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This is procedure manual one of a series of three and contains all procedures related to the start-up and close out of trials. The procedures covered in this set of three manuals cover all procedures specifically related to coordinating trials within Canberra Health Services (CHS). They should be used in conjunction with general CHS policies and procedures to effectively conduct trials. 

This procedure manual covers staffing, human resources, meetings, equipment management and team processes.
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[bookmark: _Hlk63066391]The Procedures laid out in this manual apply to the conduct of trials (drugs/devices/observations), registries and biobanks. Throughout the Procedure these activities will be referred to under the umbrella term ‘trial’. This manual provides guidance which should be followed, unless a different procedure is to be used as detailed and justified in the trial protocol and agreed by the Sponsor/Co-Sponsor. 

This manual applies to all staff directly involved in trials at CHS including, but not limited to: 
· Sub-Investigators/Co-Investigators
· Research Nurses
· Study Co-ordinators 
· Trial Assistants 
· Trial Pharmacists.

This manual also applies to CHS staff associated with, but not directly involved in the trial including, but not limited to: 
· Medical Officers
· Specialist nurses
· Laboratory staff
· Radiologists
· Support staff.
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The purpose of this Procedure is to outline the requirements for inducting and orienting staff into a clinical trials position at Canberra Health Services (CHS).

The purpose of the induction (local) and orientation (CHS global) programs is to help clinical trials employees settle into their position/role and broader organisation.

Induction is a structured and supportive method of introducing a new staff member to the clinical trials environment (more localised focus).  

Orientation is a structured method of introducing a new staff member to CHS (more global focus).

Good induction/orientation processes contribute to - staff retention, reduced costs associated with staff turnover, job satisfaction and productivity.
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This Procedure applies to the Clinical Trials Manager, Hub (CTMH), and all other staff within the trial environment.

It is the responsibility of the CTMH to ensure that all new staff to the trial environment have successfully completed the Orientation Program conducted by CHS Staff Development Unit and the specific clinical trials Induction Program managed by the CTMH.

It is the responsibility of incoming staff to complete these above-mentioned programs as quickly as possible.
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Orientation and Induction Programs are mandatory requirements.

The CTMH must ensure successful completion of these programs within a reasonable timeframe.  Completion documentation must be maintained on the staff members Personnel File.
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1.1 What is an Induction
· Induction is a structured and supportive method of introducing a new staff member to the clinical trials environment.
· It communicates the strategic directions, policies and procedures to new staff and includes an introduction to their role and their immediate work area. It is also a means by which information and resources are provided to new staff in a timely manner.
· Induction at CHS (trials environment) should provide the new staff member with:
· a thorough explanation of their role and responsibilities (referring to their position description);
· an understanding of their supervisor's expectations;
· an understanding of where their job fits into their immediate work area, their Division/Branch and the CHS more broadly;
· an explanation of the probation process;
· attendance at relevant CHS orientation programs and related events;
· access to CHS Capabiliti module (training related system);
· occupational health and safety information (including identification of any OHS training required for the role);
· an introduction to key colleagues in the work area;
· an introduction to colleagues who can provide support and advice (i.e. administrative staff, HR staff, mentor)
· an appreciation of CHS expectations with respect to professional behaviour;
· guidance on where to find CHS policies and procedures – including the trials Digital Library.
· Staff induction is only conducted once i.e. the commencement of duty in the new employment area.

1.2 Why provide an induction?
· Commencing a new job can be a daunting process. There are new people to meet, new systems and policies to understand, and a job to perform. The transition to the new workplace is made easier and more effective for both the individual and CHS Clinical Trials if there is an effective induction process in place.
· CHS Clinical Trials is a large and complex organisation. Even if a new staff member has come from another CHS area, all workplaces are different, and roles across CHS differ greatly. All new staff need, and deserve to be introduced to their new job, their workplace and CHS Clinical Trials, in a structured and supportive manner.


1.3 Who provides an induction?
· Under the Hub and Spoke model, the CTMH is responsible for inducting new trials staff into the organisation.  The CTMH has an Induction Checklist which is used to guide and complete the standardised induction process.
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2.1	All new employees of CHS are required to attend the CHS Orientation Program within the first month of commencing their employment. Booking to this program can be made via Capabiliti.
2.2	The Staff Development Unit provides a monthly Orientation Program for all new staff across all areas, services and employment categories within CHS.
2.3	The program covers some Essential Education requirements including Fire, Emergency and Security training and Infection Control. Staff are provided with the Workplace Induction Pathway to complete in their workplaces within the first six weeks of commencement (this is in addition to the Induction Program outlined in Section 1 above). Booking for these programs can be made via Capabiliti
2.4	Participants are introduced to:
· The Chief Executive Officer (CEO) and CHS as an organisation including our culture and core values.
· An outline of the structure and governance of the organisation.
· Summary outline expectations and responsibilities of our employees including confidentiality, privacy, priority on patient safety and accountabilities.
· The ACT Health and CHS intranet and where to locate important key policies and procedures, for example; Acceptable Use of IT Policy, Child Protection Reporting, Public Sector Management Code of Conduct.
· Staff safety, injury prevention and other workplace safety requirements.
· Staff health including hand hygiene and immunisations.
· Fire, emergency and security awareness.
· Direction for completing essential education.
2.5	These monthly orientation programs are held in the Auditorium of Canberra Hospital and address all new staff members each session.
2.6	Participants must register via Capabiliti and sign into the program at a front desk inside the Auditorium foyer.
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Good Clinical Practice (GCP) stipulates that each member of the trial team be ‘qualified by education, training and experience to discharge his/her role in the study’. The Investigator is responsible for supervising any individual or party to whom they have delegated tasks at the trial site.

The purpose of this Procedure is to outline the requirements of a Curriculum Vitae (CV) as it applies to a trial run at Canberra Health Services (CHS).
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The Principal Investigator (PI) is responsible for ensuring all supporting documentation for staff on the trial team is current and available for inspection by any relevant body. 

It is the responsibility of the study sponsor to ensure that the Principal Investigator (PI) and other key researchers have the necessary expertise and experience to successfully conduct proposed trials.

It is the responsibility of all trial staff to maintain and update their own CV records.

Note – New staff should ensure their CV contains their new affiliation with the trials unit when adding it to study folders.
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Must accord with International Conference on Harmonisation Good Clinical Practice (ICH GCP) E6 R2.

An Abbreviated Curriculum Vitae (CV) from TransCelerate can be used is lieu of a full CV.

[bookmark: _Hlk27571103]Must be read in conjunction with Manual 3 SOP 03 - Professional Development Requirements (GCP etc.).

Note – CV’s must be updated, signed and dated every 2 years.  
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All Canberra Health Services (CHS) trial staff that work on trials must prepare a Curriculum Vitae (CV), using either a full version CV or the TransCelerate template (refer template in Digital Library). 

CVs include extensive information on clinical experience, relevant training, skills, academic and research background, including teaching experience, degrees, research, awards, publications, presentations, and other achievements.

Note - A resume is not acceptable for the requirements of being a record of education, training and experience of trial staff.

The signed and dated CV must be filed in the relevant Investigator Site File(s), digital shared trial folder and their personal training record.

Trial staff CV’s must be updated every 2 years.
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It is the responsibility of the PI to ensure that all documentation, including CV’s, associated with trial staff is current.  This responsibility can be delegated to another trial team member.

As many trials run across numerous years (even decades), it is not uncommon for trial staff to be required to update their CV’s multiple times throughout the life of the trial.

The most efficient and effective tool for managing CV currency is through a digital calendar.  The following procedure should be followed:
1. Request initial CV;
2. Check to ensure that document is signed and dated;
3. Record a reminder for the staff member to update the CV within the calendar – 2 years (less one month) from the date of signing this initial CV;
4. On receipt of new, updated CV, file in the relevant Investigator Site File(s), digital shared trial folder;
5. Move outdated CV (s) into archive – DO NOT DESTROY.
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Good Clinical Practice (GCP) stipulates that each member of the trial team be ‘qualified by education, training and experience to discharge his/her role in the study’. The Investigator is responsible for supervising any individual or party to whom they have delegated tasks at the trial site.

In order to provide evidence of compliance with this requirement to regulatory authorities, records of research team experience, education and training are required. The maintenance of up to date training records provides a means of demonstrating the adequate training and experience of trial staff involved in the conduct of clinical trials.

The purpose of this Procedure is to outline the procedure for documenting training undertaken by trials staff.
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It is the responsibility of the study sponsor to ensure that the Principal Investigator (PI) and other key researchers have the necessary expertise and experience to successfully conduct proposed trials.

It is the PI’s responsibility to ensure that the staff members who work on their trials have the necessary expertise and experience in order to successfully conduct proposed trials.

Investigators are also responsible for managing the training and development of the trial staff they employ and supervising their role in a research project. These duties can be delegated to other members of the trial team but must be noted in the Delegation and Signature Log (Manual 1 Procedure 12 – Delegation and Signature Log), which must be filed in the Investigator Site File (ISF).

It is the responsibility of trial staff to maintain and update their own training records. Personal education and training folders are provided to every member of staff and staff are expected to attend all relevant training provided as well as maintain their own training logs. Training records must also be electronically filed within the shared drive.

Each member of staff in clinical trials is provided with a Competency Framework specific to their role. All staff are expected to demonstrate evidence of their ability to work to these competencies and this will be evaluated at yearly performance reviews, and on an ongoing basis to support staff training, education and development.


This Procedure applies to Principal Investigators (PI), Trial Coordinators and any other member of the trial team.
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1. Procedure

0. General
The training and development of staff are the on-going responsibility of the Manager Clinical Trials. 

All Canberra Health Services (CHS) trial staff that work on research studies must prepare a Curriculum Vitae (CV), refer to Manual 2 Procedure 2 – CV Management for information on how to prepare a CV.

All CHS trial staff working on trials involving investigational products or techniques must complete ICH GCP training. GCP certification completed using pre-recorded training videos, slides or self-directed online learning is valid for two years unless otherwise stated on the certificate. GCP certification completed via face to face or live online training session is valid for three years. GCP certification for all staff must be documented in the relevant Investigator Site File(s). All GCP training must be TransCelerate accredited.

Relevant trial-specific team training should be recorded on the training log (refer Digital Library for template) and filed in the Investigational Site File, in order to provide evidence of protocol specific training and continual professional development. The PI is responsible for ensuring all staff involved in a trial receive regular and timely protocol-specific training and supervision for their participation in the trial.

Senior research staff are required to utilize the CHS Clinical Trials Hub Competency Framework for Clinical Research staff to conduct an annual performance review in order to highlight areas requiring professional development and training.

0. Setting up and Maintaining Personal Training Records
Responsibility for the set-up and maintenance of a training record file lies with the individual. The relevant unit manager is responsible for ensuring the training record file is established and reviewed on an annual basis.

