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FOI Ref: 6343
Category(ies): Clinical - Drugs 
Subject: New Drugs Formulary
Date Received: 14/04/2022

	[bookmark: _Hlk66456130]Your request:

	Our response:


	1.  A step by step guide on the stages a new drug must go through to be accepted for formulary by the Prescribing Committee please.

	Please see page 4.



The process for NICE Technology Appraisal (TAs) is changing and this will be reflected in the form.

The new process is that TAs will be discussed every month at the Rotherham Medicine Optimisation Group (RMOG) and those that apply to the Trust will be approved and added to the formulary. The RMOG has representation from TRFT, Rotherham CCG and Rotherham, Doncaster and Humber NHS Foundation Trust.


	2. A copy of the New Drugs Formulary application form 

	


	3. The minutes from the last two Formulary meetings 

	

[bookmark: _MON_1712039731]
[bookmark: _GoBack]
* Please note TRFT has withheld the names and details of staff detailed in the attached in accordance with the personal information exemption at section 40(2) and 40(3) of the Freedom of Information Act 2000 which state: 
· if disclosure would breach any of the Data Protection Principles in the Data Protection Act, 
· if the data subject would not themselves be entitled to access it under the Data Protection Act because one of the Data Protection Act subject access exemptions apply (but subject to the public interest test)
 
These individuals are not in public facing roles and have an expectation that their names and direct contact details will not be put into the public domain. It would be unfair for us to disclose their details and would contravene the first data protection principle.

	4.  All the dates for 2022 that the formulary Committee will meet

	The RMOG meetings are on the first Wednesday of every month

05.01.2022
02.02.2022
02.03.2022
06.04.2022
04.05.2022
01.06.2022
06.07.2022
03.08.2022
07.09.2022
05.10.2022
02.11.2022
07.12.2022
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MINUTES OF 

ROTHERHAM MEDICINES OPTIMISATION GROUP MEETING



WEDNESDAY 5th JANUARY 2022 FROM 1:00PM – 3:00PM

VIA MICROSOFT TEAMS

		

				1

		Attendance; Apologies; Quoracy Check

		ACTION



		

		

		PRESENT

		

		



		*

		*

		1. Deputy Medical Director, Quality Safety, TRFT (Chair)



		*

		*

		2. Deputy Head of Nursing, Medicine, TRFT



		*

		*

		3. Deputy Head of Medicines Management, Rotherham CCG



		*

		*

		4. GP Lead, Medicines Management, Rotherham CCG



		*

		*

		5. Chief Pharmacist, RDaSH



		*

		*

		6. Head of Medicines Management, Rotherham CCG



		* 

		*

		7. Lead Pharmacist, Governance, Safety and Formulary, TRFT 



		*

		*

		8. Lead Nurse, Pain Team



		APOLOGIES

		

		



		*

		*

		Chief Pharmacist, TRFT 



		* 

		*

		Consultant Elderly Medicine, TRFT



		*

		*

		Consultant Paediatrician, TRFT



		*

		*

		Deputy Chief Pharmacist/ Clinical Services Manager, TRFT



		* 

		*

		9. Lead Pharmacist, Family Health, TRFT



		*

		*

		10. Lead Pharmacy Technician, Governance, Safety, Formulary, TRFT



		* 

		*

		Senior Pharmacist Medicines Information & Clinical Trials



		*

		*

		Trust NMP Lead



		IN ATTENDANCE

		

		



		*

		*

		Consultant, ISH



		*

		*

		Consultant Gastroenterologist



		*

		*

		Consultant Anaesthetist



		*

		*

		Consultant Biochemist



		MINUTES

		

		



		*

		*

		Secretary, Pharmacy, TRFT







The Chair welcomed attendees to the meeting.



The meeting was quorate. 





		2

		Declarations of Conflicts of Interest

		



		

		No declarations of conflicts of interest.



		



		3

		Minutes of last meeting held 1st  December 2021

		



		

		Approved as a correct record



		



		4

		Action Log

		



		

		The group RECEIVED and NOTED the action log.

The action log was discussed, updated and AGREED.



		



		5

		New Formulary Requests 

		



		5.1

		Levonorgestrel intrauterine device  (Benilexa One Handed) 



Presented by *, Consultant ISH.



