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What is a Site CV or Profile?
A Site CV or Profile is a document that outlines a clinical trial site’s capabilities, staffing, infrastructure and processes. It is typically shared with Sponsors or Contract Research Organisations (CROs) during the site selection or feasibility assessment phase of a clinical trial. It may also be provided during trial start-up.

How to Use the Facility and Unit Profile Templates
This document includes two profile templates:
· Facility Profile – captures organisation-wide information
· Unit Profile – captures department- or unit-specific details

We recommend that the Facility Profile be completed and maintained by the organisation’s Research Support Unit or Research Governance Office. The Unit Profile should be developed by a nominated staff member within the department, who can also serve as a point of contact for further information. 

Both profiles should be reviewed and updated every 6 to 12 months to ensure accuracy and relevance.

Note: 
If the required information is not readily available, gathering it from relevant stakeholders may take several hours or even days. Please allocate adequate time to complete the profile(s). 

Not all sections will apply to every organisation or department - please tailor the profiles to suit your specific needs. Fees have been intentionally excluded due to variability across organisations and units, and the potential need for more frequent updates.

Terms of use
This document is provided for free download. You are not permitted to sell or distribute for commercial gain. When using these templates, kindly acknowledge Sydney Health Partners.

Your feedback is appreciated
We value your input on these templates. Please complete this short survey by scanning the QR code or clicking the link below: 
[image: A qr code on a white background

AI-generated content may be incorrect.]https://sydney.au1.qualtrics.com/jfe/form/SV_4SFgY7QIzLZXiTk 

[bookmark: _Toc169779154]
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1. [bookmark: _Toc195775837]Introduction 
(1-2 paragraphs) Include location (The X Trials Unit is located with X Hospital, we have x trial units, part of the X LHD/Network); geographical location; trial population (ethnicity, CALD, ages populations, etc.); any therapeutic area specialties; links with RRR program (if applicable); can include graphics 
2. [bookmark: _Toc195775838]Institution Details and Contacts 
(These are the details to be entered in all contracts) 
· Add sites covered under districts, satellite sites
· Address, ABN
· Management details - role, name & email 
· (if not on cover page) Contact for further information e.g. Business manager for the organisation for general enquiries, or person who is updating this document 
3. [bookmark: _Toc195775839]Clinical Trial Experience and Capability
· Number & Phases of studies/IIT – district wide 
· GMO capabilities
· Overnight stay capabilities
4. [bookmark: _Toc195775840]Facility Services 
(Note: Trial units may use all or only some of the below)
· List general hospital services that can be accessed e.g. 24/7 Emergency Department and Intensive Care unit are available on-site (or at X if not onsite) 

· Use suggested table for common facility wide internal supporting departments – include contact details (basic i.e. address), capabilities/details, accreditation, HoD names (optional) – pharmacy, NSWH path, medical imaging (including requirements for Radiation Report) 
· Add more details if you are using external providers 
4.1. [bookmark: _Toc195775841]Clinical Trials Pharmacy
Local and external
	On-site Pharmacy

	Name 
	XX Clinical Trials Pharmacy 

	Address
	

	Hours
	

	Capabilities
	e.g. onsite aseptic, cytotoxic and GMO preparation

	Main Contact
	Name, role, email, phone, fax

	IP Storage
	

	IP shipment 
	contact name and specific delivery address

	Documentation
	How and where

	Temperature Monitoring 
	Recording and alarms
SOP for excursions

	IP destruction
	SOP


4.2. [bookmark: _Toc195775842]Medical Imaging
List of services, central review, RECIST etc. reporting
Submit radiation safety report requests/requirement
4.3. [bookmark: _Toc195775843]Pathology
Local and external
	Local Pathology

	Name
	XX Pathology 

	Address
	

	Hours
	

	Capabilities
	e.g. Trial specimen (e.g. PK) processing & shipment

	Head of Department (optional)
	Prof xxx xxxx (CV available on request)

	Pickup contact & address
	

	Accreditation
	NATA

	Equipment
	-80 freezer, refrigerated centrifuge….