0. Content of Personal Training Record file
The personal training record file (hard copy and electronic) must contain the following documents as a minimum:

· CV – current CV (TransCelerate CV Template) which contains evidence of education, training, qualifications and experience to date. Some evidence of the level of experience in trials should be indicated e.g. numbers, phases and therapy areas of trials and any research training should be listed. The CV must also be signed and dated.
· Job description – current job description. Dates in position should be annotated on the job descriptions if not mentioned on CV.
· Training record logs – current and previous training record logs. These are on-going, cumulative lists of external and internal training received whilst in position. They must list all training undertaken which enables the individual to competently perform their job and the duties delegated to them in a trial. As a minimum the training record log must document the following: all GCP or other professional training received through official courses or 1:1 coaching (e.g. informed consent), job shadowing, attendance at investigator or other trial related meetings/conferences, e-learning modules completed, relevant scientific articles or books read. The training record log must be maintained in paper form and electronically. 
· Certificates of course attendance and agenda of courses/meetings.
· Details of any relevant training conducted prior to appointment, which is not listed in the current CV.

0. Creation, Updating and Archiving of Training Records
The following process will be used for the creation, updating and archiving of training records:
· Within two weeks of starting in a position with clinical research responsibilities, the individual will create a training record file containing the items listed above. This will include a copy of their current CV, which has been updated to include their current appointment.
· The training record log should be maintained on an on-going basis.
· The training record file should be checked for completeness at least annually. Items to be checked are that CV and job description do not require updating, copies of all certificates, etc. are present.
· The Manager Clinical Trials will review training records and competency framework at least annually to ensure completeness and also to identify any future training requirements. This may need to be more frequent for individuals new to research depending on their individual requirements. 
· Whilst it is recognised that when an individual leaves their position they will wish to take their training records with them, a photocopy of the records should be retained in case of a future audit or inspection. The date of leaving should be added to the CV and the copy of the records kept in the departments training records archive file in the relevant manager’s office. These training records should be kept until they would no longer be required in the event of an audit or inspection.
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The Competency Framework for Clinical Research is a flexible framework which lists all the competencies that should be demonstrated by a trial team to carry out a successful trial. The framework can be applied to any research study, regardless of the size of the team, place, disease focus and type of research. 

The framework can be used to plan staffing requirements for a trial, to carry out appraisals of staff, to guide career development, and to create educational curricula for research staff.

Refer to the Competency Wheel diagram below.
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	[bookmark: _Toc82969233]Procedure 4 – Record Keeping



The purpose of this Procedure is to ensure that trial records in all formats (e.g. word processed documents, spreadsheets, presentations, databases, email etc) are managed and maintained in accordance with the legislation and with the Territory Records Office Guideline No. 6 – Digital Records and the Territory Records Office Principle 5: Protect Principle and Good Clinical Practice (GCP) Guidelines.

There are three types of records:
Trail folders – documentation regarding the clinical trial not relating to participants. E.g. administration records related to approval of the trial.
Participation clinical trial folders – hardcopy documentation of the participant of a clinical trial.
CHS Clinical records – records relating to care of CHS patient by CSH staff.
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This Procedure applies to Principal Investigators (PI), Trial Coordinators, Clinical Trials Hub team, and any other member of the trial team.

It is the ultimate responsibility of the PI to ensure that their delegated trial staff are adequately trained in record (digital and hardcopy) keeping and that they conform with this Procedure, CHS policy and Territory Records Office guidelines.
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PI’s and trial team members must comply with ACT Government minimum requirements as set out in this Procedure.

The preferred method of record keeping is digital format.

Staff should be aware that, as per the Epidemiological Studies (Confidentiality) Act, they must not to provide copies of any trial records/files to anyone unless authorised to do so by the Clinical Trials Manager.
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[bookmark: _Hlk38954046]1.1	The Territory Records Act 2002 requires all ACT agencies to make and keep records of their business activities. Digital and hardcopy records are evidence of the day-to-day business activities and decisions of the ACT Government. They are subject to legislation such as the Territory Records Act 2002 and the Freedom of Information Act 1989 and to legal processes such as discovery and subpoenas. Hence, records made or received by clinical trials or its officers, in the course of official duties, are Territory records.

1.2	Digitally generated records (such as those produced by electronic office applications) need to be captured and managed in their original format to manage the content, context and structure of those records for ongoing business use. 

1.3	A digital record is simply one form of record. Digital records are records that are communicated and maintained by means of electronic equipment. It is a record in electronic form.  It may include, among other things, audio and video records that have been captured in electronic form, such as audio cassettes, CDs, VHS video tapes and DVDs. It includes electronic records in digital or analogue form, and/or records originally captured in analogue or paper form that have been converted to digital form.

1.4	Once a record of any sort becomes a digital object, it is treated as a digital record for records management purposes, regardless of content. Generally, the management practices for digital records will parallel the management practices for records in other forms. 

1.5	All records created or managed by CHS information systems (or Shared Services) are the property of the ACT Government and not of the individuals that generated them. This includes information and records transmitted through CHS messaging systems. Both the ownership of records and the records management responsibility legally remain with the agency responsible for the function.  

1.6	These factors mean that measures need to be in place to manage records for as long as needed, especially for those that have ongoing value to CHS, the Government and the community. Just as with records in other formats, digital records of ACT Government agencies are the responsibility of the agency that is responsible for that function for the duration of their existence.
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2.1	CHS (and trial units) creates and receives records in digital format as a routine part of conducting business. It is the content, context and structure of the digital object, which makes it a record.  Purpose-built electronic recordkeeping and document management systems (ERDMS) and similar products enables CHS to store and manage digital records in their original digital format for as long as required.

2.2	Maintaining digital records in digital form: 
· Supports routine electronic work processes; 
· Saves the costs and other overheads of physical storage; 
· Facilitates the use, re-use and sharing of information; 
· Enables the secure storage and management of the records; and 
· Means there is only one source of business information. 

2.2	To adequately maintain digital records in digital form, trial units must ensure that:
· Each trial is incorporated into a shared folder/drive within the formal CHS computing system;
· Staff are trained on the use of the shared drive and the numbering and naming protocols required for ease of filing, tracking and transparency;
· Record classification systems must be established and applied at all times;
· Where necessary, digital records must be saved in PDF format so that alterations cannot be made to the original document; and
· Only authorised personnel must be granted access privileges to digital records.

2.3	Not all digital records were originally created in digital form. Examples include digital records that are created by means of a digital scan of a paper document or an analogue media tape. In these cases, the original record is the paper document or analogue media tape. 

2.4	For operational reasons, a trial unit may decide to convert non-digital records to digital format.  It is the responsibility of the converting staff member to ensure that the conversion of a record from non-digital to digital format is undertaken in a way that ensures that the digital record being created is as accurate to the original record as is reasonably technically possible at the time of conversion in terms of content, structure and context. Any loss of accuracy is to be minimised.  

2.5	The benefits of standardised digital record keeping systems include: 
· Improved compliance with recordkeeping and other business and statutory requirements; 
· improved processes such as workflow and action tracking; 
· Improved ability to locate and access information; 
· Improved accessibility to digital records in a controlled manner; 
· Protection of sensitive information using security levels, permissions and access controls; 
· Classification and contextual linkage of digital records to paper-based records; 
· Preferred record keeping system of ACT Government.
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3.1	Within the framework of the ACT Government records management policy (Territory Records Office Standard No 1 – Records Management Programs), the Clinical Trials Hub is responsible for developing recordkeeping strategies, practices and systems for all CHS trials units.  These will address both hardcopy and digital records.

3.2	Clinical trials units must ensure that the information in their records continues to be accessible in accordance with the Freedom of Information Act and the Territory Records Act 2002.  They must also ensure the safekeeping and proper preservation of records. 

3.3	External providers, contractors or any other person involved in any way with the records of trials must be subject to policies and procedures governing the creation, management and preservation of digital records that will ensure that all aspects of trials recordkeeping responsibilities are met. Usually, external providers and contractors will be subject to the same policies and procedures governing the creation, management and preservation of digital records as CHS staff. In addition, the provider’s systems should be compatible with those of the CHS in order to facilitate transfer of digital records back to CHS at the conclusion of the contract. Alternatively, some other method for data and object conversion and/or migration should be agreed. Appropriate provisions must be incorporated into agency/provider contracts.  

3.4	Relevant email correspondence also forms part of CHS digital records.  Such emails are to be permanently recorded and stored in one of the following ways:
· Depending on system programs available, the email must be immediately converted into a PDF and then filed appropriately within the shared folder/drive; or
· The email must be printed, scanned into the system and filed appropriately within the shared folder/drive. 
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4.1	The PI or delegate must ensure that: 
· where a PI or delegate is using their own electronic CRF documents or other digital templates/systems, changes and amendments should be tracked, and version dates (and numbers, depending on the degree of change) should be altered to reflect the changed data. An explanation of the changes should be added in the footer or noted in a record of changes (ICH GCP 5.5.3). 
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[bookmark: _Hlk30498445]5.1	Trial documentation (including digital documents) must be maintained as indicated below:
· For short term research projects, that are for assessment purposes only (e.g. research projects completed by students), retention of research data for 12 months after completion of the project may be sufficient;
· For trials, data must be retained for a minimum of 15 years for adult studies or 25 years for paediatric studies after formal notification is received that all study procedures are completed, and the study is closed;
· For areas such as gene therapy, research data must be retained permanently (e.g. patient records).
· For legal reasons, sites may consider indefinite archiving periods. 

5.2 Shared Services ICT is the custodian of ACT Government digital records. Private archiving arrangement are not permitted.
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6.1	Trial Folders

6.1.1	Standardised CHS stationery folders must be ordered and created for each trial conducted.  These folders must be A4, 2-ringed, lever arch; with clear spine label slot.  Each trial must be made up of a single colour binder.

6.1.2	Folders must be divided according to the set contents listing provided by the sponsor.  Where the sponsor does not provide such a contents list (e.g. collaboratives) a standard contents list must be developed by the PI or their delegate.

6.2 	Environmental control

6.2.2	Records storage areas must meet the following minimum requirements: 
a. Storage areas must be away from areas of environmental risk e.g. chemicals, water pipes, garbage; 
b. Storage areas must be well ventilated;
c. Temperature and humidity should be monitored, to provide early warning of potential damage such as mould. Humidity should not exceed 60% RH due to the risk of mould growth. Where possible archive storage should be air-conditioned, or have passive temperature and climate controls to ensure that temperature and humidity remain relatively constant; and 
d. Storage areas should be cleaned regularly, and checked at least twice a year for insect or mould infestations.

