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[bookmark: _Toc169021543]Applicability
This framework applies to:
All Vaccine Service Providers receiving vaccines from Northern Territory (NT) Health for the purpose of vaccination within the NT. 
[bookmark: _Toc161151030][bookmark: _Toc169021544]Purpose
This Framework outlines the core elements underpinning NT Health’s role as an agent for supply of National Immunisation Program vaccines and NT Health funded programs. This reflects the requirements NT Health places on services to meet both parties’ statutory, national and Territory government obligations. This framework will be used to ensure appropriate support is provided by NT Health to Vaccine Service Providers in the NT and to support the approval of vaccine service providers to receive vaccines from NT Health. 
Exclusions: This framework is not about the process of administration of vaccines received from NT Health. 
[bookmark: _Toc161151031]

[bookmark: _Toc169021545]Statement
[bookmark: _Toc80699045]Vaccines are an important public health measure and a key intervention towards reducing vaccine preventable diseases (VPDs). Vaccines must be managed appropriately to avoid adverse patient outcomes, wastage and inequality in supply. 
This framework provides information and directions for those involved in the storage, distribution and management of vaccines within the NT. 
Vaccine Service Providers are required to develop their own policies and procedures to support the supply and management of vaccines in line with this framework. 
[bookmark: _Toc161151032][bookmark: _Toc169021546]Principles
The NT Health’s approach to vaccine supply and management is founded upon the following principles:
Equitable, safe and timely access to immunisation is a key public health initiative to protect Territorians from VPDs. 
Immunisation is an important prevention measure to protect against VPDs. 
All Territorians have a right to increased choice in access to health care that meets their individual circumstances where a provider can deliver vaccination safely and appropriately.
NT Health provides vaccinations for participation in strategic national programs (eg National Immunisation Program) as well as the specific needs of the Territory (NT Immunisation Schedule, emergency response programs). Vaccines provided by NT Health are expected to be used in accordance with legislation and in line with the program schedule and strategic goals of these programs.
NT Health strives to work collaboratively with all healthcare providers to achieve improved health outcomes for Territorians. 
NT Health has a responsibility to ensure sustainable processes within healthcare with ongoing quality improvements. 
[bookmark: _Toc161151033][bookmark: _Toc169021547]Requirements
[bookmark: _Toc161151034][bookmark: _Toc169021548]Approval of Vaccine Service Providers
Vaccine Service Providers are required to nominate an appropriate employee as a point of contact for NT Health and ensure this is updated in the event of staffing changes. 
Vaccine Service Providers are required to provide proof of compliance with any relevant accreditation standard for their service that includes vaccination, including but not limited to:  
· National General Practice Accreditation Scheme
· Quality Care Pharmacy Program (QCPP)
· The National Safety and Quality Health Service (NSQHS) Standards 
Vaccine Service Providers are required to participate in an assessment against this framework prior to receiving vaccines. Thereafter regular assessments will be conducted which may involve face to face, desktop review or self-assessments. 
Approved Vaccine Service Providers are required to complete a vaccine storage self-audit as per the current National Vaccine Storage Guidelines every 12 months.
[bookmark: _Hlk153353251]Approved Vaccine Service Providers are expected to permit an authorised officer appointed by the Chief Health Officer to inspect the Vaccine Service Provider at any reasonable time to ensure compliance with the framework.  
Approved Vaccine Service Providers are required to provide NT Health with evidence that they meet all requirements in the framework when requested.  
[bookmark: _Toc161151035][bookmark: _Toc169021549]Education and training of Vaccine Service Provider Staff
