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PURPOSE 

The Metro South Hospital and Health Service (‘Metro South Health’) and Translational Research 

Institute (TRI) work collaboratively to deliver excellent research outcomes for research participants and 

TRI members. This procedure outlines the processes relating to use of the TRI Clinical Research Facility 

(CRF) including the application process, booking CRF facilities, CRF induction requirements and 

equipment and storage procedures.  

OUTCOME 

This procedure applies to all eligible users of the CRF and all employees involved in clinical research 

conducted at the CRF. It is the responsibility of facilities, departments, clinicians and researchers to be 

aware of and apply the principles and processes outlined within CRF procedures in conjunction with 

other relevant guidelines, standards, general and specific legal obligations (statutory or otherwise) as in 

place from time-to-time.  

Failure to comply with this procedure may lead to rejection of a CRF application or requests for 

participant visits and CRF resources. 

KEY PRINCIPLES 

The following key principles guide Metro South Health (MSH) in the application and use of the CRF. 

• Defined processes relating to CRF applications and utilisation are required to ensure the safe 

conduct of clinical research in compliance with relevant Legislation and the principles of Good 

Clinical Practice (GCP). 

• All research projects undertaken in the CRF involving MSH employees, participants and/or resources 

require ethical approval from a National Health and Medical Research Council (NHMRC) accredited 

Human Research Ethics Committee (HREC) and must be submitted to Metro South Research for 

review and Site-Specific Assessment (SSA) authorisation.  

• Research involving non-MSH participants with minimal MSH resource impact require ethical approval 

from a NHMRC accredited HREC and a MSH SSA waiver.  

• All CRF users are required to comply with relevant MSH, TRI and Princess Alexandra Hospital (PAH) 

policies and procedures. All non-MSH researchers must complete MSH online workplace health and 

safety training via LeapOnline and attend an induction to the CRF. 

PROCEDURE 

Clinical Research Facility – Application and Use 

 

PR2021/239 
Version No. 1.0 
 Version No. 1.0 



Page 2 of 12  

1.0 Feasibility and risk assessment 

The Manager, CRF can approve or decline a CRF application based on the feasibility and risk 

assessment matrix agreed by the TRI CRF Committee. Any concerns regarding the suitability of a CRF 

application will be escalated by the Manager, CRF to the TRI CRF Committee for final decision. 

If a principal investigator/lead researcher wishes to dispute a decision made by the Manager, CRF 

regarding an application to the CRF, they can escalate their concerns to the TRI CRF Committee who 

will determine the CRF application outcome. 

2.0 User charges and invoicing  

User charges for commercial and non-commercial trials are available on request from the Manager, 

CRF.  

The Manager, CRF will provide a quote for all commercial trials during the feasibility assessment 

process. The quote will be based on expected costs following review of the research protocol and 

associated documentation. A completed costing template will be provided to the principal 

investigator/lead researcher for submission to the sponsor and inclusion in the MSH SSA application. 

The cumulative total visit cost will be charged to the principal investigator/lead researcher at the 

completion of the participant visit. 

Non-commercial trials can request a quote during feasibility from the Manager, CRF for invoicing based 

on a total visit cost or can be charged for individual resources calculated following each participant visit. 

An annual flat fee structure is also available for clinical trials which meet defined criteria. 

Research protocol amendments or altered research activity may necessitate an updated quote. The 

principal investigator/lead researcher is responsible to ensure that the Manager, CRF is notified of all 

research amendments so a review can be completed for any potential impact on study conduct and 

financial implications. 

During the application process the principal investigator/lead researcher is required to nominate a cost 

centre and internal order number, chart string or alternative approved payment method which will be 

charged for CRF use. 

Costs associated with each participant visit or use of CRF resource is managed through the centralised 

TRI CRF booking system: PPMS. The TRI will raise an invoice for payment by the principal 

investigator/lead researcher for each month that research activity has been conducted in the CRF. 