This device uses a one handed technique, is licensed for six year use and is cheaper than other devices. 



Consultant ISH said that they would like to use it for training purposes.



		







Approved



		5.2

		Sucralfate suspension /tablets



Presented by *, Locum Gastroenterologist



Requested for indigestion.



This is a well-established, widely used drug for the treatment of indigestion and may be considered for patients who do not respond to PPIs. There is one patient who has benefitted from it previously and is keen to try it again. 



Concern was raised by Primary Care as the tablets are unlicensed and not readily available in the community, would be cheaper to procure in the secondary care, and the solution is licensed but expensive. It should be classed a red drug, prescribed on a named patient basis for a six-week course.



As the request has only been discussed with fellow gastroenterologists, a decision will be made once discussed and approved by the division and, if approved will be classed as a red drug.



Dr Locum Gastroenterologist to contact *, Clinical Director for Integrated Medicines, for approval



		































PENDING 





Locum Gastroenterologist



		5.3

		Budesonide enema (Entocort)

Requested by * Consultant Gastroenterologist. Consultant Gastroenterologist apologised for not able to attend the meeting. 

Entocort is licensed for the treatment of ulcerative colitis involving rectal and recto-sigmoid disease.

As there was insufficient information on the form, the request will be discussed further when Consultant Gastroenterologist is able to attend the meeting.

Lead Pharmacist, GSF to invite Consultant Gastroenterologist.

		















PENDING





Lead Pharmacist, GSF



		5.4

		Dexmedetomidine injections



Presented by * 

Consultant Anaesthetist

Dexmedetomidine has been requested for use as a premedication, administered intranasally, in children and special needs patients. In adults, it will be used as sedative and administered intravenously. 



The drug is not licensed for children although used by Leeds and Sheffield for this purpose. If approved clinicians would have to inform the patient that the use is off licence.



Deputy Medical Director, Quality Safety requested to see the guidelines.

The anaesthetists will prescribe the medication and administer intravenously. For intranasal administration training will be provided to nursing staff.



Lead Pharmacist, GSF said that the SOP for administration of intranasal fentanyl in children attending UECC may be useful in deciding on the atomiser and the training required.



Consultant Anaesthetist to forward the guidelines to Mrs Douglas.



		



























APPROVED











Consultant Anaesthetist 



		5.5

		Inclisiran injections (Leqvio) (TA733)  



Presented by Consultant Biochemist



Inclisiran is licensed for use in adults with primary hypercholesterolaemia or mixed dyslipidaemia (conditions that cause high levels of fats, including cholesterol, in the blood). It should be used with a low-fat diet.



It can be used in combination with a statin (a type of cholesterol-lowering medicine) when the maximum dose of the statin does not lower cholesterol levels enough. It can also be used in combination with other cholesterol-lowering medicines in patients who cannot take a statin.



Consultant Biochemist explained this drug has the potential to benefit some patients but not en mass as indicated.  There was concerns about the speed with which this drug is being rolled out as there is no evidence of a long term benefit on mortality or CVD morbidity which is usually a main factor in NICE approval.  



Head of Medicines Management also expressed concern over the roll out of this drug without outcome data. The National Pathway launched today will be looked at as the CCG is under pressure to start prescribing.



Head of Medicines Management explained that preferred options would be for Consultant Biochemist to initiate patients on this drug alongside other drugs for patients who cannot tolerate statins.  Primary Care would be happy to take on the prescribing as long as Consultant Biochemist initiates and recommends the patients.



Consultant Biochemist spoke about not having the time or capacity to teach patients how to inject this drug.  SL suggested that Practice Nurses would be used in this capacity.



Consultant Biochemist went on to express concern over the number of inappropriate referrals to the lipid clinic. SL suggested that the Lipid Guidelines are reviewed to stop this happening. 



 Consultant Biochemist and Head of Medicines Management agreed to prepare a joint pathway to ensure appropriate referrals and use of inclisiran.



Joint proposal to be presented at a future meeting 



		









































































Head of Medicines Management / Consultant Biochemist



		5.6

		Mogamulizumab injection for infusion (Poleligeo) (NICE TA 754)



Requested by Consultant Haematologist. Submitted by Lead Pharmacist Cancer Services, who was unable to attend the meeting.