All Vaccine Service Provider staff involved in storing and/or administering vaccines are required to complete appropriate training to handle and/or administer vaccines. This is inclusive of any training requirements:
· Stipulated within a Scheduled Substance Treatment Protocol and 
· Cold chain management training. 
[bookmark: _Toc161151036][bookmark: _Toc169021550]Storage and handling
All vaccines at the Vaccine Service Provider level are required to be stored and handled in accordance with legislative requirements, the manufacturer’s instructions and the current National Vaccine Storage Guidelines. 
· Stock management system:
· Vaccine Service Providers are required to utilise an appropriate stock management system to ensure adequate stock levels are maintained with minimal wastage. 
· Vaccine Service Providers are required to report current stock on hand at the time of ordering vaccines and when requested by NT Health. 
· Cold Chain management:
· All aspects of the current National Vaccine Storage Guidelines are required to be followed to ensure best practice of cold chain management is undertaken, including monitoring of vaccine fridges and identification of back up plans for power outages. 
· Data loggers/temperature monitoring are required to be utilised during transport or vaccine service delivery in a mobile clinic setting.  
[bookmark: _Toc161151037][bookmark: _Toc169021551]Reporting and monitoring
Australian Immunisation Register (AIR) reporting
· Vaccine Service Providers are required to ensure they have systems in place to meet the requirements listed in the Australian Immunisation Register Act 2015 –which sets out the minimum legal requirements for recording relevant vaccinations. 
· All vaccines meeting the below criteria are required to be recorded in the AIR: 
· COVID-19 vaccines administered on or after 20 February 2021
· Influenza vaccines administered on or after 1 March 2021
· National Immunisation Program (NIP) vaccines administered on or after 1 July 2021, and
· Japanese encephalitis virus (JEV) vaccines administered on or after 21 December 2022.
· Any vaccine provided by NT Health or the Commonwealth Government of Australia after 1 January 2024.
· All Vaccine Service Providers are required to ensure their staff are trained in recording into the AIR, this may be via clinic or practice software or direct entry through PRODA or another integrated system.
Adverse events following immunisation (AEFI):
· Vaccine Service Providers should have systems in place for the identification, management and recording of adverse events following vaccination. 
· All adverse events following immunisation (AEFI) are required to be reported to the NT CDC via the online AEFI form and recorded in the client’s health record. 
· Adverse events can be reported by any health professional, vaccine provider, patient or their families.
Vaccine administration errors:
· Any vaccine administration errors are required to be recorded within the Vaccine Service Provider’s incident management system and the client’s health record. 
· Any serious administration error are required to be reported to the NT CDC on (08) 8922 8315 (business hours). 
· NT CDC will work with the Vaccine Service Provider to ensure the best outcome for the patient and support the Vaccine Service Provider to reduce the likelihood of a repeat of the error.  
Cold Chain breach reporting:
· Any deviation from manufacturers storage conditions during delivery or storage are required to be reported to the NT CDC on (08) 8922 8315 (business hours). 
· NT CDC will work with the Vaccine Service Provider to advise on the best outcome for the affected vaccines. 
· NT CDC will advise the supplier of any cold chain breaches during delivery to allow for improvements towards prevention of future breaches. 
· Any cold chain breaches are required to also be reported within the Vaccine Service Provider’s incident management system. 
Wastage reporting:
· Vaccine Service Providers are required to ensure all vaccine wastage is reported to NT CDC at the time the vaccine is discarded via the online wastage report form. 
[bookmark: _Toc161151038][bookmark: _Toc169021552]Legislative or other Authority 
The following legislation and/or authority govern the NT Vaccine Program:
Australian Immunisation Register Act 2015
Australian Immunisation Register Rule 2015 
The Northern Territory of Australia Medicines, Poisons and Therpeutic Goods Act 2012 