	Calibration
	

	Temperature Monitoring
	Recording and alarms
SOP for excursions

	Reference ranges
	Add where stored


	
4.4. [bookmark: _Toc195775844]Ophthalmology
4.5. [bookmark: _Toc195775845]Cardiology
4.6. [bookmark: _Toc195775846]Others
List of other departments that are available but not routinely used e.g. audiology
5. [bookmark: _Toc195775847]Facility Equipment 
(Please confirm with the trial unit what equipment is available)
· Facility equipment available (scales, ECG’s, flow cytometry, freezers…)
· Testing and calibration (can refer to a SOP or specify general i.e. annual testing and certs are available)
6. [bookmark: _Toc193811021][bookmark: _Toc193811296][bookmark: _Toc193811325][bookmark: _Toc193811354][bookmark: _Toc195775848]Confidentiality Agreements and Contract Details 
· CDA signing process (add law clause and other required wording) – encourage master CDAs with a Sponsor (if applicable) or LHD template (where used)
· contract details (maybe different for each site) – CTRA wording
· signature process – electronic or wet-ink (Please confirm the process with the trial unit)
· include timeframes for review and signatures
7. [bookmark: _Toc195775849]Regulatory
7.1. [bookmark: _Toc195775850]Research Ethics Office Details
· [bookmark: _Hlk195703519]Add details – name, code etc.
· Link to HREC webpages
If not clear on website:
· HREC Indemnity – template used, details to be added
· NSW fee policy for Ethics (Invoicing form, whether payment upfront or invoiced later, and who generates the invoice)
· Expected timelines incl. frequency/calendar of meetings if known
· NMA participation
· NCAT if required
· may need to add extra details for Specialty HREC review requirements – e.g. EPCT, Aboriginal HREC, population health etc. if needed (takes additional time)
· Consumer Engagement Plan & requirements/template
· Data Management Plan
· Advertisements of Unapproved Goods (as per TGA requirements)
· Data Safety Monitoring Boards DSMD requirements
7.1.1. Other committee details (if applicable)
Separate headings for other institutional requirements including frequency of meetings/deadlines if needed e.g.
· Institutional Biosafety Committee (IBC)
· drug and therapeutics committee (DTC) 
· scientific advisory committee (SAC)
7.2. [bookmark: _Toc195775851]Research Governance Office Details
-	Add details – name, etc.
· Link to RGO webpage Insurance
If not clear on website:
· NSW fee policy for RGO (also whether payment upfront or invoiced later, and who generates the invoice)
· insurance cover required
· CTN/CTA – site name, details, contact (RGO officer?)
· CTRA – templates used & incl. NaCTA (formerly SEBS) approval requirement for changes to the templates
· Expected timelines incl. frequency of meetings if known
7.3. [bookmark: _Toc195775852]Audit History 
Overarching comments
· Short Notice Accreditation Assessment Program participant – info for sponsor. Dates of last SNAAP and any other information you are willing to share
· List district audit experience – FDA, EMA, TGA, Bellberry HREC, sponsor (Note to refer to unit profile for their specific audit experience)
· Auditor access to eMR etc.
8. [bookmark: _Toc195775853]Consumer Involvement
· Consumer Engagement Plan for studies involving patient participation – add link to HREC website for requirements/template or refer to section 7.1
· Patient Reported Experience Measures (PREMs)
9. [bookmark: _Toc195775854]Electronic Systems
· REGIS/CTMS requirements (NSW Health Statewide CTMS requirement)
· eMR systems and others used (i.e. Powerchart, Aria/Mosaic,FirstNet, eMaternity) 
· SDPR coming – expected it will have commonly requested information for Electronic Medical Record Questionnaire (EMRQ) template built in 
· Clinical Trial Register - ANZCTR, clinicaltrials.gov 
· eISF system used (e.g. Veeva Site Vault, CTMS e-reg, etc.)
· [bookmark: _Toc193811027][bookmark: _Toc193811302][bookmark: _Toc193811331][bookmark: _Toc193811360][bookmark: _Toc193811028][bookmark: _Toc193811303][bookmark: _Toc193811332][bookmark: _Toc193811361][bookmark: _Toc193811029][bookmark: _Toc193811304][bookmark: _Toc193811333][bookmark: _Toc193811362][bookmark: _Toc193811030][bookmark: _Toc193811305][bookmark: _Toc193811334][bookmark: _Toc193811363][bookmark: _Toc193811031][bookmark: _Toc193811306][bookmark: _Toc193811335][bookmark: _Toc193811364][bookmark: _Toc193811032][bookmark: _Toc193811307][bookmark: _Toc193811336][bookmark: _Toc193811365]add if open to using third party systems for invoice payments, participant reimbursements 
10. [bookmark: _Toc193811034][bookmark: _Toc193811309][bookmark: _Toc193811338][bookmark: _Toc193811367][bookmark: _Toc193811035][bookmark: _Toc193811310][bookmark: _Toc193811339][bookmark: _Toc193811368][bookmark: _Toc193811036][bookmark: _Toc193811311][bookmark: _Toc193811340][bookmark: _Toc193811369][bookmark: _Toc193811037][bookmark: _Toc193811312][bookmark: _Toc193811341][bookmark: _Toc193811370][bookmark: _Toc193811038][bookmark: _Toc193811313][bookmark: _Toc193811342][bookmark: _Toc193811371][bookmark: _Toc193811039][bookmark: _Toc193811314][bookmark: _Toc193811343][bookmark: _Toc193811372][bookmark: _Toc195775855] Organisational Policies and SOPs
10.1. [bookmark: _Toc195775856]District SOPs 
· E.g. COVID-19 or equiv. 
· GCP training requirements and compliance (can add a statement re districts policy on re-training from R2 to R3)
10.2. [bookmark: _Toc195775857]Monitoring 
(Refer to trial unit profile for more details)
· eMR access process for CRAs
· remote or on-site only 
10.3. [bookmark: _Toc195775858]Consenting
· SOP (if different from above)
· Use of eConsent (yes or no)
· Interpreter service used 
10.4. [bookmark: _Toc195775859]Safety reporting
· links to national statement/local SOPs/RGO website 
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						Instructions 
Please customise this template with your organisation specific information using the guiding text in each section.
You may provide it to sponsors during feasibility or start-up.
This document should be reviewed every 6-12 months (or earlier if major changes) to ensure the currency of information
Update table of contents and delete this box and any instruction text before finalising
XX Unit Profile 
Version x.x Month Year 







