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Process for changes to the Greater Manchester Immunology Service (GMIS) Test Repertoire 














Introduction 
The Greater Manchester immunology service (GMIS) aims to provide the most appropriate evidence-based test repertoire for our service users. The majority of our tests our performed on site with a small number of specialist tests sent away for analysis. We recognise that our repertoire may need to change to keep up to date with new developments, and in some cases a one off test referral may be needed to confirm results, or to gain additional information in complex cases. We are committed to ensure that any addition or change to our service is evidence based, cost effective and in the best interest of our patients. In order to effectively manage resources and ensure appropriate tests are available, an application will need to be completed for any changes to our repertoire. Three different application types are outlined below. A new test application, a one off referral test application, and an application to changing HCDP flow cytometry panels. 

Process for new test applications
A new test application will need to be submitted for any addition to our current repertoire (in house or referred) that is likely to be requested on more than one occasion. New test applications are approved/ rejected by the DLM new test application review group, and ratified at the DLM board. However there will be a requirement to liaise with specific departments to support your application. Full details can be found in Appendix 1 below, or in the laboratory medicine section of staffnet.
Prior to submission of a new test application for an immunology assay, it is advisable to contact the GMIS management team (mgtteam.immunology@mft.nhs.uk) to discuss clinical utility, required resources, and expected cost per test to support your application. The process is outlined below. 
                     
Process for requesting a one off referral test 
A one off referral test application will need to be submitted in cases where a specialist, novel, or confirmatory test is required that is not currently part of our repertoire. This application should only be used for one off requests. If the test is likely to be requested on more than one occasion, a new test application should be completed. See appendix 2 for one off referral test application form. Applications will be reviewed and approved/ rejected by the GMIS management team. The process is outlined below. 
            

Applications for a one off test can be approved/ rejected by e-mail to prevent any delays with test referral. If the assay is not time dependent, applications should be approved/ rejected and ratified at the monthly GMIS management meeting. A minimum of four members of the GMIS management team (including at least one consultant) can approve an application. The ‘changes to GMIS repertoire log’ should be filled in for all applications, and checked for previous same test requests prior to approval. Applications should also be saved in the appropriate folder. The repertoire log and application folders can be found on the immunology shared drive (S:\MedLab\Immunology\GMIS repertoire applications). 

Process for changes to HCDP flow cytometry panels (Duraclone tubes)
Our current Duraclone HCDP panels were agreed in conjunction with consultant haematologist’s to provide a state of the art solution for HCDP flow cytometry testing. Any changes to panels will require production of a new profile that can take up to 1year to develop and verify before acceptance for routine use in the laboratory. Although this can be a lengthy and costly process, we are committed to ensuring that we are providing the most relevant panels to aid the diagnosis of haematological malignancies. Changes to panels will only be considered if there is an evidence based benefit that has been reviewed and approved by the HCDP clinical director. Financial approval for a one off set up fee will also need to be signed off before an application will be considered. Completed applications should be submitted electronically to the GMIS management team (mgtteam.immunology@mft.nhs.uk) for consideration. Applications will be approved/ rejected at the GMIS management meeting where a minimum of 4 members of the GMIS management team (including at least 1 consultant) must be present to approve/ reject the application. Approved applications may take some time to implement due to production processes and accreditation requirements. An application form can be found in appendix 3, and the process is outlined below. 
               
             

All applications should be saved and the changes to GMIS repertoire log should be updated. Both folders can be found on the immunology shared drive (S:\MedLab\Immunology\GMIS repertoire applications). 


Appendix 1: New test application form
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Appendix 2: One off referral test application form


Appendix 3: Changes to HCDP flow cytometry panel application form


Identify relevant literature/ guidance and anticipated use/ patient pathway


Agree within clinical department and identify indicative demand per annum


Discuss with relevant laboratory head of service and manager and identify indicative costs


Agree funding with clinical service manager, clinical director and accountant


Complete appliction form and obtain signatures/ get email confirmation


Submit form electronically to DLM (DLM.DHQ@mft.nhs.uk)


Respond to any clarification questions from DLM


Final decision from DLM
























Identify referral laboratory/ sample type and cost per test 


Consider clinical indication for test/ current tests available for this clinical indication


Agree funding with clinical service manager, clinical director/ accountant


Complete application  form


Submit electronically to GMIS mangement team (mgtteam.immunology@mft.nhs.uk)