Mogamulizumab is a monoclonal antibody licensed for the treatment of adult patients with mycosis fungoides or Sézary syndrome who have received at least one prior systemic therapy.  



Lead Pharmacist, GSF said that these drugs are usually approved by the Cancer Network and a request form is submitted to RMOG for information. 



Post meeting note: OC has confirmed that the forms are completed for information.



		



























Approved 



		5.7

		Fedratinib capsules (Inrebic) (NICE TA 756)

Requested by Consultant Haematologist. Submitted by Lead Pharmacist, Cancer Services, who did not attend the meeting. 

Fedratinib is licensed for treating disease-related splenomegaly or symptoms in myelofibrosis. The NICE guidance recommends that is used within the Cancer Drugs Fund as an option for treating disease-related splenomegaly or symptoms of primary myelofibrosis, post-polycythaemia vera myelofibrosis or post-essential thrombocythaemia myelofibrosis in adults. It is recommended only if: 

• patients have previously had ruxolitinib and 

• the conditions in the managed access agreement for fedratinib are followed. 

As a formulary request form was not available, Lead Pharmacist, GSF to contact Lead Pharmacist, Cancer Services.

		



























Lead Pharmacist, GSF



		6

		Guidelines/ Policies/ Procedures 

		



		6.1

		Electrolytes Guidelines:

Hypokalaemia in Adults

Presented by Consultant Biochemist

Consultant Biochemist explained that the Trust must have clear guidelines on the treatment of electrolyte abnormalities.  Lead Pharmacist, GSF explained that there would be ten guidelines in total, five hyper electrolytes and five hypo electrolytes. Hypokalaemia has been brought here to show the format of these guidelines. 

Consultant Biochemist said that the template comprises of a table summarising the treatment, together with more detailed information.

Deputy Medical Director, Quality Safety explained that this document will affect all the Trust, therefore, should be circulated to the divisions for comments.

After approval would need a link setting up on Meditech, similar to ‘Acute Kidney Injury’ and made available on the HUB.

		

































Lead Pharmacist, GSF to circulate for comments



		7

		Patient Group Directions

		



		7.1

		Proposals

Radiology: Ciprofloxacin tablets 250 mg



Radiology Clinical Nurse, was unable to attend so deferred to the next meeting.



		



		7.2

		Approvals 

Nil to note



		







		7.3

		Removals

Nil to note

		



		8

		Formulary Issues

		



		8.1

		NICE Technology Appraisal Guidance



Lead Pharmacist, GSF said that they have been updating the spreadsheet as advised by Clinical Effectiveness. They will liaise with Clinical Effectiveness to continue to update the spreadsheet.



		











		8.2

		Medicines shortages update



· Methylprednisolone injection

· Methylprednisolone with Lidocaine injection

There may be sufficient stock; unlicensed preparations may be obtained if needed.

· Epoprostenol (Advanz)

TRFT uses a different brand of this medication.

		 



		8.3

		Escalations from CCG MMC 



For information

Epilepsy share care update and Proposal document.



The guideline has been revised, there are no major changes.

  

This is a shared service with outreach from Sheffield Teaching Hospitals and GPs.



		





Approved



		9

		Bulletins 

		



		9.1

		Drug Safety Update December 2021



Key messages:

· Haloperidol (Haldol): reminder of risks when used in elderly patients for the acute treatment of delirium

· Venetoclax (Venclyxto▼): updated recommendations on tumour lysis syndrome (TLS)

· Dapagliflozin (Forxiga): no longer authorised for treatment of type 1 diabetes mellitus.

Head of Medicines Management, CCG reported that practice pharmacists are searching databases for these patients.



		



		10

		Minutes / Feedback from subgroups

		



		10.1

		Medication Safety Group (November 2021) – DRAFT minutes received and noted

Antimicrobial Group (none received)

VTE Group (next meeting in January)

Chemotherapy Group – September 2021



		



		11

		Items approved outside of meeting

		



		11.1

		Off Label use of Gardasil vaccine requested by *.

Dexemedetomidine injection requested by *.