6.3	Offsite Storage

[bookmark: _Hlk38957130]6.3.1	All trials hardcopy documentation is the property of the ACT Government.  As such, hardcopy documents will be stored offsite with the Act Government records storage facility – refer Australian Capital Territory - Territory Records Office - Guideline for Records Management Number 7 – Physical Storage of Records - https://www.territoryrecords.act.gov.au/__data/assets/pdf_file/0005/472703/Guideline-No-7-Physical-Storage-August-2008.pdf 

6.4 Security 
a. Hardcopy records must always be secure.  Storage areas should be secure, with limited and controlled access; and, 
b. Storage areas should be connected to a fire alarm, and have fire extinguishers to hand. Sprinkler systems should be fitted where possible.

Refer to Manual 1 Procedure 15 – Archiving for instructions on archiving trials documentation.
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7.1	In the first instance (you may be referred to Shared Services ICT), contact Health Information Services (HIS) (email to CHS.HIS@act.gov.au or phone 5124 2124, to verify applicable retention periods. Territory Records Office (TRO) approval is required prior to any record destruction.  Describe the date range of records, format and volume of records intended for sentencing/destruction.

7.2 Carry out the appraisal and sentencing of records, i.e. determine from the Records Disposal Schedules which records can be disposed of, under what class and at what time.

7.3 Ensure that no restrictions to destruction apply including:
a. Current or known pending litigation (confirm with the Insurance and Legal Liaison Unit CHS.ILLU@act.gov.au or 5124 9548 )
b. Records subject to a TRO Records Disposal Freeze (check the TRO website http://www/territoryrecords.act.gov.au/recordsadvice);

7.4 Assist HIS to complete a formal Notification to TRO of Records Destroyed form with a listing of all sentenced records; and 

7.5 Following TRO approval, ensure the records are securely destroyed. 
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Version control ensures that amendments to documents are tracked and verifiable and that the correct version of a document is in use according to the relevant ethical, regulatory or local approval.

This Procedure provides guidance on the version numbering and amendment of documents used in the administration of any trials at Canberra Health Services (CHS) and complies with the principles of Good Clinical Practice (GCP).
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This Procedure applies to all staff who create and edit documents.
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As part of version control, documents should be subject to:
· Approval prior to use;
· Review and update as necessary;
· Identification as either draft, approved or superseded; and
· Restricted access ensuring only the currently approved version is in use and obsolete versions are clearly identified and removed from circulation. 
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1.1 [bookmark: _Hlk29385453]Version numbering
The following procedure is to be applied when allocating and tracking document versions:
· All draft documents will be initially numbered Version 0.1.
· After each revision the number to the right of the dot point increases by 0.1 (Version 0.2, 0.3 etc). 
· When the document is authorised, the number converts to Version 1.0 and the document is published.
· Once published the number to the right will increase with each minor amendment approved (Version 1.1, 1.2 etc).
· A full review of a document will result in the number to the left of the point increasing by 1 and the number to the right of the dot point returning to 0 (Version 2.0, 3.0 etc).
· There may be circumstances when a document may require immediate and significant change, such as to comply with new legislation or other external factors. In these circumstances, a change from say Version 1.3 to Version 2.0 will need to be made in order to show that the new version is a major revision from the previous version.
· Every draft document must be watermarked with ‘Draft’ across every page.

Use a unique version number to distinguish one version from another. Use this procedure for all documents where more than one version exists or is likely to exist in the future.

Refer Version Control Flow Chart in Section 2 below.

1.2 Document footer
Include the version number on the document itself. In all internal compliance related documents, the version control number is to be indicated in the footer section. The version number is to be updated after each amendment.

1.3 Document naming convention
· Always add the date and new version number to the footer when any changes are made to the document.
· The word ‘Draft’ must be added to the file name (title of the document) to indicate the status of the version.
· Avoid the use of full stops in file names: use underscores, commas or dashes instead.
· To save files chronologically, save with the date in the file name, (and add the time if needed) - e.g. 1:30pm on 5th August 2020 would be written as “05Aug2020 1330”. To record the identity of the member of the team amending a file add their initials to the end of the file name. 

1.4 Read-only option
· To reduce the likelihood of one version being overwritten with another, use the ‘read-only’ tag. Applying the ‘read only’ tag will prompt users to save the document with a new version number if they make any changes to the original document.
· Use this procedure for finalised documents where loss of the original would be problematic e.g. clinical study participant documentation.
· To add a ‘read-only’ tag to your document:
· On your computer screen, navigate to your document.
· Right click mouse on the document name and select ‘Properties’.
· On the ‘General’ tab check the ‘Read-Only’ box.
· Select ‘Apply’ and then ’OK’.

1.5 PDF option
· If you are not keeping an editable version, a PDF (Portable Document Format) copy of the document can be created. The creation of these files will involve different methods dependent on which computer systems you may have. If help is required, please contact the IT department of Shared Services for advice.

1.6 [bookmark: _Hlk29386022]Document Tracking
· For regulatory requirements, it is necessary to keep track of document changes to show when and which changes were made. This can be done by a version control/history table or a saved ‘tracked changes’ file.
· A ‘track changes’ file can be created for every new version by using the ‘Track Changes’ option found on the Microsoft ‘Tools’ menu bar. This shows all changes that have been made to the previous version.

Note: The ‘tracked changes’ option must be selected prior to making the changes in order for them to be recorded. This document should be saved and filed in the same folder as the document concerned.
· Ensure that ‘track change’ information is removed from the final version of the document.
· An alternative method is to use a table which is updated each time a change is made to the document, with the answers to the following questions:

· What is the new version number?
· What was the change?
· Who made the change?
· When was the change made?
· The table can either be included at the start or end of the document, e.g. as in SOPs, or it can be created as a separate document and filed in the same folder as the document concerned.

1.7 Document distribution
Where documentation must be distributed away from a central location, this is to be conducted systematically and formally with the recipient required to acknowledge the receipt of a new document version and that old versions have been discarded. A read reply email is to be sent notifying staff of when version updates occur.

1.8 Document approval

Revisions to documents must be approved by a delegate or formalised governance committee.
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Version Control



Document Date
Date the document is created or revised is identified on the first page and is incorporated into the footer of the document and appears on every succeeding page.



Version Number
Current version number is identified on the first page and is incorporated into the footer of the document and appears on every succeeding page.



First Draft
1st draft is Version 0.1 – subsequent drafts will increase by ‘0.1’.

First Final
1st final version will be Version 1.0.

Revisions to a Final Version
Final documents undergoing revisions will be Version X.1 for the 1st revision; subsequent drafts will increase by “0.1” e.g. 1.1, 1.2, 1.3. 
All changes will be documented.

Subsequent Finals
Version number will increase by ‘1.0’ above the version being revised e.g. 1.0 becomes 2.0, 2.0 becomes 3.0
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International Conference on Harmonisation (ICH) guidelines on Good Clinical Practice (GCP) state that for any funded trial, adequate resources should be available to support the planned investigation(s). 

The purpose of this Procedure is to describe the procedures for the financial management of trials conducted at Canberra Health Services (CHS).
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This Procedure applies to Principal Investigators (PI), Trial Coordinators, Clinical Trials Hub Finance team, and any other member of the trial team.

The responsible Principal Investigator (PI) should:
· be able to demonstrate (e.g. based on retrospective data) a potential for recruiting the required number of suitable subjects within the agreed recruitment period. 
· have sufficient time to properly conduct and complete the trial within the agreed trial period. 
· have available an adequate number of qualified staff and adequate facilities for the foreseen duration of the trial to conduct the trial properly and safely. 
· ensure that all persons assisting with the trial are adequately informed about the protocol, the investigational product(s), and their trial-related duties and functions. 

In addition, the financial aspects of the trial should be documented in an agreement between the sponsor and the investigator/institution.

Trial budgets must be developed by the Clinical Trials Hub, in consultation with the Start-Up Specialist, PI, Trial Coordinators, and other suppliers (Imaging, Pharmacy, Pathology etc).
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[bookmark: _Hlk30410585]This Procedure must be read in conjunction with Manual 1 Procedure 06 – Budgeting for Trials.
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1.1	Prospective Reimbursement Analysis (PRA)
A PRA is the process of determining and documenting what procedures, items and tests in a protocol are standard of care or strictly related to the trial. This information is then used to determine the appropriate funder of such activities. 

A PRA is mandatory for each trial unless it is determined that the trial is exempt. Exemptions can only be deemed applicable by the Clinical Trials Management Group (CTMG). Budget exemptions are in the following table.

[bookmark: _Hlk30165190]Table 1
	Type
	Pharmaceutical & Industry
	Collaborative, Registries, Biobanks & Investigator Led

	PI Salary
	Y
	X

	Coordinator Salary
	Y
	Y

	Standard of Care activities
	X
	X

	Standard Fees
	Y
	X

	HREC Fees
	Y
	Y

	Quoted Services
	Y
	Y

	Other costs
	Y
	Y

	Overhead charges
	Y
	X



PRA spreadsheets are held and maintained by the Clinical Trials Hub – Finance team.

1.2	Participant-Related Costs
All procedures, items and tests to be paid by the trial sponsor as per the PRA are to be included on a budget template which is created using the protocol narrative and schedule of events contained within the trial agreement. 

Every activity and procedure are to be costed out by the Finance team in conjunction with other relevant and appropriate trial team members.

Applicable budget rates or fees are provided in the following reference table which must be applied to Table 1 above.






Table 2

	[bookmark: _Hlk30165915]Commercial

	Type
	Applicable Budget Rates or Fees

	PI salary
	Per Australian Medical Association (AMA) specialist rates – per hour rate

	Health Professional
	[bookmark: _Hlk30412881]Per Enterprise Bargain Agreement (EBA)

	Nurse Coordinator salary
	Per Enterprise Bargain Agreement (EBA)

	Research Officer
	Per Enterprise Bargain Agreement (EBA)

	Imaging Fees
	As per quote provided by internal or external third-party provider

	Pathology
	As per quote provided by internal or external third-party provider

	Pharmacy
	As per quote provided by internal or external third-party provider

	Other trial specific requirements
	As per quote

	Overhead
	40%



	Collaborative, Registries, Biobanks & Investigator Led

	Type
	Applicable Budget Rates or Fees

	PI salary
	Per Enterprise Bargain Agreement (EBA)

	Health Professional
	Per Enterprise Bargain Agreement (EBA)

	Nurse Coordinator salary
	Per Enterprise Bargain Agreement (EBA)

	Research Officer
	Per Enterprise Bargain Agreement (EBA)

	Imaging Fees
	As per quote provided by internal or external third-party provider

	Pathology
	As per quote provided by internal or external third-party provider

	Pharmacy
	As per quote provided by internal or external third-party provider

	Other trial specific requirements
	As per quote

	Overhead
	NIL – not applicable to such trials



These fees and charges are attributed to patient visits and also reimbursed by the sponsor on a per visit basis.

1.3	Identification of the trial budget

The trial budget must be identified and agreed by both parties ahead of the execution of the trial contract.

This budget will have set out the expected costs which must reflect the complete cost of the trial and include investigator time, investigation procedures etc and CHS overhead recovery. 