This profile is based on a template developed by Sydney Health Partners available at: https://sydneyhealthpartners.org.au/ 

For more details contact: [Name]
[Email address]

This profile should be used in conjunction with the XX Facility Profile

Contents
1.	Introduction	2
2.	Unit Contacts	2
3.	Unit Details and Capabilities	2
4.	Principal and Sub-Investigators	3
5.	Feasibility and Startup	5
5.1.	Contacts	5
5.2.	Agreements and Budgets	5
5.3.	Finance	5
5.4.	Site Initiation Visits	5
5.5.	Study Equipment Receipt and Storage	5
6.	Audit History	5
7.	Documentation	6
8.	Training	6
9.	Site level SOPs	6
10.	Department Equipment	6
11.	Third-party vendors	6
12.	Monitoring	6
13.	Referral pathways	7



[bookmark: _Toc193808678]

1. [bookmark: _Toc195775158]Introduction
· (Sales Pitch) Department X is currently Australia’s N largest centre for this therapeutic area.  It is affiliated with university Y and is highly regarded in teaching and research. The current head of the department is Professor John Smith. Members of the department have previously received some award. We are currently affiliated with 4 PhDs in the space OR our clinical investigator team includes N staff specialists, N fellows, N registrars, N PhD scientists, N clinical research nurses, N other staff members (consider including Org chart)
· We treat X many patients per year across the space, including this many with certain conditions.
· (Mission Statement) Our team are committed to supporting the highest quality clinical trials…..
· Can add a graph/pie chart of the numbers/phases for sponsored trials
	
2. [bookmark: _Toc193808679][bookmark: _Toc195775159]Unit Contacts
· Add a statement such as “The unit is staffed by the research manager and X FTE staff, including study coordinator, research nurses….”. 
· Add how work is structured (e.g. primary and backup or a team) 