		



		12

		Any other business

		



		12.1

		Nil to note 

		





		13

		Items for escalation to Clinical Governance Committee

		



		

		Nil 



		



		14

		Date and Time of Next Meeting

		



		

		Wednesday 2nd February  2022, 13:00 – 15:00

Via Microsoft Teams
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MINUTES OF 

ROTHERHAM MEDICINES OPTIMISATION GROUP MEETING



WEDNESDAY 2ND FEBRUARY 2022 FROM 1:00PM – 3:00PM

VIA MICROSOFT TEAMS

		

				1

		Attendance; Apologies; Quoracy Check

		ACTION



		

		

		PRESENT

		

		



		*

		*

		Deputy Medical Director - Quality, TRFT (Chair)



		* 

		*

		Divisional Director, Clinical Support Services (CSS), TRFT



		*

		*

		1. Head of Nursing and Governance, CSS, TRFT



		* 

		*

		2. Deputy Chief Pharmacist, TRFT



		*

		*

		3. Lead Pharmacist, Family Health, TRFT



		*

		*

		4. Clinical Effectiveness Administrator, TRFT



		*

		*

		5. Deputy Head of Medicines Management, Rotherham CCG



		* 

		* 

		Head of Nursing – Medicine, TRFT 



		* 

		*

		6. Chief Pharmacist, TRFT



		*

		*

		7. Non-Medical Prescribing Lead, TRFT



		*

		*

		8. GP Lead, Medicines Management, Rotherham CCG



		*

		*

		9. Chief Pharmacist, RDaSH



		*

		*

		10. Head of Medicines Management, Rotherham CCG



		*

		*

		11. Lead Pharmacist, Governance, Safety and Formulary, TRFT 



		*

		*

		Lead Nurse, Acute Pain Team, TRFT



		APOLOGIES

		

		Nil to note 



		IN ATTENDANCE

		

		



		* 

		*

		Consultants, Sexual Health



		* 

		*

		Consultant, Obstetrics & Gynaecology



		*

		*

		Clinical Nurse Specialist, IBD



		* 

		*

		Clinical Nurse Manager, Radiology



		MINUTES

		

		



		*

		*

		Secretary, Pharmacy, TRFT





The Chair welcomed attendees to the meeting.

The meeting was quorate. 





		2

		Declarations of Conflicts of Interest

		



		

		No declarations of conflicts of interest.



		



		3

		Minutes of last meeting held 5th January 2022

		



		

		Approved as a correct record once Non-Medical Prescribing Lead’s apology included in the minutes.



		



		4

		Action Log

		



		

		The group RECEIVED and NOTED the action log.

The action log was discussed, updated and AGREED.



		



		5

		New Formulary Requests 

		



		5.1

		Cabotegravir tablets (Vocabria)



Requested by Consultant Integrated Sexual Health and presented by Consultant, Integrated Sexual Health.



Indicated for the treatment of HIV-1 infection in adults who are virologically suppressed.  Patients will be regularly monitored in the HIV clinic as per usual monitoring of all patients taking anti-retroviral treatment.



The Cabotegravir (Vocabria) + Rilpivirine (Rekambys) prolonged release injection requires pre-loading with this oral medication to meet NICE Guideline TA757.



		











Approved



		5.2

		Cabotegravir (Vocabria) + Rilpivirine (Rekambys) prolonged release injections.



Requested by, Consultant Integrated Sexual Health and presented by Consultant, Integrated Sexual Health in conjunction with 

Cabotegravir tablets (Vocabria).



This request is to ensure compliance with NICE Guideline TA757. This injection is the first HIV injection which will be a treatment option for some HIV patients instead of tablets.  However, there is some preloading required with tablets, hence request item 5.1. This will be particularly useful in those patients who for whatever reason are unable to tolerate or cope with oral treatment.



		     

















    Approved









		5.3

		Progesterone vaginal capsules (Utrogeston)



Presented by Consultant Obstetrics & Gynaecology.

Indicated for threatened miscarriage with history of previous confirmed miscarriage.



The intention is to offer vaginal micronised progesterone 200mg three times daily to women with an intrauterine pregnancy confirmed by a scan if they have vaginal bleeding and have previously had a miscarriage. If a fetal heartbeat is confirmed, continue progesterone until 16 completed weeks of pregnancy. NICE approves this indication even though it is off licence.