The overall trial costs must be covered by sponsor payments, unless the trials falls into an exempt category.
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[bookmark: _Hlk30412010]2.1	Special Purpose Account (SPA)
An account with a designated cost code will be established for each study. These project accounts, SPA’s, will operate for the life of the trial.  Most expenses and income associated with the trial, or PI, will be funnelled into the SPA.  The most significant expenses to a trial, staff salaries, are not posted to an SPA.  Rather, salary costs are posted to a Recurrent Account.  Refer to Section 4 – Biannual salary transfers.

The contract will also stipulate the agreed time points for invoicing the commercial sponsor.  Expenses will be recorded as and when they are incurred.

It is the responsibility of the Clinical Trials Hub, Finance team to ensure all transactions correctly appear, at the appropriate time, within the SPA.  This includes debt recovery from sponsors.

Monthly SPA Reports are provided to the Clinical Trials Hub from the central Finance and Business Intelligence branch.  Each Report must be reconciled monthly by the Finance team.  Any incorrect or unexpected postings must be immediately corrected or investigated.

At no point during the life of the SPA is a negative balance to be recorded.  If this occurs, the PI must provide an immediate explanation and suggested remedy.

2.2	Budget adjustments throughout the trial
Throughout the life of the trial, it is not uncommon that various base costs used to establish the initial budget will change.  These changes may be driven by:
· increases in salary rates;
· changes to protocol procedures;
· changes to length of trial; and increases in standard costs.

As soon as these additional budget costs are recognised, the Clinical Trials Hub must renegotiate the budget with the sponsor.
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On a monthly basis a summary report and Director’s briefing on clinical trial finances is required by the Chief Executive Officer (CEO), Canberra Health Services.  
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On a biannual basis (January and June) the Clinical Trials Hub, Finance team is required to transfer funds from individual SPA’s into the salary Recurrent Account.  There is an obligation upon central Clinical Trials to cover 100% clinical coordination salaries from sponsor payments.
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Participants and trial staff are entitled to receive reimbursement for trial related expenses.  Such reimbursement will be covered, at least initially, from the trial specific Special Purpose Account (SPA).

In the case of industry sponsored trials, once the participant or staff member has been reimbursed agreed expenses, the Clinical Trials Hub Finance Team (CTHFT) will seek the equivalent compensation from the industry sponsor.  Industry trials must be cost neutral to Canberra Health Services (CHS).

In the case of cooperative or collaborative trials, the participant or staff member will be reimbursed from the trial specific SPA.  As it is unusual for the sponsors to pay anything more than a minimal per participant fee, the cost of reimbursement will come directly from this fee.

The purpose of this Procedure is to outline the procedure for accounting for participant or staff reimbursements related to trials within Canberra Health Services (CHS).

It is intended to complement the finance policies at the organisational level.
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This Procedure applies to Principal Investigators (PI), Trial Coordinators and any other member of the trial team or extended medical services team.
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For industry trials, reimbursements must be approved by the sponsor prior to any reimbursement being made available to participants or staff.  Prior approval may be included in the Clinical Trials Research Agreement (CTRA) or subsequently via additional written approval from sponsor.

For cooperative or collaborative trials, the PI and the SPA delegate must provide written approval to reimburse expenses associated with the specific trial.

Standard finance practices and policies apply to this Procedure.
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1.1	Out-of-pocket expenses incurred by the participant directly as a result of participating in a trial may be reimbursed by either the sponsor or the cooperative/collaborative SPA.

[bookmark: _Hlk38440156]1.2	Standard (reasonable) reimbursements include:
· parking, meals, travel (taxi fares, bus, motor vehicle allowance).

1.3	More significant reimbursements can be negotiated for reimbursement. These include:
· airfares, hotel accommodation, and hospital bed rates.

1.4	Such reimbursements should be included in a clause within the CTRA. However, if any reimbursement was unforeseen at the time if signing the CTRA, trial staff should subsequently negotiate reimbursement with the sponsor.  This must be in writing.

Back to Table of Contents
	[bookmark: _Toc38443167][bookmark: _Toc82969259][bookmark: _Hlk32908860]Section 2 – Reimbursing Participants



2.1	A request for expense reimbursement must be accompanied by receipts or some form of record.

2.2	Unless large expenses are incurred, it is standard practice to reimburse participants on a quarterly or six-monthly basis.

2.3	Reimbursements are paid directly into the participants bank account via Electronic Funds Transfer (EFT) by Shared Services.

[bookmark: _Hlk38440898]2.3	The process steps for reimbursement are:
2.3.1	Confirm that participant is eligible for reimbursement;
2.3.2	Request participant to complete an ACT Government Health – Bank Details Form;
2.3.3	Upload the signed and completed form into the shared drive;
2.3.4	Annotate details in the Visit and Payment Schedule (VPS);
2.3.5	Collect receipts from participant;
2.3.6	Forward receipts and reimbursement request to the Clinical Trials Hub Finance Team (CTHFT);
2.3.7	CTHFT will process the reimbursement request through the accounts payable system (using an Accounts Payable Invoice Cover Sheet).
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3.1	There may be occasion where trial staff will submit requests for trial related reimbursements.  This is more frequent for cooperative/collaborative trials.

3.2	A request for expense reimbursement must be accompanied by receipts or some form of record.

3.3	Standard (reasonable) reimbursements include:
· postage, parking, stationery, travel mileage.

3.4	Reimbursements up to $200 may be obtained directly from a Petty Cash holder (delegate) or from the Cash Office, CHS;

3.5	Reimbursements greater than $200 or for vehicle mileage will be processed through the individual’s salary;

3.6	The process steps for reimbursement are:
3.6.1	Confirm the staff member is eligible for reimbursement;
3.6.2	Request the staff member to complete a Petty Cash Voucher (available from Shared Services website). Note – each receipt must have a separate line completed for it and attached to the Petty Cash Voucher form;
3.6.3	Advise the staff member where to collect the reimbursement.

3.7	For motor vehicle allowance reimbursement, rates are listed within the Motor Vehicle Allowance policy on the ACT Government Health Hub.

3.8	To seek reimbursement, the staff member must complete a Motor Vehicle Reimbursement Form (found in HR Forms, Shared Services).

3.9	Once complete, the staff member must obtain the delegates approval and signature prior to the form being sent to Shared Services for processing (HRSharedServices@act.gov.au).
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4.1	Irrespective of type of reimbursement and for whom the reimbursement relates, all related documents must be held, either hardcopy or electronically for audit purposes.

Back to Table of Contents
	[bookmark: _Toc82969262]Procedure 8 – Agenda Preparation, Meeting Procedures and Recording of Minutes



The purpose of this Procedure is to identify and describe the administrative processes and provide instructions for the preparation, review, approval and distribution of meeting agenda, minutes, actions and notification letters.

This Procedure applies to those formal meetings associated with trials at Canberra Health Services (CHS).
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The appointed meeting Chair and assigned meeting Secretariat (individual or team) are responsible for ensuring that formal meeting documentation is created and distributed to meeting members in an agreed timely manner.
It is the responsibility of the Chair to approve meeting agendas and final minutes.

It is the responsibility of the Chair to ensure that such documentation is correctly recorded and retained for possible review or inspection at a later date.

It is the responsibility of meeting attendees to retain hard and digital copies of meeting documentation.
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Meetings may be on an irregular and unplanned basis or an ongoing, scheduled timeframe.  Due to this timing difference and nature of meetings, elements of the following instructions may be not be appropriate or may have to be tailored – particularly for ad hoc meetings.

The Secretary is crucial to the smooth running of a meeting.  This involves activities before, during and after meetings.

1.1 Meeting venue
· The Secretariat will ensure that the meeting venue, equipment and facilities are available for the meeting day/s.

1.2 At its first meeting
· The Chair will schedule regular meetings, at agreed intervals, for the year ahead. It is preferable to keep a fixed day in a month such as 4th Friday or 3rd Tuesday of every month for convenience and to ensure regularity. The gap between two meetings will not exceed 8 weeks.  In case a meeting is to be rescheduled due to unavoidable circumstances, the date and time will be informed to the members telephonically and/or via e-mail.
· The Chair will provide the membership with the meeting Terms of Reference (if applicable) and specifically note the required quorum and its composition for the meeting to proceed.

1.3	Preparation of meeting agenda
· It is the responsibility of the meeting Chair assisted by an appointed Secretariat (individual or team) to prepare the agenda for trial related meetings:
· The Chair may set the meeting agenda and/or call for agenda items from the membership;
· The Chair will decide what further documentation is to be attached to the agenda; and
· The Chair will review and approve the agenda.
· The Secretariat must ensure that meeting agendas, together with other associated documentation (i.e. previous minutes, supporting documentation), are sent (via email) to the membership at least 72 hours prior to the scheduled meeting.
· It is at the discretion of the Chair as to whether late agenda items will be accepted.  If not accepted, the item will be deferred to the next meeting.
· An example of a meeting agenda template is held in the Digital Library.
· On receipt of the meeting agenda and documentation, it is the responsibility of the membership to read and appropriately prepare for the upcoming meeting.
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2.1	The Secretary will record the membership attendance and apologies.  This will include any invited guests (see Section 3 below).

2.2	Prior to the meeting commencing discussions on the agenda items, the Chair must ensure a quorum.  Where there is a quorum, the meeting will proceed.  If a quorum has not been met, the Chair must cancel the meeting and reschedule for another agreed time.

2.3	The Chair must ask the members whether anyone has any conflict(s) of interest in the items to be discussed and if so, to declare the conflict.  This conflict must be recorded by the Secretary and the member requested to leave the meeting room at the time of discussion around that particular item.

2.4	The Chair will declare the meeting open and progress through the agenda items:
· This includes reading and approving the previous meeting minutes.  Previous minutes will only be confirmed (with or without amendment) if acceptance is put forward by a ‘proposer’ and then ‘seconded’ by at least one other member; and
· Reporting on action or matters arising from the previous minutes.  Read any important correspondence that has been received.

2.5	The meeting will generally proceed in the order organized in the agenda. However, the Chair may allow adjustments in the order of issues to be discussed depending on the situation.

2.6	The Secretary will ensure that all important discussion items and decisions/agreements/proposals are recorded under the specific agenda item.  This does not need to be word-for-word.  Rather, it should be a brief synopsis.  If the Secretary wishes to initially record the meeting via electronic media, the Chair and the membership must agree to being recorded beforehand.  The final minutes must be in written format.

2.7	The final decision on each proposal/issue discussed in the meeting shall be by voting. A majority vote is defined as 2/3rd of the members (who have reviewed the proposal/issue), present at the meeting and voting.  Decisions will include approval, disapproval, request for modifications.
· The following will not be invited to vote on items at the meeting:
· Member(s) of the committee who is/are listed as the proposer of an item for decision; 
· Members who have declared a conflict of interest; and
· A guest of the committee.

· The Chair determines if the number of voting members is enough to constitute a quorum and proceeds accordingly.