	Role
	Name
	Contact details

	Research Manager
	
	

	Admin Officer
	
	

	Feasibility
	
	

	Study Start-up
	
	

	RGO submissions
	
	

	Contracts/Budgets
	
	

	Accounts
	
	

	
	
	

	
	
	



3. [bookmark: _Toc193808680][bookmark: _Toc195775160]Unit Details and Capabilities 
	

	Unit Address
	

	Postal Address
	If different from above

	Delivery Address (for kits, equipment)
	Attn:  
C/O Loading Doc

	Operating hours
	Mon – Fri 8am – 5pm. Weekends / after hours by negotiation.

	Therapeutic Areas
	

	Trial Phases
	FIH, I, II….

	Trial Experience
	Industry, collaborative group and investigator initiated

	Affiliated Satellite Sites 
	If different or not listed in facility profile

	No. chairs or clinic rooms available
	

	Overnight stays
	Yes. For X observations/tests only

	Accreditations
	IATA, NATA respiratory 

	Lead HREC Site
	Yes. On a study-by-study basis (additional fees apply)



4. [bookmark: _Toc193808681][bookmark: _Toc195775161]Principal and Sub-Investigators 
· Add a statement regarding number of PI/SubIs covering X specialties (add dept website or research gate?)
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	Principal Investigator
	Specialty 
	Trial experience 
	Trial phase experience 
	No.  studies as PI
	Availability 
(optional column)
	Email address 
(optional column)

	Prof Michael Smith
(optional to add photo)
	AML, CML, Transplant 
	In years
	Phase & no. studies e.g.

I - 5 studies
II - 15 studies 
	As a range  

e.g. <5, 5-10, etc
	Add days/times/calls

e.g. Mon & Thurs after 2pm. Calls can be arranged through secretary (add details).
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



The table below is optional
	Sub-Investigator 
	Specialty
	Email address (optional)

	Dr Sue Smith
	MDS, ALL
	

	
	
	

	
	
	

	
	
	

	
	
	





[bookmark: _Toc195179752]