Consultant Obstetrics & Gynaecology.requested treatment to be started in hospital for two weeks and up to fourteen weeks to be continued by GP and indicated that there was a Shared Care Agreement, which Consultant Obstetrics & Gynaecology would share.



Concern was raised by the CCG in that they would prefer treatment to continue in the hospital for four weeks to give time for the patient information to reach the GP.

They would also like to see the Shared Care Agreement draft before committing to any ongoing supplying.



Lead Pharmacist, Governance, Safety and Formulary suggested that for continuity of care that the hospital supply the full course as required.  Head of Medicines Management, to look into the possibility of cross charging.

		

















Consultant Obstetrics & Gynaecology.to email SCA to Lead Pharmacist, Governance, Safety and Formulary











To discuss at the next meeting.



		5.4

		Budesonide enema (Entocort) 



Presented by Specialist Nurse IBD



Indicated to treat diseases caused by inflammation of the colon and rectum, such as certain types of ulcerative colitis that involve the rectum, sigmoid, and descending colon. It works within the colon and rectum to decrease inflammation.



Request for this medication to be reintroduced back into the Formulary as an alternative to Prednisolone and the lower cost of this medication.

		

















  Approved 



		5.5

		Infliximab subcutaneous injection prefilled syringes



Presented by Clinical Nurse Specialist IBD.



This medication has been brought to the meeting for consideration for the Formulary before but there was not enough information regarding cost and therefore rejected until adequate financial information was provided.



Re-submitted as a lot of work has been carried out on costings and approved by Divisional Governance and if used via the Homecare route would be cost neutral, all things considered, releasing space and time in Day Case chairs. 



Head of Medicines Management requested the financial information, which Head of Nursing – Medicine suggested should be forwarded from divisional finance manager, for Head of Medicines Management to take up with finance team at RCCG.

Chief Pharmacist to look at the potential usage in other areas i.e. rheumatology.



There is a patient whose care is transferring from another part of the country to Rotherham and they are on SC infliximab. Chief Pharmacist to set up a Homecare service for this patient whist the finance discussions continue offline.



		





Divisional Finance Manager to send financial information to Head of Medicines Management,



Chief Pharmacist/ Head of Medicines Management, to discuss with a view to approve outside of meeting



		5.6

		Belimumab solution for infusion (Benlysta)



Requested by Consultant Rheumatology who was not present at the meeting. Chief Pharmacist provided the information to the Group.



NICE TA752 (Dec 2021) Indicated for subcutaneously, for adults with active systemic lupus erythematosus (SLE or lupus) or active lupus nephritis on other lupus medicines. BENLYSTA IV is approved in children aged 5 years and older with SLE on other lupus medicines. Limited alternative options for these patients.



The patients will remain under the long term care of rheumatology and the prescribing and monitoring will remain with rheumatology if they are on this DMARD only; if they are also on a drug such as methotrexate then at the 3 month mark the monitoring will switch to the GP.



		











Approved



		5.7

		Hormone replacement therapy preparations



Presented by Lead Pharmacist, Governance, Safety and Formulary,



There is a shortage of HRT preparations and SA has been working with Clinical Lead, and a list of HRT preparations was presented.



It was agreed that HRT preparations are on the CCG Formulary and it was suggested that these need to be aligned before any consideration for the Trust Formulary. Lead Pharmacist, Governance, Safety and Formulary to work with Medicines Management team at RCCG before bringing back and agreeing the products for TRFT formulary.



		Alignment of HRT preparations on CCG/Trust Formularies (Head of Medicines Management, / Lead Pharmacist, Governance, Safety and Formulary)



		6

		Guidelines/ Policies/ Procedures 

		



		6.1

		SOP Supervising Entonox Administration in adults and children

This SOP has been reviewed as it had expired. There have been only very minor changes, which were approved. Rather than a paper form, this has been built into Meditech.

		





Approved 



		6.2

		Elective Orthopaedic Oral Oxycodone modified release flow chart - update

Minor change: changes to wards and bed base therefore change of ward from Keppel to Orthopaedic Elective Ward more generally. 