2.8	The Chair will formally close the meeting either at the end of the agreed running time or once all agenda items have been addressed.  Minute taking ends at this point.

2.9	It is the responsibility of the Secretary to ensure proper recording and dissemination of the minutes after the meeting is over.
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3.1	At the discretion of the Chair, guests may be allowed to join or observe the meetings for specific purposes.  These guests may include, but not be limited to, trial investigators, clinical students, inspectors, auditors, members of the Ethics of Clinical Trials Management Group Committees, regulators, members of regulatory agencies, representatives of patient groups, representatives of special interest groups, representatives of accrediting organizations, members of general public etc. All guests are required to sign a confidentiality agreement prior to attending the meeting.
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4.1	The Secretary will compose the summary of each meeting discussion and decision in a concise and easy-to-read style in the minutes within 7 working days of the meeting day.

4.2	The Secretary will make sure to cover all contents in each category and include the following:
· Name of person preparing the minutes;
· Location where the meeting was held (building, city, state);
· Meeting number, date/duration of the meeting (time of commencement and end);
· Names of the members and guests attending the meeting;
· Name of the individual serving as Chairperson of the meeting;
· Determination of a duly constituted quorum by the Chairperson to proceed with the meeting.

4.3	The Secretary is responsible for follow-up action coming out of the meeting e.g. collecting additional documentation, inviting guest speakers to next meeting.

4.4	Approval of the minutes
· The Secretary will check the correctness and completeness of the minutes and present the minutes to the Chair for review and approval within 7 working days of the meeting day.
· The Secretary will email the minutes of the meeting to the meeting members.
· It is the responsibility of all members to read and approve the minutes sent to him/her.
· The Chair will review and finally approve the minutes.
· The Chair indicates approval of the minutes by signing and dating the minutes (after approval in the next meeting).

4.5	Filing the minutes
· The Secretary will place the original version of the minutes in appropriate meeting file and retain a digital copy on the appropriate shared drive.
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5.1	 Calling an Emergency Meeting of a Committee
· The Secretary in consultation with the Chair may decide to call an emergency meeting for any one or more of the following reasons:
· Urgent issues (which, if not decided upon early could adversely affect or have adverse impact on patient safety, organisational reputation etc.)
· Other reasons, as deemed appropriate by the Secretary/Chair.

5.2	The Secretary will endeavour to contact each meeting member and inform them about the date, time and venue of the emergency meeting, as well as the reason for calling for the meeting.

5.3	The Secretary will prepare packets for distribution to the members containing the information and documents about the matter(s) for which the emergency meeting is scheduled or send the relevant details via email.

5.3 During the meeting, the Chair will determine if there is a quorum.

5.5	If a quorum is not met, the meeting will be postponed for 15 minutes. However, if there is no quorum at the end of 15 minutes; the meeting may be held without a quorum provided at least four members are present, given the urgency of the matter under consideration. 

5.6	The minutes of the emergency meeting would be prepared, distributed, approved and filed as described in the steps above for regular meetings.
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Policy management is the process of creating, communicating, and maintaining policies and procedures within Canberra Health Services (CHS). An effective policy management system can mitigate risk in two ways:
· it makes policies more quickly accessible to direct care staff, guiding care and safety decisions; and 
· it can protect CHS from litigation by staying up to date on accreditation standards and creating an audit trail in the case of legal action.

The following principles underpin CHS policy management. Documents are to be: 
· Consistent in format - All documents are developed according to a standardised process and in agreed formats. 
· Written in clear, concise and simple language. 
· Evidence-based and professionally informed. All documents are evidence based and identify the relevant, most up to date references. 
· Assessed for their impact on vulnerable populations based on advice from relevant stakeholders within CHS and externally.
· Subject to detailed and broad consultation, including consumers where relevant. Consultation feedback is recorded and, where appropriate, incorporated. 
· Regularly reviewed and updated. All documents are scrutinised for possible duplication with existing policies and any opportunities to adopt national or international guidelines/standards or whole of ACT government documents, where appropriate, in preference to developing an CHS policy.
· Archived if not relevant. All documents have a limited lifespan and a formal review/update must be commenced within 3-6 months prior to expiry date.
· Easily accessible. Held in a central location accessible to all staff at all times. Documents relevant to informing the general public on key processes and procedures will be made available on the public CHS and ACT Health website.

The purpose of this Procedure is to outline the procedure for managing policies that directly relate to trials conducted at CHS or trials that received ethics approval from CHS.

It is intended to complement the management of policies at the organisational level, refer to CHS Policy and Guidance Documents – Development and Review Guideline.
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This Procedure applies to Principal Investigators (PI), Trial Coordinators and any other member of the trial team or extended medical services team.  It also applies to all ACT Health Human Research and Ethics Committee (HREC) members and sub-committee members and HREC Secretariat staff.
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[bookmark: _Hlk38276120]All proposed policies must be directed to the Clinical Trials Coordinator Network (CTCN) in the first instance.  Once endorsed by the CTCN, proposed policies must be forwarded to the Clinical Trials Management Group (CTMG) for endorsement before being approved by the CHS Policy Committee and included on the Policy and Guidance Documents Register. 
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1.1 Creation: When a need is identified within Clinical Trials, a policy is written and goes through the full approval process.

1.2 Communication: After creation and approval, a policy is communicated to staff. This includes publication of the policy, training, and attestation.

1.3 Management: Throughout the life of the policy, it is consistently enforced, and exceptions are managed when applicable.

1.4 Maintenance: Policies are reviewed regularly, updated, and archived when necessary (Clinical Trials Hub).
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2.1	The following steps summarise the key stages involved in developing policies. The Clinical Trials Hub should be used as a resource in policy creation.

2.1.1	Identify need
Policies can be developed in anticipation of need and in response to need.

The Clinical Trials Hub and individual trial units must constantly assess their activities, responsibilities and the external environment in order to identify the need for policies and procedures.

2.1.2	Identify who will take lead responsibility
Delegate responsibility to an individual, working group, sub-committee or staff members, according to the expertise required.  

2.1.3	Complete a Policy Initiation Request Form
The CHS Policy Development team should be contacted to request an updated Policy Initiation Request Form. This form should be completed and submitted to allow the CHS Policy Development team to provide up to date templates and resources. 

2.1.4	Gather information
There are several questions which should be asked:
Do you have any legal responsibilities in this area?  Is your understanding accurate and up to date?  Have other organisations tackled the same issue?  Are there existing templates or examples that you could draw on?  Where will you go for guidance?

2.1.5	Draft policy
Ensure that the wording and length or complexity of the policy are appropriate to those who will be expected to implement it.

2.1.6	Consult with appropriate stakeholders
Policies are most effective if those who are affected are consulted and are supportive and have the opportunity to consider and discuss the potential implications of the policy.  Depending on whether you are developing policies to govern the internal working of the organisation or external policy positions, you may wish to consult, for example:
· Supporters;
· Staff and volunteers;
· Management Committee members; and
· Service users or beneficiaries.

2.1.7	Finalise/approve policy
Who will approve the policy? Is this a strategic issue that should be approved by the Management Committee or is the Committee confident that this can be dealt with effectively by staff? Bear in mind that, ultimately, the Management Committee is responsible for all policies and procedures within the organisation.

2.1.8	Consider whether procedures are required
Procedures are more likely to be required to support internal policies. Consider whether there is a need for clear guidance regarding how the policy will be implemented and by whom (e.g. a policy regarding receiving complaints will require a set of procedures detailing how complaints will be handled).  Who will be responsible for developing these procedures?  When will this be done?  What will be the processes for consultation, approval and implementation?

2.1.9	Implement
How will the policy be communicated and to whom? Is training required to support the implementation among staff and volunteers? Should the organisation produce a press release (for external policy positions)?

2.1.10	Monitor, review, revise
What monitoring and reporting systems are in place to ensure that the policy is implemented and to assess usage and responses? On what basis and when will the policy be reviewed and revised (if necessary)?
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3.1	The introduction of new or altered policies must be effectively communicated to all trial staff and associates (e.g. Pathology, Pharmacy, etc).

	Determine who is going to be affected by the new or amended policies. It might not only be trial staff, but also stakeholders such as other areas of CHS, trial participants, partners and the wider community. This will determine how and when to communicate the policy and procedure changes.

Five suggested ways to effectively communicate a new or changed policy to staff and stakeholders are:



3.1.1. Be transparent
· Hold a staff meeting to communicate policy updates.  Where possible, provide face-to-face communication.  This may be in the form of one-on-one meetings; general meetings; webinar sessions.  Always follow up with email confirmation.
· Workplace policies must be accessible to all relevant staff.  Official and current policies must be held on the Health Hub – Policy and Guidance Documents Register - where staff can readily refer to them.
· If required, provide hardcopies of new policies.
· Inform staff and stakeholders of changes electronically via e-mail, intranet, or a password-protected section of an internal website (drive).
· Some policy and procedural changes have major implications.  Use the leadership resources and appoint passionate staff with a solid understanding of the changes to be “champions” among their peers who can advocate the importance of the changes and assist others to implement them.  Employees are more likely to successfully “buy in” to change when it is being championed by a staff member they respect and trust.

3.1.2 Provide training, when necessary
· More complex policies or procedural changes may require more training, so staff understand how changes applies to them. Appropriate training in new policies must be provided so that staff can carry out tasks in the way that is expected of them. 
· Training may be scheduled on an on-going or as-needed basis.
· Utilise staff orientation sessions to introduce key policies.

3.1.3 Seek feedback
· Hold feedback sessions and incorporate staff opinions where possible.
· Allow for anonymous or confidential feedback so all staff feel comfortable voicing their honest opinion.

3.1.4 Two-way communication is key
· Ensure that staff are not only voicing concerns, but that those concerns are addressed.

3.1.5 Have staff sign off on a new or changed policy
· Where appropriate, it is imperative that there is documentation showing that the policy has been communicated and accepted by staff.
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4.1	CHS’s policies and procedures lay the foundation for operational excellence. When properly managed, policies set expectations, provide a direction for decisions, and hold staff accountable.

4.2	Policies must be ‘living’ documents that are able to adapt to the changing landscape and ever-changing work environment.

4.3	All policy and procedure documents developed for trials must conform with the requirements of the CHS Policy Committee (refer https://healthhub.act.gov.au/governance/policy-and-guidance-documents-register). Prior to submission to this Committee, all policy documents must be endorsed by the CTCN and CTMG.

4.4	Policies relating to trials must be reviewed by the CTCN and CTMG biennially. However, where the need arises, policies must be reviewed immediately.