Principal investigators/lead researchers are expected to ensure prompt payment on receipt. 

3.0 CRF Induction and Swipe Card Access  

Staff requiring access to the CRF must complete a CRF Induction with the Manager, CRF or delegate 

before they can be issued access clearance. The induction will include information relating to CRF 

facilities, health and safety and emergency procedures. CRF induction will also comply with First 

Response Evacuation Instructions (FREI) and General Evacuation Instructions (GEI) as required by 

MSH. 

Access levels, which restrict access to certain areas in the CRF based on the applicant’s role and 

requirements, are determined by the Manager, CRF for each applicant.  
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Swipe access can be linked to a TRI ID badge or a PAH ID badge as preferred by the CRF user. If a 

new TRI badge is required, the inductee is advised to coordinate an appropriate time with the TRI 

Security staff located on Level 2 of the TRI Building by contacting them on 3443 7733.  

4.0 CRF bookings 

4.1 Participant Visits 

CRF applications must be approved prior to any bookings taking place. Enough time must be allocated 

when booking a clinical space to allow set-up and clearing of the room, before and after use. 

The Manager, CRF reserves the right to amend bookings in consultation with the requesting principal 

investigator/lead researcher/research team, to ensure the most effective use of available resources.  

In the event of conflicting appointments for CRF resources the Manager, CRF will work with the two 

parties to facilitate a solution.  

4.2 CRF Meeting Rooms 

The CRF Presentation Room and CRF Conference Room are located on Level 5 of the CRF and can be 

booked by CRF users. Bookings are on a first-come, first-served basis and can be requested by 

contacting the CRF Office Coordinator. 

4.3 CRF Office Space 

Level 5 of the CRF has dedicated free TRI partner desks and rentable desk space. 

The TRI Facilities Management team manage applications for use of rentable desk and office space. 

TRI partner organisations manage access to TRI partner desks and allocation of free partner desk space 

is approved by the nominated TRI partner representatives.  

The Manager, CRF can provide contact details and further information. 

4.4 CRF Storage 

The CRF can provide dedicated storage spaces (lockable cupboards, lockable cabinets, secure 

document room with compactus shelving and equipment storage rooms) for files and equipment that is 

the property of researchers who are conducting research within the CRF. A user storage charge may 

apply to use these storage spaces and a list of the charges can be obtained from the Manager, CRF or 

the CRF Office Coordinator.  

In accordance with TRI procedures related to operation of their facilities, users are required to pay a fee 

for each key that is issued for specific use. This fee is reimbursed when the key is returned, however if 

the key is lost/misplaced this fee will not be reimbursed. A new fee will be charged for any key that must 

be re-issued. 

Allocation of space will be on a first-come, first-served basis and subject to Manager, CRF approval. 

Researchers are encouraged to highlight storage requirements during the CRF application and feasibility 

process. Storage requests will be documented on the CRF feasibility form. 

The Manager, CRF will review storage allocation and use periodically. If it is noted at review that 

allocated space is not being used as per the original application, and requests are made from other 

research groups for the space, the researchers will be required to justify their continued occupancy. 

Researchers can be asked to vacate the space and it may be re-allocated to other research groups if the 
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justification is not accepted by the Manager, CRF. Decisions can be escalated to the TRI CRF 

Committee if requested by the researcher. 

The CRF has a purpose-built document storage room and several lockable filing cabinets that can be 

used for the storage of sensitive documentation. This room is known as the Records Store Room. Users 

of the CRF will only be granted ID access to this room for storage of their research related documents by 

approval of the Manager, CRF. Users who are granted access to this Records Store Room are bound by 

the agreed TRI CRF schedules and consequently must not access or attempt to access documentation 

that is not related to their research/clinical trial. 

The CRF has a large room for the storage of project specific research equipment which is known as the 

Equipment Store. This room is a shared space in the facility and can be accessed by multiple users to 

store their equipment between use. No charge applies to the use of space in this equipment room. 