		



Approved 



		7

		Patient Group Directions

		



		7.1

		Proposals

Radiology: Ciprofloxacin tablets 250 mg



Presented by Radiology Clinical Nurse 



To be given for three days prior to prostrate biopsy.



Urology nurses used to be responsible for this but due to the COVID situation it was taken over by the Radiology nurses. Requesting clarity and guidance on how to supply to patients ahead of biopsy. 



Authority is required to supply to patients so a legal supply would be via a PGD.



Agreed that this proposal was valid and can progress to development of a PGD, which Pharmacy will support



		

























Approved





		7.2

		Approvals 

Nil to note



		







		7.3

		Removals

Nil to note

		



		8

		Formulary Issues

		



		8.1

		NICE Technology Appraisal Guidance



Clinical Effectiveness Administrator and Lead Pharmacist, Governance, Safety and Formulary updated the Group on progress with NICE TA Guidance. Implementation is generally very good with some exceptions where individual response are being chased and followed up.



		









		8.2

		Medicines shortages update

· Diamorphine prefilled syringes 300 micrograms

· Aspirin suppositories 75 mg and 300 mg



		



		8.3

		Escalations from CCG MMC 

Nil



		





		8.4

		Operational note: Commissioning recommendations for national procurement for DOACs



Head of Medicines Management explained that there was a national letter issued by the NHS, indicating a discounted rate for edoxoban and a strong direction to use in patients with AF.  There is pressure to go with prescribing Edoxaban due to its heavily discounted price, however the CCG are inclined to stick with the prescribing of Apixaban and not switch like other areas however this will be reviewed and a place decision needs to be made. Work is going on to quantify the potential cost saving implications or pressure of not switching

		



		8.5

		Lidocaine patches – an update



Concern raised as Lidocaine patches are not being prescribed and used as recommended by the Trust Pain Team of short term only.



		



		9

		Bulletins 

		



		9.1

		Drug Safety Update January 2022 

Key messages:

1. Brolucizumab (Beovu▼): risk of intraocular inflammation and retinal vascular occlusion increased with short dosing intervals

2. Paclitaxel formulations (conventional and nab-paclitaxel): caution required due to potential for medication error

3. COVID-19 vaccines and medicines: updates for January 2022



		



		10

		Minutes / Feedback from subgroups

		



		10.1

		Medication Safety Group (none received)

Antimicrobial Group (none received)

VTE Group (15 February 2022)

Chemotherapy Group  (28th January 2022)



		



		11

		Items approved outside of meeting

		



		11.1

		Nil

		



		12

		Any other business

		



		12.1

		Nil to note 

		





		13

		Items for escalation to Clinical Governance Committee

		



		

		Nil 



		



		14

		Date and Time of Next Meeting

		



		

		Wednesday 2nd March  2022, 13:00 – 15:00

Via Microsoft Teams
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New Product Request form 2_SECURED.pdf
Rotherham Medicine Optimisation Group NHS'|
The Rotherham

NHS Foundation Trust

New Product Request form

Application for a new product to be added to formulary

Please see flow chart on page 4

New products can only be introduced following a consultant’s application.
Please discuss it in your local Governance Meeting before submitting the application to Rotherham Medication
Optimisation Group (RMOG). You will be asked to present the request.

RMOG requires the applicant to clarify the merits of the new product by completing this form as fully as possible.

Incomplete or unclear applications will be returned. Any references that are cited as part of the application should be
available in a fully-published format rather than abstract or conference reports.

Please complete all sections.

Approval from the Relevant Division is ALWAYS REQUIRED prior to submission to RMOG. Divisional managers need to appreciate

the impact this new product could have on services, risk and finances and put in necessary mitigations where appropriate if use of
this product is supported.

Consultant requesting product

Division

Name of product

Formulation:

1. Directorate Awareness

|:| This application has been discussed with your clinical colleagues in your specialty
|:| Divisional General Manager is aware of the application and any financial implications
|:| Divisional Director has approved the application

This application must be approved/signed by the relevant Divisional Director before consideration by RMOG.