4.5	Current policies and procedures must be held on the Policy and Guidance Documents Register.

[bookmark: _Hlk38369102]4.6	Version control must be applied as per Manual 3 Procedure 05 – Document Version Control.
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The purpose of this Procedure is to document the procedure for temperature monitoring of storage areas for Investigational Medicinal Products (IMP), other temperature sensitive products (e.g. ancillary supplies such as laboratory kits) and biological samples.
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The principal investigator (PI) retains overall responsibility for the monitoring of temperature of storage areas used in a trial.  This may be delegated to another trial team member.
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1.1	All fridges and freezers that Canberra Health Services (CHS) uses to store trial laboratory samples must be continually temperature monitored. Readouts of the temperature monitoring must be made available, whenever requested. Monthly readouts must be stored in accessible hardcopy and/or digital folder by the relevant Clinical Trial Coordinator, Research Nurse or Research Officer. 

1.2 When the clinic/unit is closed on weekends and holidays, the staff will read the minimum and maximum temperatures on the next business day and record the range for the closed days on the temperature log.

1.3 If CHS clinical trials staff are responsible for the storage of the Investigational Product (IP), the IP must be stored in a locked, restricted access location which is temperature monitored. Generally, IP is managed and stored at the CHS Pharmacy or Slade Pharmacy who maintain temperature monitoring and records for the IP.

1.4 There should be a visual alarm and also preferably an audible alarm, together with automatic telephone dial-up or SMS text warnings to key personnel.
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2.1	An electronic digital thermometer with high/low temperature alarm function is used to continuously monitor temperatures of refrigerators/freezers where vaccines, medication or biological samples are chilled or stored. 

2.2 An alarm sounds if refrigerator/freezer temperatures deviate from the established temperature ranges. 
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3.1	Placement of the thermometer sensor near a source of incoming refrigerated air or near the freezer may result in temperature readings that are not representative of the average temperature inside the refrigerator/freezer or of the temperature of stored materials. Select a location for the sensor that is representative of the average temperature of the refrigerator/freezer, away from above stated areas. 

3.2 Exposure of the digital instrument module part of the thermometer to extreme temperatures or to shock could result in loss of calibration or failure of the instrument. Verify that the certificate of calibration is current and not nearing expiration on a monthly basis. When the digital instrument module has been exposed to extreme temperature or to shock, send the instrument back for repair/recalibration as needed.
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4.1	If the alarm sounds, it should be deactivated as per monitor instruction booklet.  Check the current temperature on the thermometer display to determine if the refrigerator/freezer temperature is outside the appropriate limits. Note: Record the alarm incident and the action taken in the refrigerator/freezer temperature monitoring logbook. 

4.2	If the alarm does not sound again, and if the current temperature is within the acceptable range, it could have been a one-time temperature excursion of undetermined cause, and no further action is required. However, the temperature of the refrigerator/freezer unit should be monitored more closely for several days until the reason for the excursion is established. Note: Record the alarm incident and the temperature excursion in the refrigerator/freezer temperature monitoring logbook. 

4.3	If the alarm continues to sound after having pressed the memory clear button and the current temperature is not within the acceptable range, adjust the refrigerator/freezer temperature up or down as appropriate following the manufacturer’s instructions. Continue to monitor the unit’s temperature and adjust as needed over the next several days. Note: Record the alarm incident and the temperature excursion in the refrigerator/freezer temperature monitoring logbook. 

4.4	If the alarm continues to sound after attempting adjustment of the unit into the acceptable temperature range, the refrigerator/freezer may need repair or replacement. Do not use the refrigerator/freezer for vaccine/medicine/biologics storage until it is serviced and is determined capable of maintaining temperatures in the appropriate range. 

Note: Record the alarm incident and the temperature excursion in the refrigerator/freezer temperature monitoring logbook.
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5.1	Where trial team staff suspect that a refrigerator/freezer is not functioning as it should, all stored materials must be removed from the refrigerator/freezer and transferred to another fully functioning refrigerator/freezer.
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6.1	Where samples, vaccines and/or medicines have been compromised, it is the responsibility of the PI or delegate to correctly dispose of these materials.  The PI or delegate may also be required to report these events to the Human Research Ethics Committee (HREC) and the sponsor.
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The purpose of this Procedure is to document the procedure for ensuring that all equipment used by Canberra Health Services (CHS) for clinical research is maintained in line with good laboratory practice/good clinical practice, to ensure the integrity of test results and the safety of staff and participants.

This Procedure will summarise equipment activities (such as maintenance, calibration and servicing) that should be undertaken and as such, will not be an exhaustive operating procedure on all aspects concerning all equipment in trials.
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It is the responsibility of the Principal Investigator (PI) of a trial to ensure that the equipment that they will utilise during the trial is adequate for “the foreseen duration of the trial to conduct the trial properly and safely” (ICH GCP 4.2.3).

This will ensure that the “investigator has adequate qualifications and resources and remains adequate throughout the trial period, that facilities, equipment, and staff, are adequate to safely and properly conduct the trial and remain adequate throughout the trial period” (ICH GCP 5.18.4b).

The principal investigator (PI) retains overall responsibility for the maintenance and security of equipment used in a trial.

Back to Table of Contents
	[bookmark: _Toc82969287][bookmark: _Toc31272175]Alerts 



This Procedure must be read in conjunction with other related policies embedded within CHS e.g. Work Health and Safety.
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It is the responsibility of the PI to make sure that before the equipment is used, it meets the essential requirements of the Health Care Technology Management (general) and Medical Physics and Radiation Engineering (specialised) requirements. 

The equipment being used for trial purposes must be inspected and tested by the relevant department to ensure it meets the technical and safety requirements before trial start-up.
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It is the PI responsibility to ensure that the management of the equipment adheres to GCP and follows the requirements set out by the National Health and Medical Research Council (NHMRC). The PI must also ensure that the departments whose equipment is being utilised follow the appropriate regulations.

The PI, in conjunction with the appropriate department, should: 
a. Ensure timely maintenance and servicing of the equipment at the local site(s). 
b. That the equipment is calibrated to appropriate and recognisable standards. 

The department where the equipment is stored/used should also have an inventory detailing the following: 
a. The name of the manufacturer. 
b. The serial number. 
c. The date of purchase or acquisition or installation. 
d. Records which detail contracted maintenance. 
e. Training records for members of staff who maintain the equipment.
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All trial staff are required to maintain good laboratory/clinical standards in CHS trial facilities. This includes, but is not limited to: 
	ensuring equipment is cleaned and disinfected as appropriate after each use by staff performing test procedures; 
	wearing Personal Protective Equipment (PPE) as appropriate; 
	using once-only-use equipment appropriately and discarding this equipment in accordance with the relevant CHS Waste Management Protocol (e.g. ECG electrodes, thermometer covers, phlebotomy equipment, sharps); and 
	placing portable equipment in an appropriate location to avoid disruption to walkways and allow safe use of power points (in accordance with CHS Work Health and Safety requirements). 

3.1 Routine Calibration and Maintenance of Equipment used in Trials
To ensure the scientific integrity of results, equipment used in generating results must be calibrated and serviced at predetermined intervals to demonstrate that they are fit for purpose. 

The responsibilities for maintenance and calibration of equipment used in trials will depend on whether the equipment is CHS owned or provided by a sponsor (further outlined in the below sections).

It is the responsibility of the trial team to ensure an adequate maintenance and calibration log is maintained for all equipment used in a specific trial (see Digital Library for example template). The level of detail captured in this log may differ depending on whether the equipment is hospital owned (i.e. already logged on the CHS central inventory database) or provided by a trial sponsor (further outlined in the below sections).

Irrespective of who owns the equipment, all electrical equipment intended for use on a patient must be tested and used in accordance with the CHS electrical safety policy/procedures. This should be repeated after significant maintenance, repair or a move to a different location.

3.1.1 Equipment owned by CHS
· Health Care Technology Management (general) and Medical Physics and Radiation Engineering (specialised) are responsible for equipment repair, planned maintenance, routine safety testing, calibration, asset management and service contract management of all CHS-owned equipment that has direct contact with a patient.
· All routine safety testing, preventative maintenance schedules and service histories of equipment is maintained by the above service providers and recorded on a central inventory database. 
· Where applicable, maintenance certificates must be made available on request. Requests should include reference to the CHS asset number, or where not available, include a thorough description of the equipment and location. 
· Any requests for repairs must be logged with Health Care Technology Management (general) and Medical Physics and Radiation Engineering (specialised) and managed in accordance with repairs and maintenance requirements of CHS.
· Where equipment is deemed faulty or obsolete, Health Care Technology Management (general) and Medical Physics and Radiation Engineering (specialised) will manage the decommissioning and removal. 
· Any equipment withdrawn from use, for whatever reason, shall be suitably identified as such to preclude its use.
· Health Care Technology Management (general) and Medical Physics and Radiation Engineering (specialised) must be notified when equipment on the biomedical inventory database is relocated.

3.1.2 Equipment provided by the Sponsor for a specific trial
· Where equipment is provided specifically for a trial, the Sponsor will remain responsible for maintenance and calibration of the equipment unless otherwise specified in writing. 
· It is the responsibility of the trial team to ensure documented evidence of maintenance and/or calibration services are filed in the investigator site file, and that this is current for all trial specific equipment.
· The trial team must maintain a log (refer Digital Library template) keeping track of the following minimum information: 
· The unique identification of the equipment 
· Manufacturer’s name, model number and serial number (or equivalent) 
· Checks of the equipment’s compliance with the specification required 
· Current location of the equipment 
· Results of any calibration, maintenance, service or safety inspections and date next due (where possible this should be indicated on the item of equipment for clarity) 
· Date the equipment is removed from service.

· The trial team should ensure a copy of the maintenance log and all service and calibration certificates are filed in the investigator site file (refer to Manual 1 Procedure 13 - Investigator Site File and Essential Documentation).
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Regulatory Inspections (such as Food and Drug Administration (FDA) and Therapeutic Goods Administration (TGA)) and Sponsor Audits may be scheduled periodically at investigational sites to review protocol compliance and adherence to Good Clinical Practice (GCP), during or after the completion of a study.

The purpose of this Procedure is to describe the procedures and activities for facilitating a sponsor or regulatory authority-initiated site audit.
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The Principal Investigator (PI), Director of Clinical Trials (DCT), Clinical Trials Hub Manager (CTHM), and functional management are responsible for the preparation, conduct and follow-up of inspections.

The Clinical Trials Hub (CTH) will provide the key contact for regulatory inspections of trials or of trial systems.
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Notifications of regulatory inspections by the TGA or the FDA must be passed through to the DCT and CTHM at time of receipt of notification.
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1.1	FDA Inspection of Clinical Investigators
Before a medicine is launched into market, it undergoes clinical trials to assess the drug’s effectiveness, safety and welfare of humans. Therefore, USFDA conducts a Bioresearch Monitoring (BIMO) program to ensure that trial investigators abide by the rules and regulations. Under this program, FDA investigators visit the trial investigation sites, sponsors, HRECS, contract research organizations (CROs) and analytical laboratories for inspection.

1.2	What Triggers an FDA Inspection?
The FDA conducts an on-site inspection of trials to ensure that trials are being conducted in compliance with the regulatory requirements. If the trial under consideration is FDA-regulated, the trial investigators must allow FDA direct access to all the records, data, reports and subjects’ case histories (FDA - 21 CFR 312.68).