The CRF has several lockable cupboards throughout the facility (e.g. each investigation room, the 

clinical hallways, short stay rooms). Some of these cupboards are specified for use by the CRF 

employees only but the reminder of these cupboards can be made available to researchers for storage 

of the equipment and/or clinical supplies that are specific to a research project. A charge applies to the 

use of these storage cupboards. 

5.0 CRF out-of-hours access  

The standard office hours for the CRF are 8am – 4pm weekdays (excluding public holidays), however if 

required the CRF can provided nursing clinical support between 7am - 7pm with Manager, CRF 

approval. The Manager, CRF will consider all requests for clinical support outside of hours and 

endeavour to provide the necessary staffing and resources to accommodate the request. A minimum of 

two clinical staff competent in PAH emergency response procedures must be available in the CRF at all 

times that a participant is present.  

Out-of-hours access to conduct participant visits without CRF staff present will only be considered for 

minimal or low risk research projects following an application for out-of-hours access by the principal 

investigator/lead researcher. The principal investigator/lead researcher would be required to authorise 

nominated staff to conduct the visits and the research staff must be suitably qualified and adhere to all 

relevant policies and procedures. At least one individual must be clinically qualified (e.g. medical 

practitioner, nurse or allied health professional) and delegated to carry out the required procedures. Both 

individuals must be competent in Basic Life Support (BLS) and PAH emergency response procedures. 

Research staff who have external BLS qualifications are required to complete a practical assessment by 

a MSH BLS Assessor to ensure compliance with MSH procedures.  

The researcher must highlight the need for an out-of-hours participant visit and resource requirements 

when requesting a CRF booking. If CRF nursing support is required: 

1. The Manager, CRF will consider the request to ensure that adequate staffing and resource is 

available if approved to proceed.   

2. The Manager, CRF will confirm with the investigator if the participant visit is approved to 

proceed. If the participant visit cannot be accommodated at the requested time the principal 

investigator/lead researcher is responsible to find a suitable alternative time. 
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6.0 CRF and investigator equipment  

The CRF provides shared clinical and laboratory equipment to facilitate the conduct of clinical research. 

Shared equipment (e.g. vital signs monitors, phlebotomy trolleys, centrifuge) is available for use during 

participant visits on a first-come first-served basis. The Manager, CRF will assist in providing additional 

shared equipment when required. 

The Manager, CRF is responsible for ensuring CRF owned equipment is maintained in accordance with 

manufacturing guidelines and PAH and TRI policies and procedures, including electrical safety testing 

on all electrical items. Calibration and maintenance certificates can be provided to sponsors or 

regulatory bodies on request. 

Clinical equipment (including but not limited to infusion pumps, observation machines, 

Electrocardiograms) provided by the PAH Central Clinical Resource Unit (CCRU) is maintained in 

accordance with manufacturing guidelines and PAH policies and procedures. Individual calibration 

certificates will not be provided to sponsors for equipment provided by CCRU, however clinical trial 

monitors can inspect equipment present in the CRF at any time to confirm appropriate calibration as 

documented by a sticker applied by the relevant PAH department to confirm compliance.  

Principal Investigators/lead researchers can apply to the Manager, CRF to use and store investigator 

owned or project specific equipment in the CRF. The principal investigator/lead researcher retains 

responsibility for the maintenance of this equipment. All electrical equipment requires electrical safety 

testing before use in the CRF and annually as required by PAH policies and procedures. The Manager, 

CRF can assist researchers to ensure compliance. 

An equipment register for CRF and investigator owned equipment is maintained by the Manager, CRF. 

The principal investigator/lead researcher is required to provide specific details (equipment type, model, 

serial number etc) as requested by the Manager, CRF. All investigator equipment is to be clearly labelled 

with the research project details, contact details and stored as agreed with the Manager, CRF. 