2. Prescribing
a. Who will prescribe it in hospital:

|:| Only by yourself

|:| Only by yourself and your speciality / department

|:| Only by yourself, your speciality / department / or other designated prescriber groups
|:| Any prescriber may initiate

b. For longer-term prescribing responsibility, please indicate as appropriate
|:| Prescribing responsibility to remain with hospital / specialist?

|:| Prescribing responsibility to switch to GP following initiation by specialist?
|:| Suitable for initiation by GP?

¢. What are the proposed arrangements for any relevant monitoring and patient follow-up?

d. If prescribing responsibility is expected to be taken up by GP, please indicate how long this would expected to be
from the point of initiation by the hospital/specialist:

LS 05/2020 CSP





3. Intended Use

a. Proposed indication:

Is the medicine licensed for this indication? |:| YES |:| NO

b. How many patients are likely to be treated per year:

No. of patients in your speciality:

No. of patients outside your speciality (includes referrals):

4. Formulary Implications
Will this product replace an existing formulary item or is intended for addition to the formulary?

[ ] Add

|:| Replace product

5. Product assessment
a. Current practice

Please provide details of alternative treatments that are currently used prior to the proposed introduction of this product.

b. Rationale:

Please tick all that apply:

|:| Fully published (not abstracts) evidence demonstrating equivalent or superior efficacy or safety of proposed treatment over
existing formulary alternatives.

|:| Advantages related to SPC (e.g. licensed indications, contra-indications) compared with alternatives.
|:| Inclusion of product within national guidelines e.g. NICE
|:| Identified cost advantages

Please give other factors not covered above that justify this application.

¢. Evidence/Supporting Information:
Please provide references or evidence to support this application in terms of the rationale above

(for medicines approved for use by NICE, it is sufficient to provide only the relevant NICE guidance reference)

Page 2





6. Shared cared protocols
Does this application affect existing shared care protocols or whether a new shared care protocol would be required?

Please indicate:
|:| A relevant shared care protocol is currently available
|:| A relevant shared care protocol will be developed

|:| A shared care protocol is not required

7. Funding and Commissioning
Please tick:

|:| Division

|:| CcaG

|:| NHS England

|:| Other

DECLARATION
Please declare here any relevant interests you may have in respect of this application
(e.g. sponsorship, support from the pharmaceutical company concerned, conflict of interest etc.)

Signatures
By entering a name into the boxes below, we are deeming this an electronic signature and hence will take it that both parties are
aware of this application and that both parties authorise this application.

Signature Date

Consultant

Divisional Director

For Pharmacy administration use:

RMOG Date Pharmacy (if product approved) Date
Date Received Date added to JAC

Date presented at RMOG Date added to Meditech

Date Approved / Rejected Date added to netFormulary

Date Consultant informed

Comments
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Process for Formulary Submissions and Traffic Light Classifications

¢ Rotherham Medicines Optimisation Group (RMOG) has representation from TRFT, Rotherham CCG and RDASH
® RMOG meetings are held every month (first Wednesday from 1pm to 3pm).

Request for medicine/ product to be included on the formulary

Requesting clinician discusses the request
within their speciality / CSU governance group

Requesting clinician submits the completed New Product Request
Form to formulary pharmacist (s.ahuja@nhs.net)

Requesting clinician presents the request at the next RMOG
meeting (First Wednesday every month 1pm - 3pm)

RMOG makes the decision to approve or reject the application

e Product approved for prescribing within agreed prescribing
framework / protocol

e Determine traffic light classification for primary care purposes
* RMOG may request feedback after 6 months of use
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Product added to:

e Pharmacy Computer System JAC (TRFT and/or Lloyds)
e Meditech EPMA

e netFormulary
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New Product Request form 2_SECURED.pdf
Rotherham Medicine Optimisation Group NHS'|
The Rotherham

NHS Foundation Trust

New Product Request form

Application for a new product to be added to formulary

Please see flow chart on page 4

New products can only be introduced following a consultant’s application.
Please discuss it in your local Governance Meeting before submitting the application to Rotherham Medication
Optimisation Group (RMOG). You will be asked to present the request.

RMOG requires the applicant to clarify the merits of the new product by completing this form as fully as possible.

Incomplete or unclear applications will be returned. Any references that are cited as part of the application should be
available in a fully-published format rather than abstract or conference reports.

Please complete all sections.