Trial investigators must retain the records for at least two years following the approval of the marketing application for that drug.

The on-site inspections, announced or unannounced, of trial investigators may occur in the following circumstances:
· When the clinical site is terminated
· If the sponsor has concerns
· Upon complaints over the clinical trials at an investigational site
· Upon request of the FDA review division
· To verify the reliability and accuracy of the data provided by the clinical investigator.

1.3	How is the FDA Inspection Conducted?
On reaching the site, FDA Investigators must display their credentials and issue a Notice of Inspection (Form FDA 482) to the trial investigator or site in-charge. The FDA verifies every document, activity and record to ensure compliance with the regulations that govern them.

The FDA investigation focus will include:
· Who is responsible for protocol preparation, inclusion and exclusion criteria, data collection, subject monitoring and collection of adverse event data?
· Whether the trial investigators follow the sponsor’s protocol, plans and guidelines.
· Are the protocols and other amendments approved by the institutional HREC?
· Record of all the communications between trial investigator and the sponsor regarding their financial interests, progress evaluation, protocol deviations or any other issue.
· How the unused investigational product or waste materials were disposed?
· FDA investigators may also require the medical history of the human participants to verify if they fit into eligibility criteria set by the sponsor. It reviews the progress in every participant throughout the period of investigation.

During the entire inspection process, the clinical investigator’s staff member assisting the FDA inspectors must be well trained and confident on how to respond when asked questions. If questions fall outside the knowledge and/or expertise of the staff member, the staff member must immediately direct the investigator to the appropriate staff member.

2.4	What Happens Following the FDA Investigation
Once the inspection is complete, the FDA investigator will speak to the trial investigator or their delegate over the findings from the inspection. The inspector may issue a Form FDA 483 (violations notification) if they found any deficiencies or deviations from the regulations.

The trial investigator or delegate can respond to it orally during their discussion or give their response in writing after the inspection.

The FDA investigator then prepares a written Establishment Inspection Report (EIR). The District Office forwards all documents, including EIR, Form 483 (if issued) and the response of the trial investigator to the FDA Centre for further evaluation. The guidance in Bioresearch Monitoring (BIMO) program doesn’t legally enforce companies to follow the practices, it only recommends them.
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Historically, the TGA has not conducted inspections, however, their inspection process has been piloted during 2018-19 and an inspection program is to be introduced across Australia in 2020.

The TGA Pilot Program investigated the following:
· Legal and Administrative – examination of aspects related to the implementation, progress and termination of the clinical trial, including evidence of communication with the HREC and regulatory authorities; 
· Organisational – examination of the implementation of the trial at the site, including qualifications and experience of site personnel, delegation of authority, standard operating procedures, facilities and equipment, source of the investigational medicinal product, monitoring and auditing records; 
· Informed Consent – determine whether patient consent was obtained in accordance with GCP Guidelines; 
· Clinical Trial Data – review whether the trial was conducted according to the study protocol by source data verification (SDV), particularly inclusion/exclusion criteria; and 
· Management of the Investigational Medicinal Product (IMP) used in the trial.

It is anticipated that the TGA inspections will follow the same purposes and practices as those of the FDA.
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Sponsor inspections or audits, although uncommon, may occur at any time during the course of a trial.  Inspections or audits are most likely to occur if the sponsor suspects or has been advised of a pending FDA Inspection.

Sponsor inspections or audits are not to be confused with the regular monitor visits.  Rather, the inspections or audits will mimic those of the FDA and more than likely be conducted by an independent inspector or auditor.
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· It is essential that the CTH management team implement and document procedures as described for managing inspections by regulatory authorities or audits by sponsors in order to protect the legal rights of the institution and maintain a professional relationship with the regulatory authority or sponsor conducting the inspection/audit.
· Any CHS employee who receives information about an inspection/audit or potential inspection/audit must notify, as soon as possible, the DCT or CTHM.
· A person responsible for coordinating actions during the inspection will be appointed by the DCT or CTHM.
· All meetings, action items and documents to be collated for inspection must be minuted.
· CTH Reception must be notified in advance of inspection/audit date and nominated personnel to be contacted when the inspector/auditor arrives.
· On arrival, the inspector/auditor must not be given further access to the facility or be allowed to commence any activity until the CHS staff member responsible for coordinating the inspection/audit has been notified and has confirmed inspection details.
· A designated inspection/audit office must be assigned.
· Upon the request of the regulatory inspector/sponsor auditor or HREC, the PI or delegate must have available all requested trial-related records. and necessary meetings are scheduled.
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· The PI and senior trial staff must be present during the opening and closing of the inspection/audit. The opening meeting (prior to the inspection/audit) will provide a brief introduction to the proposed audit and allow for any questions from site staff.  The closing meeting (after the conclusion of the inspection/audit) allows for further questions, clarifications and findings.
· The inspector/auditor must always be accompanied by CHS staff when outside of the designated inspection/audit office.
· During interview of a CHS employee a note taker must be present to record the interview. If requested the employee’s supervisor may be present.
· Any comments or observations made by the inspector/auditor must be recorded in writing during the inspection/audit and reviewed by the CHS team at the end of each day.
· Original documents may be provided on request of the inspector/auditor but must not be retained by the inspector/auditor.  All documents provided for review by the inspector/auditor must be recorded and de-identified to protect participant confidentiality. If permitted by audit plan or senior supervisor, the inspector may be given copies of these documents. These must be stamped as Confidential Copies. A second set of these copies will be retained in the CTH inspection file and recorded.
· The taking of photographs, the use of tape recorders or other electronic equipment, the listening to, reading and signing of affidavits (sworn statements) by institution personnel, the review of internal audit reports and allowing access to computer databases will not be permitted without legal review or written approval.
· Duplicates of any approved records of any pictures, recordings etc. are to be retained.
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The close out meeting must be attended by the PI and representation from the senior CTH management team. The meeting is an opportunity to clarify or discuss any findings during the inspection. Clarification of inspectors/auditors’ post-inspection activities must be discussed and timelines for reports and corrective and preventative action (CAPA) response required by CTH.

Following the inspection, the CHS team must meet to de-brief, evaluate the inspection/audit and communicate actions to relevant CHS personnel.
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Approved Procedures will be disseminated electronically by the Canberra Health Services Governance Office.  Authorised Procedures will be maintained within a Digital Library shared drive held by this office.  Access to this shared drive will be granted to authorised CHS staff members. 

Any updates to the existing approved Procedures will be disseminated internally and will be effective immediately.
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Compliance with this Procedure will be monitored as part of the Clinical Trials Hub monitoring and quality assurance process. Any queries concerning the effectiveness of this Procedure identified during the Clinical Trials Hub monitoring process or through use will be addressed and may result in the requirement to update the Procedure.
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Policy
ACT Government – ACT Accounting Policy Manual 
ACT Government – Finance Policies
ACT Government – Human Resource Policies
Act Government Shared Services – Motor Vehicle Reimbursements
ACT Government Triple Bottom Line Framework and Assessment 
CHS Consumer and Carer Participation Policy 
CHS Risk Management
CHS Risk Management Framework 
CHS Work Health and Safety

Procedures
CHS Information Privacy
CHS Policy and Guidance Documents – Review and Development Guideline
CHS Clinical Audit Program Guideline 
CHS Pathology Specimen Handling
CHS Patient Identification - Pathology Specimen Labelling  
CHS Clinical Trials Procedure Manual 1 – Study Start-up and Closeout
CHS Clinical Trials Procedure Manual 2 – Study Conduct

National Guidelines and other resources
Australian Capital Territory - Territory Records Office - Guideline for Records Management  Number 7 – Physical Storage of Records - https://www.territoryrecords.act.gov.au/__data/assets/pdf_file/0005/472703/Guideline-No-7-Physical-Storage-August-2008.pdf
Canberra Health Services – Special Purpose Account - https://healthhub.act.gov.au/workplace-support/finance
CHS Finance – Fact Sheet Online: Petty Cash
Department of Health, Therapeutic Goods Administration - Good Clinical Practice (GCP) Inspections Program, Dec 2018 - https://www.tga.gov.au/sites/default/files/consultation-good-clinical-practice-inspections-program.pdf
Environment ACT - ACT’s Environmental Standards: Assessment & Classification of Liquid & Non-liquid Wastes - https://www.accesscanberra.act.gov.au/app/answers/detail/a_id/3456/~/waste-management%2C-clinical-waste-and-hazardous-materials. 
GMP Online Consultancy – FDA Inspection - https://www.gmp7.com/blog/gmp-fda-inspection/
ICH GCP - https://ichgcp.net/en/
NHMRC – Regulations of Clinical Trials
NHMRC – Regulations of Clinical Trials
Praxis Australia - Document and Version Control General Guidelines - https://praxisaustralia.com.au/media/W1siZiIsIjIwMTcvMTAvMTAvMzFpazdsejQwNF9TT1BfMDVfRG9jdW1lbnRfYW5kX3ZlcnNpb25fY29udHJvbC5kb2N4Il1d 
The Global Health Network (2020) – Competency Dictionary - https://globalhealthtrainingcentre.tghn.org/site_media/media/medialibrary/2016/11/TDR_Framework_Competency_Dictionary.pdf 
The Global Health Network (2020) – Research Competencies - https://globalhealthtrainingcentre.tghn.org/pds/core-competency-framework/. 
U.S. Food and Drug Administration (FDA) – fda.gov 
World Health Organization (2014) - Temperature and humidity monitoring systems for fixed storage areas - https://www.who.int/medicines/areas/quality_safety/quality_assurance/TS-temp-monitoring-final-sign-off-a.pdf