7.0 Completion of research projects in the CRF  

Principal investigators/lead researchers are required to notify the Manager, CRF when a research 

project completes recruiting. All research related documents, files, clinical supplies, equipment and/or 

biological samples related to a research study must be removed from the CRF at the completion of the 

study unless specific arrangements for storage of these items has been formally agreed and approved 

by the Manager, CRF. 

Archiving of clinical trials is the responsibility of the principal investigator/lead researcher (or delegate). 

CRF staff can assist with archiving procedures on request. 

LEGISLATION OR OTHER AUTHORITY 

Legislation 

• Hospital and Health Boards Act 2011 (Qld) 

• Human Rights Act 2019 (Qld) 

• Information Privacy Act 2009 (Qld)  

• Gene Technology Act 2000 (Cth) 

• Public Health Act 2005 (Qld) 

• Therapeutic Goods Act 1989 (Cth) 
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To the extent an act or decision under this document may engage human rights under the Human Rights Act 2019, 

regard will be had to that Act in undertaking the act or making the decision.  For further information on the 

Human Rights Act 2019 see: https://www.qhrc.qld.gov.au/  

Regulations and standards 

• Gene Technology Regulations 2001 (Cth) 

• National Safety and Quality Health Service 

Standards 2017 (Cth) 

• Therapeutic Good (Medical Devices) 

Regulations 2002 (Cth)  

• Therapeutic Goods Regulations 1990 (Cth)  

Statements, papers and guidelines (as updated from time to time) 

• International Conference on Harmonisation (ICH): Guideline for Good Clinical Practice (GCP) E6 

(R2)  

• National Health and Medical Research Council (NHMRC): 

o Australian Code for the Responsible Conduct of Research 2018 

o Guidance: Safety monitoring and reporting in clinical trials involving therapeutic goods 

o National Statement on Ethical Conduct in Human Research 2007 (Updated 2018) 

• Medicines Australia:  

o Clinical Trials Research Agreements 

o Indemnity and Compensation Guidelines 

• Therapeutic Goods Administration (TGA):  

o Note for Guidance on Clinical Safety Data Management: Definitions and Standards for 

Expedited Reporting (CPMP/ICH/377/95) 2000 

o Integrated Addendum to ICH E6(R1): Guideline for Good Clinical Practice ICH E6(R2)  

• Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme 
(PIC/S):  

o Good Manufacturing Practice (GMP) Guidelines   

• Office of the Gene Technology Regulator (OGTR) 

o Guidelines for the Transport, Storage and Disposal of GMOs 

MSH policies, procedures, manuals and frameworks (internal documents) 

• Clinical Governance Policy (PL2015/41) 

• Credentialing and Scope of Clinical Practice 

for Medical and Dental Practitioners, Allied 

Health Professionals, Advanced Practice 

Nurses & Midwives Policy (PL2014/10)   

• Credentialing and Scope of Clinical Practice 

for Medical and Dental Practitioners 

Procedure (PR2014/13) 

• MSH Research Strategy 2019-2024 

• Financial Delegations Framework & 
Schedule  

• Finance Management Practice Manual 

(FMPM) 

• Research Management Policy (PL2017/55) 

• Risk Management Policy (PL2018/62) 

• Risk Management Procedure (PR2018/97) 