Approval from the Relevant Division is ALWAYS REQUIRED prior to submission to RMOG. Divisional managers need to appreciate

the impact this new product could have on services, risk and finances and put in necessary mitigations where appropriate if use of
this product is supported.

Consultant requesting product

Division

Name of product

Formulation:

1. Directorate Awareness

|:| This application has been discussed with your clinical colleagues in your specialty
|:| Divisional General Manager is aware of the application and any financial implications
|:| Divisional Director has approved the application

This application must be approved/signed by the relevant Divisional Director before consideration by RMOG.

2. Prescribing
a. Who will prescribe it in hospital:

|:| Only by yourself

|:| Only by yourself and your speciality / department

|:| Only by yourself, your speciality / department / or other designated prescriber groups
|:| Any prescriber may initiate

b. For longer-term prescribing responsibility, please indicate as appropriate
|:| Prescribing responsibility to remain with hospital / specialist?

|:| Prescribing responsibility to switch to GP following initiation by specialist?
|:| Suitable for initiation by GP?

¢. What are the proposed arrangements for any relevant monitoring and patient follow-up?

d. If prescribing responsibility is expected to be taken up by GP, please indicate how long this would expected to be
from the point of initiation by the hospital/specialist:
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3. Intended Use

a. Proposed indication:

Is the medicine licensed for this indication? |:| YES |:| NO

b. How many patients are likely to be treated per year:

No. of patients in your speciality:

No. of patients outside your speciality (includes referrals):

4. Formulary Implications
Will this product replace an existing formulary item or is intended for addition to the formulary?

[ ] Add

|:| Replace product

5. Product assessment
a. Current practice

Please provide details of alternative treatments that are currently used prior to the proposed introduction of this product.

b. Rationale:

Please tick all that apply:

|:| Fully published (not abstracts) evidence demonstrating equivalent or superior efficacy or safety of proposed treatment over
existing formulary alternatives.

|:| Advantages related to SPC (e.g. licensed indications, contra-indications) compared with alternatives.
|:| Inclusion of product within national guidelines e.g. NICE
|:| Identified cost advantages

Please give other factors not covered above that justify this application.

¢. Evidence/Supporting Information:
Please provide references or evidence to support this application in terms of the rationale above

(for medicines approved for use by NICE, it is sufficient to provide only the relevant NICE guidance reference)

Page 2





6. Shared cared protocols
Does this application affect existing shared care protocols or whether a new shared care protocol would be required?

Please indicate:
|:| A relevant shared care protocol is currently available
|:| A relevant shared care protocol will be developed

|:| A shared care protocol is not required

7. Funding and Commissioning
Please tick:

|:| Division

|:| CcaG

|:| NHS England

|:| Other

DECLARATION
Please declare here any relevant interests you may have in respect of this application
(e.g. sponsorship, support from the pharmaceutical company concerned, conflict of interest etc.)

Signatures
By entering a name into the boxes below, we are deeming this an electronic signature and hence will take it that both parties are
aware of this application and that both parties authorise this application.

Signature Date

Consultant

Divisional Director

For Pharmacy administration use:

RMOG Date Pharmacy (if product approved) Date
Date Received Date added to JAC

Date presented at RMOG Date added to Meditech

Date Approved / Rejected Date added to netFormulary

Date Consultant informed

Comments
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Process for Formulary Submissions and Traffic Light Classifications

¢ Rotherham Medicines Optimisation Group (RMOG) has representation from TRFT, Rotherham CCG and RDASH
® RMOG meetings are held every month (first Wednesday from 1pm to 3pm).

Request for medicine/ product to be included on the formulary

Requesting clinician discusses the request
within their speciality / CSU governance group

Requesting clinician submits the completed New Product Request
Form to formulary pharmacist (s.ahuja@nhs.net)

Requesting clinician presents the request at the next RMOG
meeting (First Wednesday every month 1pm - 3pm)

RMOG makes the decision to approve or reject the application

e Product approved for prescribing within agreed prescribing
framework / protocol

e Determine traffic light classification for primary care purposes
* RMOG may request feedback after 6 months of use
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Product added to:

e Pharmacy Computer System JAC (TRFT and/or Lloyds)
e Meditech EPMA

e netFormulary
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