Legislation
Information Privacy Act 2014
Financial Management ACT 1996 
Privacy Act 1988 Commonwealth 
Electronic Transactions Act 2001 
Evidence Act 2011
Financial Management Act 1996 
Freedom of Information (FOI) Act 1989 
Health Act 1993 
Health Records (Privacy and Access) Act 1997
Human Rights Act 2004 
Human Rights Commission Act 2005 
Medicines Poisons and Therapeutic Goods Act 2008 
Mental Health Act 2015.
Public Health Act 1997
Public Sector Management Act 1994 
Territory Records Act 2002
Epidemiological Studies (Confidentiality) Act 1992
Charter of Healthcare Rights
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ACT Government – Fraud and Corruption Policy - https://actgovernment.sharepoint.com/sites/intranet-health/PPR/_layouts/15/Doc.aspx?sourcedoc=%7BA791B896-9B2C-4CEC-B41C-BA0BEE062A19%7D&file=Fraud%20and%20Corruption%20Policy.docx&action=default&mobileredirect=true&CT=1587509880221&OR=DocLibClassicUI
Act Government Shared Services – Motor Vehicle Reimbursements - https://healthhub.act.gov.au/employment-resources/workforce-relations/hr-forms
ACT Health – Policy Management - https://actgovernment.sharepoint.com/:w:/r/sites/intranet-health/PPR/_layouts/15/Doc.aspx?sourcedoc=%7B9660BAAF-F63B-4649-97FD-4288C13AC131%7D&file=Policy%20Management%20Policy.docx&action=default&mobileredirect=true 
Australian Code for the Responsible Conduct of Research (Part A, Section 2.1) (http://www.nhmrc.gov.au/_files_nhmrc/file/publications/synopses/r39.pdf) 
Australian National University - The induction process - https://services.anu.edu.au/human-resources/recruit/the-induction-process. 
Cambridge Dictionary - https://dictionary.cambridge.org/dictionary/english/version. 
Canberra Health Services – Orientation-ACT Health - https://training.health.act.gov.au/ClientView/Course/19/Details/Orientation-ACT-Health. 
Cape Tisbe Ltd (2014) – Version Control Policy - http://www.utas.edu.au/?a=703280 
CHS Finance and Business Intelligence – Petty Cash Claim - https://healthhub.act.gov.au/workplace-support/finance 
DIYCommitte Guide – How to Develop Policy and Procedures - https://www.diycommitteeguide.org/resource/how-to-develop-policies-and-procedures 
EmploySure – Induction - https://employsure.com.au/guides/hiring-and-onboarding/induction/. Community Health Network - Standard Operating Procedures - https://www.ecommunity.com/sites/default/files/uploads/2018-06/CHNw_ORA_SOPs_for_the_Conduct_of_Clinical_Research.pdf 
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National Statistics Bureau (Bhutan) - AGENDA PREPARATION, MEETING PROCEDURES AND MINUTES SOP NUMBER: SOP/011/01 - http://www.nsb.gov.bt/main/sop/c11.pdf.
NHMRC – Regulations of Clinical Trials - https://www.australianclinicaltrials.gov.au/_files/elearn/module-1/05-regulations-of-clinical-trials.html 
NHS – Newcastle University (2019) – Document Version Control - https://microsites.ncl.ac.uk/njro/files/2013/02/JRO-25-Document-Version-Control-V1-1.doc 
Note for guidance on Good Clinical Practice (CPMP/ICH/135/96) annotated with TGA comments DSEB, July 2000, section 4.
Peninsula - How to Effectively Communicate Workplace Policy Changes to Your Employees - https://www.peninsulagrouplimited.com/ca/human-resources/communicating-workplace-policy-changes/ 
Pfizer – Compensation To Research Subjects In Clinical Studies - https://www.pfizer.com/research/research_clinical_trials/compensation_trial_participants. 
Policy Medical – What is Policy Management? - https://www.policymedical.com/what-is-policy-management/ 
PowerDMS - What Is Policy Management and Why It Matters - https://www.powerdms.com/blog/what-is-policy-management/ 
Praxis Australia - Document and Version Control General Guidelines - https://praxisaustralia.com.au/media/W1siZiIsIjIwMTcvMTAvMTAvMzFpazdsejQwNF9TT1BfMDVfRG9jdW1lbnRfYW5kX3ZlcnNpb25fY29udHJvbC5kb2N4Il1d. 
PRAXIS Australia (2017) - Hosting A Regulatory Inspection, or Sponsor/HREC-initiated Audit SOP - https://praxisaustralia.com.au/resources/categories/clinical-trials-sops
PraxisAustralia - Clinical Research Training SOP - https://praxisaustralia.com.au/resources/categories/clinical-trials-sops 
Queensland Health - Case Report Forms, Source Documents, Record Keeping and Archiving - https://www.health.qld.gov.au/__data/assets/pdf_file/0030/147495/gcp_sop7.pdf 
South Eastern Health and Social Care Trust – Equipment Maintenance - http://www.setrust.hscni.net/pdf/SOP12_Equipment_Maintenance_V2.0.pdf 
South Western Sydney Local Health District – NSW Government - Preparing for a Regulatory Inspection, or Sponsor/HREC-initiated Audit (SOP 17) 2018 - https://www.swslhd.health.nsw.gov.au/Ethics.
Territory Records Office – Digital Recordkeeping Pathway - https://www.territoryrecords.act.gov.au/__data/assets/pdf_file/0009/434637/TRO-Digital-Pathways-Report.pdf 
Territory Records Office – Standards and Guidelines - https://www.territoryrecords.act.gov.au/standards 
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UC Santa Cruz - Monitoring of Temperature in Refrigerators Containing Pharmaceuticals and Vaccines - http://shs-manual.ucsc.edu/sites/shs-manual.ucsc.edu/files/SOP%20for%20Monitoring%20of%20Temperature%20in%20Refrigerators%20containing%20pharmaceuticals%20and%20vaccines%203-20-13.pdf 
University Of Rochester - FINANCIAL OVERSIGHT AND BILLING COMPLIANCE - https://www.urmc.rochester.edu/MediaLibraries/URMCMedia/compliance-office/plans-policies/clinical-trials/documents/ClinicalResearchSOP.pdf. 
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Agency - The Executive, an ACT Court, the Legislative Assembly Secretariat, an administrative unit, a Board of Inquiry, a Judicial or Royal Commission, any other prescribed authority, or an entity declared under the regulations of the Territory Records Act 2002 to be an agency. 
Agenda - A list of things to be done; a program of business at a meeting.
Australian Medical Association (AMA) - is the professional association for Australian doctors and medical students.
Calibration - documented comparison of the measurement device to be calibrated against a traceable reference device.
Capabiliti – training module for courses and programs held at CHS.
Case Report Form (CRF and e-CRF) - A printed, optical, or electronic document designed to record all of the protocol required information to be reported to the sponsor on each trial subject. 
Chair - a person who presides over a meeting, committee, board, etc.
Competency - the ability to do something successfully or efficiently.
Compromised - made vulnerable.
Curriculum vitae (CV) - a short account of one's career and qualifications prepared typically by an applicant for a position.
Curriculum Vitae (CV) - detailed document highlighting your professional and academic history. CVs typically include information like work experience, achievements and awards, scholarships or grants you’ve earned, coursework, research projects and publications of your work.
Digital archiving - covers the identification, appraisal, description and tagging, storage, preservation, management and retrieval of digital records, including all of the policies, guidelines and systems associated with those processes, so that the logical and physical integrity of the records is securely maintained over time.
Digital record - a record that is communicated and maintained by means of electronic equipment. 
Discovery – a required process in civil court proceedings. You must provide the other side with any documents that are relevant to the case.
Enterprise Bargain Agreement (EBA) - negotiated by the parties through collective bargaining in good faith, primarily at the enterprise level. It sets out minimum wage and working conditions.
Equipment – the set of necessary tools, clothing, etc. for a particular purpose.
Footer - a piece of text, such as a page number or a title, that appears at the bottom of every page of a document or book
Framework - a basic conceptional structure (as of ideas).
Good Clinical Practice (GCP) - A standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and reporting of clinical trials that provides assurance that the data and reported results are credible and accurate, and that the rights, integrity, and confidentiality of trial subjects are protected.
Maintenance – the process of preserving a condition or situation or the state of being preserved.
Majority vote - A motion is carried out if more than half of the members of the required quorum votes in its favour.
Management – a set of principles relating to the functions of planning, organizing, directing and controlling, and the application of these principles in harnessing physical, financial, human and informational resources efficiently and effectively to achieve organizational goals.
Minutes - An official record of the business discussed and transacted at a meeting, conference, etc.
Monitoring - observe and check the progress or quality of (something) over a period of time; keep under systematic review.
Petty Cash - an accessible store of money kept by an organization for expenditure on small items.
Policy - a course or principle of action adopted or proposed by an organization or individual.
Quorum - Number of meeting/committee members required to act on any motion presented to the meeting/committee for action.
Records - Information created, received, and maintained as evidence and information by an organisation or person, in pursuance of legal obligations or in the transaction of business. This recorded information must be maintained or managed by the agency to provide evidence of their business activities. Records can be in written, electronic or any other form. 
Records Disposal Schedule - A document approved by the Director of Territory Records, which sets out the types of records an agency must make and how long they must be kept.
Records Management - The managing of the records of an agency to meet its operational needs and, if appropriate, to allow public access to the records consistent with the Freedom of Information Act 1989 and the Territory Records Act 2002. Records management covers, but is not limited to, the creation, keeping, protection, preservation, storage and disposal of, and access to records of the agency. 
Regulatory Inspection: The act by a regulatory authority(ies) of conducting an official review of documents, facilities, records and any other resources that are deemed by the authority(ies) to be related to the clinical trial and that may be located at the site of the trial, at the Sponsor’s and/or contract research organization (CRO) facilities, or at any other establishments deemed appropriate by the regulatory authority(ies).
Reimbursement - the action of repaying a person who has spent or lost money.
Resume - a summary of education, work history, credentials, and other accomplishments and skills. There are also optional sections, including a resume objective and a career summary statement.
Safety inspection - a formalized and properly documented process of identifying hazards in the workplace.
Secretary - person employed to assist with correspondence, make appointments, and carry out administrative tasks.
Sentencing - The process of applying appraisal decisions to individual records by determining the part of a Records Disposal Schedule that applies to the record and assigning a retention period consistent with that part.
Source Documents - Original documents (where the data was first recorded), data, and records (e.g. medical/hospital records, clinical and office charts, laboratory notes, memoranda, subjects' diaries or evaluation checklists, pharmacy dispensing records, recorded data from automated instruments, copies or transcriptions certified after verification as being accurate copies, microfiches, photographic negatives, microfilm or magnetic media, x-rays, subject files, and records kept at the pharmacy, at the laboratories and at medico-technical departments involved in the trial).
Special Purpose Account (SPA) – project cost centres used by ACT Government entities.  They are life-to-date accounts.
Sponsor: An individual, company, institution or organization that takes responsibility for the initiation, management and/or financing of a clinical trial. The Sponsor may conduct a systematic and independent examination of trial-related activities and documents to determine whether the evaluated trial-related activities were conducted, and the data were recorded, analysed and accurately reported according to the protocol, sponsor’s written procedures, GCP and applicable regulatory requirements (Audit). 
Stakeholder - a person with an interest or concern in something.
Subpoena – a legal document issued by the Court at the request of a party to a case. A subpoena compels a person to produce documents or give evidence at a hearing or trial.
Temperature Control - a process in which change of temperature of a space (and objects collectively there within) is measured or otherwise detected, and the passage of heat energy into or out of the space is adjusted to achieve a desired average temperature.
TransCelerate - TransCelerate BioPharma Inc. is a non-profit organization with a mission to collaborate across the biopharmaceutical research and development community to identify, prioritize, design and facilitate the implementation of solutions to drive efficient, effective and high-quality delivery of new medicines, improving the health of people around the world.
Version - a product, computer program, document, etc. that is slightly different from its previous or later forms.
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