https://www.qhrc.qld.gov.au/
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conduct-research-2018
https://www.nhmrc.gov.au/guidelines-publications/eh59
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
https://www.medicinesaustralia.com.au/policy/clinical-trials/
https://www.medicinesaustralia.com.au/policy/clinical-trials/
https://www.tga.gov.au/publication/note-guidance-clinical-safety-data-management-definitions-and-standards-expedited-reporting
https://www.tga.gov.au/publication/note-guidance-clinical-safety-data-management-definitions-and-standards-expedited-reporting
https://www.tga.gov.au/publication/note-guidance-good-clinical-practice
https://www.picscheme.org/en/publications
http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/Content/home-1
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2015-41
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2014-10
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2014-10
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2014-10
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2014-10
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pr2014-13
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pr2014-13
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pr2014-13
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pr2014-13
https://metrosouth.health.qld.gov.au/research/about-us/research-strategy
https://qheps.health.qld.gov.au/metrosouth/finance
https://qheps.health.qld.gov.au/metrosouth/finance
http://qheps.health.qld.gov.au/metrosouth/finance/fmpm.htm
http://qheps.health.qld.gov.au/metrosouth/finance/fmpm.htm
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2018-62
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2018-62
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pr2018-97
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MSH Research Management procedures 

• Compliance Framework Procedure 

(PR2017/112) 

• Ethical and Scientific Review of Human 

Research Procedure (PR2017/113) 

• Participant Information and Consent Form 

Procedure (PR2017/115) 

• Site Specific Assessment Procedure 

(PR2017/116) 

• Monitoring Procedure (PR2017/117) 

• Research Complaints and Misconduct 

Procedure (PR2017/124)  

• Quality Management Framework and 

Reporting Procedure (PR2017/126)  

• Research Integrity Procedure (PR2018/176) 

MSH CRF procedures 

• Clinical Research Facility - Governance, 

Oversight and Management Procedure 

(PR2021/238) 

• Clinical Research Facility – Participant 

Admission, Supervision and Clinical 

Management Procedure (PR2021/240) 

• Clinical Research Facility – Investigational 

Product Management and Administration 

Procedure (PR2021/241) 

• Clinical Research Facility – Adverse Event 

and Clinical Incident Reporting Procedure 

(PR2021/242)  

Princess Alexandra Hospital policies and procedures 

• All PAH policies and procedures relating to patient care and management must be complied with and 

supersede any other TRI or CRF policies or procedures relating to patient care 

TRI and MSH agreements  

• Core Facilities Services Agreement - R Wing 
Clinical Research Facility 

• Clinical Research Facility Schedules 

Translational Research Institute policies and procedures 

• Workplace Health and Safety Policy  • TRI Privacy Policy 

RESPONSIBILITIES 

MSH Executive Management 

• Foster good research governance practices and provide oversight of the MSH Research 

Management Compliance Framework and CRF policy and procedure framework. 

• Oversee the operation of the CRF on behalf of and in collaboration with the TRI in accordance with 

the Core Facilities Services Agreement - R Wing Clinical Research Facility 

Metro South Research 

• Implementation of the MSH Research Management Compliance Framework and CRF policy and 

procedure framework.  

• Oversee and monitor the day-to-day operations of the CRF to ensure MSH ethical and research 

governance practices are upheld. 

https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://www.tri.edu.au/policies
https://www.tri.edu.au/privacy-policy
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TRI and TRI CRF Committee 

• As the trustee for the CRF, the TRI works collaboratively with Metro South Research in 

management, application and use of the CRF.  

• The TRI CRF Committee is responsible for determining criteria for CRF application approval 

(feasibility and risk assessment) as applied by the Manager, CRF. 

Manager, CRF 

• Responsible for consideration and approval of all applications to use the CRF in accordance with the 

criteria agreed by the TRI CRF Committee.  

• Responsible for completing a feasibility and risk assessment on all applications and to ensure 

adequate resources are available to provide safe, high quality research in the CRF. 

Principal Investigators (PIs)/lead researchers 

• Retains overall responsibility for the conduct of their research at the CRF in accordance with the 

principles of GCP. 

• It is the responsibility of the principal investigator/lead researcher to ensure compliance with 

requirements of appropriate legal, regulatory, ethical and guidance documents applicable to the 

research project.  

Researchers/CRF users 

• Share responsibility and accountability for research being conducted according to appropriate 

regulatory, ethical and scientific standards.  

• Comply with applicable TRI, MSH and PAH policies and procedures.  