Final decision by GMIS management team   


If appliction is approved - send specimen to laboratory for referral


Change to repertoire log check for previous applications
























Identify changes to panel 


Gather evidence for change from literature


Seek agreement from HCDP clinical lead


Agree funding for one off set up fee from clinical service manager/ clinical director/ accountant


Complete application form and submit electronically to the management team (mgtteam.immunology@mft.nhs.uk)


If application approved a timeline for production for the new panel will be provided


Verification of new panel in the laboratory


Application for extension to scope to UKAS for assay accreditation


Assay accreditated for rountine use in the laboratory 


Final decision by GMIS management team 
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Division of Laboratory Medicine

Application for Introduction of a New Test

· Any Consultant/Clinical team wanting to introduce a new laboratory test for any indication, or use an existing laboratory test for a new indication, should complete a new test application form. The form is available in the Laboratory Medicine section on Staffnet. 

· This form must be completed electronically and sent by email as an attachment to DLM Headquarters at DLM.DHQ @mft.nhs.uk

· Incomplete forms will not be processed. They will be returned to the Consultant for completion.


· It is expected that applications will be accompanied by evidence of the test’s clinical utility, a proposed Trust guideline or algorithm for the anticipated use of the test, the indicative number of tests per annum including any activity from other hospitals/GM, retesting interval, and its place in the patient pathway. This can be developed in collaboration with the Head of Service (HoS) and Laboratory Manager (LM) for the relevant Laboratory Medicine Department.  


· Information on the full costs associated with introduction of the test must be provided including any costs associated with the set-up/method development, reagents, equipment, maintenance, quality control, IT, staffing, clinical reporting. For a new test that will need to be sent to a referral laboratory, the cost per test plus the processing and transport costs must be included. 

· Advice regarding the viability of introducing any new test and estimated costs should be sought from the relevant Laboratory Medicine Department in advance of the application via the HoS/LM. 


· The Directorate Manager for the clinical service must approve the expected full cost for introducing the new test. Signatures of the lead consultant, directorate / divisional manager and clinical director / clinical head of division for the clinical service are required, electronic signatures are acceptable. Accountant sign off may be required at the discretion of the directorate / divisional manager. Unsigned forms will only be accepted if accompanied by emails from each signatory confirming agreement.

· The application will be decided on by the DLM New Test Application Review Group with DLM Board ratification at the next board meeting. 

· Additional information from the requesting consultant may be required in the form of written responses to questions or clarifications. 


· The Consultant will be informed of the decision.


· In the event that the request is declined the Consultant may reapply if new information or national guidance regarding the test becomes available. 

Children’s & Adults Application for a New Test to be introduced by the Division of Laboratory Medicine

ALL sections to be completed by the requesting Consultant


Does this application relate to Adults □ or Children’s □ or both □

Does this application relate to Oxford Road Site □ or Wythenshawe Site □ or both □

		TEST DETAILS:



		Name of Test including any pseudonyms

		



		Department where test will be performed

		



		Clinical Indication for test:

		



		Current test used for this clinical indication (if relevant):

		



		Is the new test to replace current test(s)?


(If so, please provide details)

		Yes □               No □               





		What benefits do you believe this test has over existing tests (if relevant)?

(e.g. improved clinical sensitivity/specificity)

		



		Is this test to be restricted to a particular patient group or clinical indication?


(Please give details of any restrictions)

		



		Estimated workload p.a.

 (Include any repeat testing, activity from other sites)

		



		Trust guideline/algorithm/patient pathway submitted

		Yes □               No □               



		NICE guideline:


(If yes give reference number and date)

		Yes □               No □               






		Please enter full references of supporting papers: 

		



		Other References:

		



		Please give a brief overview of the supporting references:

		



		Has this been discussed with relevant Department in Laboratory Medicine?


Please provide name of contact

		Yes □               No □               






		Test cost (£ per test):


(Total cost, please provide cost breakdown in Appendix below)

		



		Is there likely to be any impact on other services / sites within the Trust? 

(e.g. other diagnostic services: radiology, endoscopy, pharmacy etc) Please provide details and estimate of associated cost

		Yes □               No □               






		Is there likely to be cost savings from the new test introduction?

Please provide details and estimate of cost savings 

		Yes □               No □               








		PRIMARY CARE IMPLICATIONS:



		Is the test intended for use in primary care?

(If yes please give details

		Yes □               No □              



		If yes, has this been discussed with the CCG?

