detailed in the applicable SOP.

	Protocol Violations
	Define how protocol violations will be recorded.  Append any required forms to this PMP and describe how they are to be used.

	Training
	Detail any study training required eg SOPs, EDC.  Specifically detail training expectations for new site staff (replacement staff, new staff, etc.).


	Site Initiation 
	Document any additional requirements to the Site Initiation SOP.

	Site Monitoring
	Study monitoring plan: document a timeframe for external monitoring
site visit report templates
site monitoring report review process and expectations.

	Vendor Management
	Define what vendors will be used for the study and who will be responsible for their management.eg. laboratory, EDC

	IP Management
	Detail the process to be followed for 
· Ordering, receipt and shipment process.
· Receipt and inventory of supplies
· IP labels
· IP accountability
· IP storage
· IP destruction.

	Study Specific AE/ SAE Management
	Define study specific requirements for both serious and non-serious events if not detailed in the protocol.

	Study Progress Tracking and Reporting
	Study trackers
screening/enrolment/randomisation
protocol deviations
SAEs
Format, frequency

	Medical Review and Reporting
	Define process and management.

	Site Closure Process
	Document any additional requirements to the Study Close-Out SOP

	Archiving
	For TMF, define what will be archived and what (if anything) may be destroyed.  Determine location of archive.

	Data Management
	Include details here or append data management plan.  

	Biostatistical
	Include details here or append biostatistical analysis plan.  

	Clinical Study Report Writing
	Include details here or append clinical study report writing Plan.  
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