• Work in accordance with their scope of practice and comply with their relevant professional 

standards.  

SUPPORTING DOCUMENTS 

Attachment 1 - CRF Application Form 

Attachment 2 - CRF Risk Assessment Matrix 

Attachment 3 - CRF Request for Out-of-Hours Access for Participant Visits Form 

DEFINITIONS 

See the MSH Research Management Glossary 

https://metrosouth.health.qld.gov.au/sites/default/files/content/glossary_1.0_1.pdf
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PROCEDURE – APPLICATION AND USE  

CRF Application process 

STEP 1: CRF Application Form 

Researchers are encouraged to contact the Manager, CRF via email CRF@health.qld.gov.au or 

telephone 3176 8708 to discuss an application prior to submission, to ensure that the research project is 

suitable for the CRF and all required facilities are available.  

The principal investigator/lead researcher submits a completed CRF Application Form (Attachment 1) to 

the Manager, CRF by emailing the application form and all required supporting documents to 

CRF@health.qld.gov.au.  Failure to provide all requested documents will result in the application being 

delayed or declined.  

Applications and approval to use the CRF must be reflected in the Site-Specific Assessment (SSA) 

authorisation for research projects in accordance with the Site Specific Assessment Procedure 

(PR2017/116). 

The principal investigator/lead researcher is required to agree with the TRI CRF schedules as listed 

within the CRF Application Form.  

Applications from external (non-TRI member) applicants to use the CRF will be considered by the 

Manager, CRF and escalated to the CRF Committee for further action if required. 

STEP 2: Quote 

Charges apply for the use of the CRF. The Manager, CRF can provide PIs/lead researchers with a quote 

for use of the CRF on application. The Manager, CRF will advise the researcher of user charges and 

invoicing processes prior to processing the application and use of the CRF. Please refer to the ‘User 

Charges and invoicing’ outlined below for further information. 

STEP 3: Credentialing 

Credentialing of CRF staff and users will be in accordance with the Clinical Research Facility - 

Governance, Oversight and Management Procedure (PR2021/238). 

STEP 4: Feasibility  

The Manager, CRF will review the application and complete a feasibility assessment to ensure that the 

application meets CRF eligibility criteria and that adequate resources are available to facilitate the 

research project. The Manager, CRF will ensure that all requirements, as per the CRF feasibility review, 

are completed to ensure the safe conduct of research in the CRF. 

STEP 5: Risk assessment  

The Manager, CRF will perform a risk assessment for all CRF applications as part of the feasibility 

process using the CRF risk assessment matrix (appendix 2). 

Minimal, low and intermediate risk trials have been approved to proceed in the CRF by the TRI CRF 

Committee, therefore the Manager, CRF can approve research projects which meet these approved risk 

categories.  

mailto:CRF@health.qld.gov.au
mailto:CRF@health.qld.gov.au
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
https://metrosouth.health.qld.gov.au/research/policies-and-procedures
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High risk projects require individual approval by the TRI CRF Committee and Chair, Metro South 

Research with additional criteria as outlined in the CRF risk matrix. Extremely high-risk projects as per 

the CRF risk assessment matrix are not suitable for the CRF. 

STEP 6: Application outcome 

The Manager, CRF will notify the principal investigator/lead researcher of the outcome of the application. 

Successful applications can commence research project activity in the CRF only when notified by the 

Manager, CRF. 

STEP 7: Safe Conduct  

The principal investigator/lead researcher is responsible for providing all new and amended documents 

pertaining to the safe conduct of their research project to the Manager, CRF in a timely manner 

throughout the life of the project (e.g. approved protocol amendments). 

CRF Use Process 

STEP 1: CRF Induction and swipe card access 

Following approval, all researchers who use the CRF for approved research projects are required to 

attend a short CRF Induction and will be granted swipe card access restricted to appropriate areas of the 

CRF. Persons requiring access to the CRF can apply to the Manager, CRF via email 

CRF@health.qld.gov.au or telephone 3176 8708.  