[bookmark: _Toc161151039][bookmark: _Toc169021553]Responsibilities and Implementation of Framework
[bookmark: _Toc80699050]NT Health is responsible for:
Ensuring vaccines are distributed equitably throughout the NT
Ensuring cold chain is maintained through the vaccine delivery timeframe 
Ensuring all Vaccine Service Providers meet the requirements of this Framework prior to supplying vaccines 
Regular compliance reviews of Vaccine Service Providers
Providing support to Vaccine Service Providers to ensure their compliance with this Framework.
Vaccine Service providers are responsible for: 
Complying with all aspects of this Framework
Maintaining written evidence of compliance with this Framework and providing this evidence to NT Health if requested (e.g. fridge temperature monitoring records). 
In the event a Vaccine Service provider is unable to meet the requirements of this Framework, the NT CDC will work with the Vaccine Service Provider to support quality improvement activities to minimise supply disruptions. 
[bookmark: _Toc169021554]Compliance
The NT Health compliance indicators for this Framework are set out below. These indicators are required to be met and regularly evaluated by the respective business unit or responsible officer.
Any instances of non-compliance should be reported on the branch or divisional risk register. Where staff or patient-related non-compliance occurs in the clinical settings register in the risk management system.
	Indicator
	Description
	Responsibility

	Vaccine errors recorded in the relevant risk reporting system and client’s health record
	Vaccine Service Providers report vaccine administration errors through their risk reporting system (eg Riskman) and the client’s health record. All serious administration errors are reported to NT CDC Immunisation Unit. CDC follows up with service provider
	All Vaccine service providers
CDC Immunisation Unit

	Vaccine wastage quarterly reports

	Vaccine Service Providers report all vaccine wastage, including cold chain breaches, to NT CDC as soon as breach is discovered 
NT CDC advises the provider how to manage affected vaccines and produces a quarterly report 
	Vaccine Service Providers (initial reports)

CDC Immunisation Unit (Quarterly reports)

	Vaccine Service Provider cold chain audits
	Immunisation unit assesses GP practices have met the requirements to operate as a NIP vaccine provider prior to operation. Pharmacies are approved through the Medicines and Poisons unit. All Vaccine Service Providers undertake an annual cold chain self-audit, submitted to the CDC Immunisation unit for assessment
	CDC Immunisation Unit, Medicines and Poisons,
All Vaccine Service Providers

	Reports of Adverse Events Following Immunisation (AEFI)
	Vaccine Service Providers report AEFI to CDC Immunisation unit. The Immunisation unit reports AEFI to TGA, REDCAP and CCIS
	Vaccine Service Providers, CDC Immunisation Unit

	Timely support for vaccine service providers is provided via phone and email 
	Immunisation unit provides support through a help-line (NT Immunisation Register, using ‘one touch’ phone system)
Vaccine Service Providers can email the Immunisation Unit for generic immunisation queries or support.
CDC Immunisation Unit provides immunisation updates bi-monthly via email
CDC newsletters for any disease alerts and outbreaks in the community, supporting providers to immunise during outbreak response
	CDC Immunisation Unit


[bookmark: _Toc169021555]Definitions
	Term 
	Definition

	Accreditation
	The certification that a health facility has met safety and quality standards as determined by a Nationally recognised healthcare accreditation assessment. 

	Adverse event after immunisation
	Any untoward medical occurrence that follows immunisation, whether it is expected or unexpected and regardless of whether it is triggered by the vaccine or coincidentally occurs following its administration.  

	Appropriate employee
	A staff member identified by the Vaccine Service Provider to be the main point of contact for NT Health for vaccine related communications and who is responsible for vaccine related activities at the health facility. These activities include ensuring all aspects of the Framework are met including cold chain monitoring, reporting and training. The appropriate employee may nominate another suitably trained staff member to complete some of these activities. 

	Appropriate stock management system 
	A stock management system that enables a Vaccine Service Provider to maintain real time visibility of stock levels, vaccines received, administered and discarded. 

	Cold Chain
	The system of transporting and storing vaccines below room temperature, within the safe temperature range as provided by the manufactures.

	Cold Chain Breach
	Exposure of vaccines to temperatures outside the manufacturers recommended range. The temperature may be above or below the range. A cold chain breach may be referred to as an ‘adverse vaccine storage event’.

	Data Logger
	A small electronic device that continuously measures temperatures and keeps a record of the results.

	Scheduled Substance Treatment Protocol
	A written document formulated collectively by a multidisciplinary team to provide authority and guidance on the supply and administration of a scheduled medicine for a specific condition, including restrictions that may apply which is approved under Section 254 of Medicines, Poisons and Therapeutic Goods Act. 

	[bookmark: _Hlk161402421]Serious administration error
	Any vaccine related error that requires further care or support following vaccination. If a Vaccine Service Provider is unsure of the seriousness of an error, CDC should be contacted to assess and provide advice. 

	Vaccine Service Provider
	Any health facility that receives vaccines from NT Health or the Commonwealth Government of Australia, including public and private hospitals, remote health centres, correctional centres, outpatient clinics, community health centres, day centres, domiciliary services, general practices and community pharmacies. 

	Vaccination
	The administration of a vaccine to help the immune system develop immunity from a disease regardless of the physical location where the administration occurs. This framework is applicable to vaccination occurring within a health facility or as an outreach service.  

	Vaccines
	For the purposes of this framework, vaccines refers to vaccines provided by NT Health or the Commonwealth Government of Australia either directly or via a wholesaler intermediary. 
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