5. [bookmark: _Toc195179753][bookmark: _Toc195171622][bookmark: _Toc195171644][bookmark: _Toc195171665][bookmark: _Toc193808682][bookmark: _Toc195775162]Feasibility and Startup 
5.1. [bookmark: _Toc193808683][bookmark: _Toc195775163]Contacts 
· Add who to contact (or can refer to section 2).
· Add breakdown of initial and ongoing submission contact person if it’s done by a different person, or reach out to PI
5.2. [bookmark: _Toc193810221][bookmark: _Toc193810245][bookmark: _Toc193810300][bookmark: _Toc193810324][bookmark: _Toc195775164]Agreements and Budgets
· who is the contact for contracts/budgets (can refer to section 2).
· clear details of what information should be on CTRA, Indemnity, CTN etc. (if applicable) as per Medicines Australia template
· turnaround time for contracts
· types of signatures accepted/provided (electronic/wet-ink)
· requirement (or not) for contract to be in place for HREC or RGO submission (or recommendations for when to supply)
· site fee schedule to be shared on request
5.3. [bookmark: _Toc193808685][bookmark: _Toc195775165]Finance
· Contact (can refer to section 2)
· payee bank details 
· Invoicing frequency (monthly?) and request for invoice vs RCTI (Add that WH fees are not accepted for any NSW site), Terms of payment 
· 3rd party patient reimbursement system capability – yes/no and which system(s) (e.g. Greenphire, Colpitts, Clincierge) 
5.4. [bookmark: _Toc193808686][bookmark: _Toc195775166]Site Initiation Visits 
· Contact (can refer to section 2)
· when to book (e.g. on RGO approval or lodgement – district or dept?)
· how (on-site/virtual), advance notice, specific requirements, min. attendance, duration of PI and SC attendance, pharmacy (separate or joint), other supporting departments 
5.5. [bookmark: _Toc195775167]Study Equipment Receipt and Storage
· Where kits/equipment is stored and storage capacity
· Requirements for shipment of study kits (e.g. after SIV date is booked/not earlier than N weeks before SIV)
· Expiry dates for study kits
· Kits for Life or other avenue for re-using expired kits
6. [bookmark: _Toc193810167][bookmark: _Toc193810201][bookmark: _Toc193810225][bookmark: _Toc193810249][bookmark: _Toc193810304][bookmark: _Toc193810328][bookmark: _Toc193810169][bookmark: _Toc193810203][bookmark: _Toc193810227][bookmark: _Toc193810251][bookmark: _Toc193810306][bookmark: _Toc193810330][bookmark: _Toc193808687][bookmark: _Toc195775168]Audit History 
(if different from facility profile)
· QRS scheme participation
· TGA, FDA audit experience and findings if applicable (general terms e.g. no critical)
· Add contact details of person to liaise with
7. [bookmark: _Toc193810308][bookmark: _Toc193810332][bookmark: _Toc195775169]Documentation 
(if different from facility profile)
· eISF or paper Site Docs use
· CVs (add hyperlink if stored centrally)
· medical licences – sponsor to download, central binder?
· Expectations on who will be on delegation logs/training logs if not specified in department SOP (e.g. not nurses, pharmacists, etc. who are under the direction of a delegated senior person, or if they are just performing their normal duties)
· signature process – electronic or wet-ink (where acceptable), investigator names (middle names included/not)
· Archiving (can add fees here or in site fees) and locations, duration for archiving, if internal processes for destruction approvals
· EDC experience
· Study specific source data location 
· Study specific worksheets
· Study specific system personnel access requirements
· Safety updates contact details
· Site process for PI signoff/viewing of safety reports. Note: Per GCP, submission to HREC/RGO is not required for line listings etc, outside of annual safety reports (refer to SOP). 
8. [bookmark: _Toc193808689][bookmark: _Toc195775170]Training 
· GCP (who needs training - similar to above)
· centrifuge, dangerous goods (IATA), equipment training
· Documents for study specific training that signed on training logs
9. [bookmark: _Toc193808690][bookmark: _Toc195775171]Site level SOPs 
· List (if any) and contact site for more details
10. [bookmark: _Toc193808691][bookmark: _Toc195775172]Department Equipment 
· e.g. -80deg freezer – calibration and maintenance, temp monitoring (alarm, back 2 base), centrifuges/vortex/heat blocks etc. 
· hospital equipment used (if not on facility profile)
· Arrangements for study equipment required but not available at the site (e.g. request/preference for sponsor to provide/site to purchase/return)
11. [bookmark: _Toc193808692][bookmark: _Toc195775173]Third-party vendors
· unit preferred or external (and reasons) Pathology (DHM, Laverty or NSW health pathology), Radiology and other supporting department contact details and fees if required. Ability to use sponsor vendor (SLA may be required) 
· Provide accreditation for these vendors if needed
· Lab ranges and where they can be found
12. [bookmark: _Toc193808693][bookmark: _Toc195775174]Monitoring 
(If different from facility profile)
· Booking expectations and how far in advance to book, guidelines and expectations, hours of operation, supporting dept (e.g. pharmacy) booking process, PI meeting (e.g. every 2nd visit), dual monitoring allowed
· Communications expectations – part-time consultants 
· Brief description of what source records consist of (e.g. paper and electronic, or paper only, or similar to point below)
· eMR access available (if not, source documentation is printed and certified, and over the shoulder viewing of eMR is facilitated by SC’s)
· Remote monitoring availability and conditions/requirements/cost
· Logistics/resources: dedicated monitoring rooms, availability of Wi-Fi, printer/copier (incl if to supply own paper), any associated costs 
13. [bookmark: _Toc193808694][bookmark: _Toc195775175]Referral pathways 
· Do you accept? Is there a database? (condition and PI specific), rural referral networks or interstate, MDT referral networks and links, outreach clinics
· Experience working with commercial recruitment vendors and portals
· List of current affiliations for referrals (e.g. Investigators’ private clinics, other external referring doctors). 

image1.png
( ) 3) Sydney
Health Partners




image2.png




image3.png




image4.png