The Manager, CRF (or delegate) and the applicant will arrange a mutually convenient time to complete 

the CRF Induction. Once the CRF Induction is complete the inductee and Manager, CRF will complete 

the TRI CRF Swipe Card Access Form. The CRF Office Coordinator will submit the application to TRI 

Security.  

When TRI Security has confirmed that access has been granted the CRF Office Coordinator will notify 

the applicant via email.  

Applicants who use a PAH ID badge are required to present to the TRI Security office to activate their ID 

access. Existing TRI ID badges are updated without further action required by the applicant. 

Completed TRI CRF Swipe Access Forms are filed by the CRF Office Coordinator with the CRF 

Induction training records. The CRF induction manual is provided to all inductees. 

STEP 2: CRF bookings 

Requests to book CRF participant visits, use of storage space, meeting rooms and office space must be 

emailed to the CRF Office Coordinator via CRF@health.qld.gov.au who will confirm once the booking 

has been completed. 

The researcher must provide the following information when booking:   

• study name 

• date 

• commencement time 

• visit identifier (eg Cycle 1 Day 1) 

• total time required for booking (including set-up 

and clean-up time) 

• CRF facilities required (eg CRF Nurse, 

investigation room, recliner chair). 

 

mailto:CRF@health.qld.gov.au
mailto:CRF@health.qld.gov.au
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The CRF Office Coordinator will complete the booking using the centralised TRI CRF booking system: 

PPMS. The reservation is confirmed by return email to the researcher. 

CRF users are responsible for ensuring the facility is cleaned following use and any equipment is 

properly stored. Any changes or cancellations to a booking must be notified to the CRF Office 

Coordinator at CRF@health.qld.gov.au with reasonable notice. 

STEP 3: Out-of-hours access 

To apply for out-of-hours access for participant visits without CRF nursing support the following must 

occur: 

1. The principal investigator/lead researcher must discuss any requirements to perform 

participant visits outside of hours with the Manager, CRF. 

2. If adequate staff and resources can be provided by the investigating research team to safely 

conduct participant visits, the principal investigator/lead researcher and identified research 

staff must complete the CRF Request for Out-of-Hours Access for Participant Visits Form 

(Attachment 3) and submit it to the Manager, CRF for review. 

3. The Manager, CRF will request evidence of relevant qualifications and competency in Basic 

Life Support (BLS). 

4. Non-MSH staff that require training to be competent in PAH emergency response procedures 

must complete the relevant training on LeapOnline, MSH’s learning management system. 

5. Individuals with external BLS training will be required to undergo a practical assessment by a 

MSH BLS Assessor. This can be arranged via the Manager, CRF. 

6. The Manager, CRF and the nominated research staff will complete an Out-of-Hours 

Induction to ensure that the research staff are aware of all policies, procedures and 

requirements for out-of-hours participant visits.  

7. The Manager, CRF will notify the principal investigator/lead researcher and research staff of 

approval if granted. The completed CRF Request for Out-of-Hours Access for Participant 

Visits Form (Attachment 3), evidence of qualifications and induction paperwork will be filed in 

the applicable research project folder on the CRF electronic drive. 

STEP 4: CRF and investigator owned equipment 

The CRF can provide PIs/lead researchers with shared equipment to conduct clinical research in the 

CRF which is appropriately maintained in accordance with PAH and TRI policies and procedures. The 

use and storage of investigator owned equipment is available on application to the Manager, CRF and 

must comply with PAH standards. 

PIs/lead researchers are responsible for the maintenance of investigator owned equipment. 

STEP 5: Completion of a research project 

Principal investigators/lead researchers are required to notify the Manager, CRF when a research 

project completes recruiting. Archiving remains the responsibility of the principal investigator/lead 

researcher. 
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