Please provide details

		Yes □               No □               



		If yes, has a patient pathway been developed for referral to secondary care?


Please provide details

		Yes □               No □               





		APPLICANT DETAILS:



		Lead Consultant: 

Designation:

		



		Division:

		



		Directorate:

		



		Contact Email:



		



		Contact Telephone (Dept):

		



		Consultant Signature:

		





		FINANCIAL SIGNATORIES:



		Directorate / Divisional Manager:




		Name:



		

		Signature:

		Date:



		

		I agree to be invoiced monthly for new test cost   □

I agree to fund fixed set up costs □





		Clinical Director / Clinical Head of Division:

		Name:



		

		Signature:

		Date:



		Directorate Accountant (at the discretion of Directorate / Divisional Manager):

		Name:

		



		

		Signature:

		Date:





Please return COMPLETED form electronically to: 


DLM.DHQ@mft.nhs.uk

		APPENDIX: FINANCIAL ESTIMATES IMPLICATIONS::



		Fixed costs

		Cost £



		Method development

		



		Analytical equipment

		



		IT/interface

		



		

		



		Cost per reportable test

		



		Reagents including standards

		



		Consumables

		



		Quality control

		



		Clinical reporting

		



		Processing/transport (for referral test)

		



		Other 

		



		Total Fixed costs

		



		 Total Cost per Reportable Test 
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Application for a one off referral test

Greater Manchester immunology Service

ALL sections to be completed by the requesting Consultant

Does this application relate to Adults ☐ or Children’s ☐ or both ☐







		TEST DETAILS:



		Name of Test:

		



		Laboratory performing the test:

		 



		Lab and test accredited?

		Lab Yes ☐     No ☐

		Test Yes ☐     No ☐



		Sample type and handling requirements:

		



		Clinical Indication for test:

		



		Current test used for this clinical indication (if relevant):

		



		Test cost (£ per test):

		







		Postage and packaging cost (£ per test):

		



















		PATIENT DETAILS:



		Name:

		



		Hospital Number:

		



		Date of Birth:

		



		Diagnosis & clinical features:

		



		How will this test alter the patient’s management:

		



		Why is the current test used for this clinical indication (if relevant) not being used / sufficient in this case:

		

















		APPLICANT DETAILS:



		Lead Consultant: 

Designation:

		



		Division:

		



		Directorate:

		



		Contact Email:



		



		Contact Telephone (Dept):

		



		Consultant Signature:

		









		FINANCIAL SIGNATORIES (email copies suffice):



		Directorate Manager:



		Name: 



		

		Signature: 

		Date: 



		

		Agrees to be invoiced for test cost including P&P   ☐ 





		Clinical Director:

		Name: 



		

		Signature: 

		Date: 







Please return COMPLETED form electronically to: mgtteam.immunology@mft.nhs.uk





		INTERNAL USE ONLY:



		

Outcome



		Approved ☐               Rejected ☐                 More information requested from referrer ☐  Detail:
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Changes to HCDP flow cytometry panels


Greater Manchester Immunology Service

ALL sections to be completed by the requesting Consultant


Does this application relate to Acute panel □ or Chronic panel □ 

		TEST DETAILS:



		Current markers in panel 

		



		Proposed change to panel 

		



		Clinical Indication for change:

		



		What benefits do you believe this has over the existing panel?

(e.g. improved clinical sensitivity/specificity)

		



		Please enter full references of supporting papers: 

		



		Please give a brief overview of the supporting references:

		



		Has this proposed change been approved by a HCDP clinical lead?


Please provide name of contact

		Yes □               No □               








		APPLICANT DETAILS:



		Lead Consultant: 

Designation:

		



		Division:

		



		Directorate:

		



		Contact Email:



		



		Contact Telephone (Dept):

		



		Consultant Signature:

		





		FINANCIAL SIGNATORIES:



		Directorate / Divisional Manager:




		Name:



		

		Signature:

		Date:



		

		I agree to fund fixed set up costs £2695□





		Clinical Director / Clinical Head of Division:

		Name:



		

		Signature:

		Date:



		Directorate Accountant (at the discretion of Directorate / Divisional Manager):

		Name:

		



		

		Signature:

		Date:





Please return COMPLETED form electronically to: mgtteam.immunology@mft.nhs.uk

		INTERNAL USE ONLY:



		Outcome



		Approved ☐               Rejected ☐                 More information requested from referrer ☐  Detail:
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