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1  INTRODUCTION 

 
This Standard Operating Procedure (SOP) is intended to inform and standardise practice and 

outline the correct management in relation to Produodopa®.  This SOP will describe the 

procedure to follow whilst undertaking the care and management of those patients having 

Produodopa® in accordance with best practice.  This details the services and support 

patients can expect when they are being considered for treatment. 

Background 
 
After 5 years of treatment with levodopa up to 50% of patients can experience motor 
fluctuations and dyskinesia [1]. Symptoms such as these are unique to levodopa and not 
caused by other treatments. In younger onset patients with Parkinson’s disease (less than 
50 years) they are a frequent occurrence when patients are started on this therapy [1, 2]. 
 
Patients initially experience a relatively even response to levodopa when commenced. 
However, as the condition progresses, they begin to experience episodes of ‘wearing off’ 
and patients start to anticipate their next dose [1, 2, 3]. Observational studies have shown 
that early in the disease the dopamine nerve terminals are able to store and release the 
dopamine. As the condition advances the nerve terminals become less able to store 
dopamine and produce it making patients become more reliant on medication [4]. The 
plasma levels therefore fluctuate erratically due to the half-life of the medication (around 90 
minutes) and due to declining gut motility [4]. 
 
Motor fluctuations are described as periods of “on” when the patient has a good response 
to the medication and episodes of “off” when they develop some features of the underlying 
Parkinsonism. 
 
Dyskinesia is the term used for abnormal involuntary movements [2, 3]. In patients with 
Parkinson’s disease, they tend to occur after long term treatment with levodopa. They can 
be choreiform (repetitive and rapid, jerky involuntary movements) or dystonic (involuntary 
muscular contractions leading to twisting and repetitive movements). They have three main 
patterns [3, 4]: 
 

• Peak-dose dyskinesia: These occur in the “on” state when the levodopa levels are at 
their highest. They tend to be the choreiform type. 

• Off dose dyskinesia: These occur when levodopa levels are at their lowest. They tend 
to be more fixed and often painful postures (dystonia) 

• Biphasic dyskinesia: A combination of the above. 
 
In patients with levodopa responsive Parkinson’s disease who develop motor complications 
which compromise their quality of life there are a number of device assisted therapies that 
could potentially be considered. These are: 

• Continuous subcutaneous Apomorphine Infusion 

• Continuous subcutaneous Foslevodopa/Foscarbidopa (Produodopa®) 

• Continuous Intestinal infusion Levodopa, Carbidopa monohydrate (Lecigon®) 



• Continuous Levodopa-carbidopa Intestinal Gel (Duodopa®) 

• Deep Brain Stimulation (DBS) 
 

These medications are useful for reducing “off” and increasing “on” time without the 
troublesome dyskinesias. There is no evidence that they slow the progression of the 
underlying neurodegenerative process.  
 
Produodopa® is administered via a purpose-built pump (VYAFUSERTM) and subcutaneous line 
over a 24-hour period at variable rates adjusted by the user. It thus bypasses the stomach 
and hence avoids the effects of delayed/slowed gastric emptying which commonly occur in 
patients who have Parkinson’s disease [4]. The treatment is administered by the patient or 
carer with dosage and rate of the pump determined by the relevant Parkinson’s team 
according to clinical effect. The continuous infusion has been shown to provide 
improvement mean daily normalised ‘ON’ time without troublesome dyskinesia and 
significant reduction in mean daily normalised ‘OFF’ time when compared with immediate 
release levodopa/carbidopa formulation at 3 months [5]. 
 
Produodopa® was approved by NICE in 2023 (TA934) [6] and the All-Wales Medicine 
Strategy Group (AWMSG) [7].  
 
NICE recommends the treatment as an option for treating advanced levodopa-responsive 
Parkinson’s in adults whose symptoms include severe motor fluctuations and hyperkinesia 
or dyskinesia, when available medications are not working well enough only if [6]: 
 

• They cannot have Apomorphine or Deep Brain Stimulation, or these treatments no 
longer control symptoms, and 

• The company provides foslevodopa-foscarbidopa according to commercial 
arrangement 

 
 

2 ROLES AND RESPONSIBILITIES 

 
Patients will be assessed by the consultant geriatrician who will liaise with the rest of the 

multi-disciplinary team (MDT).  The MDT will consist of: 

• Consultant Geriatrician 

• Parkinson’s Disease Nurse Specialist (PDNS) 

• Pharmacist 

• Therapist 

• Consultant Neurologist – where applicable 
 

Prescribing consultants will need to register for a Blueteq account.  This can be done via 

local “super-users” based in pharmacy or finance departments.  

 

 



Registration of patients 

Upon selection of eligible patients the following steps will be completed 

Consultant Geriatrician 

• Consent the patient to treatment and document this, explaining the involvement of 
HealthNet nurses and delivery of medication to the home and visits 

• Where required, ensure appropriate support network at home for on-going 
administration set-up 

• Decision with patient on admission in “on” or “off” state 

• Decision on dose to initiate on using levodopa equivalents (LE) as set out in the SPC 

• Complete HealthNet Produodopa® referral documents/prescription/ancillary 
requirements (and size) and send to Pharmacy department FAO Lead Pharmacist Care 
of Older People  

• Written confirmation to the MDT of agreement to initiate treatment and if necessary 
who will support the patient with administration. Include documentation of initiation 
doses (including loading dose, alternative infusion rates and extra dose options) 

• At least four weeks notice is required by healthnet to arrange delivery of products 

• Liaise with COTE secretary and ward manager to arrange admission date (Tuesdays) 
in line with product availability. 

• Register patient with Blueteq 

• Determination of rescue medication doses 

• Notify GP of agreement to initiate treatment – inform GP that localised skin reactions 
will be handled by PD nurses with GP support 

• Update GP with each dose change and therefore change rescue dose information and 
supplies 

• Provide pharmacy with new prescriptions when planning a dose change 
 

Lead Pharmacist Care of Older People 

• Liaise with Healthcare at Home Pharmacy team to order device and medication 

• Confirm availability for admission date 

• Support patient and team during admission 
 

Parkinsons Disease Nurse Specialist 

• Confirm with patient which ancillary products (and size) are required – inform 
pharmacy 

 

HealthNet Homecare Team 

• A nurse will visit patient in hospital at initiation as informed by registering healthcare 
professional (HCP) 



• A nurse will visit the Patient at home with up to two face to face visits at the request 
of the HCP 

• Provide a telephone clinical helpline 
 

Ward Manager / COTE secretary/Frailty ACP 

• Inform PDNS, COTE pharmacist and SPR of expected date admission to Kestrel ward 
(Tuesdays) 

 

 

3 SPECIFIC STANDARD OPERATING PROCEDURE 

 

Prior to initiation eligible patients should have the following baseline investigations: 

• Blood tests 

• FBC, U&E, LFT, B12, Vitamin D – requested by the Consultant  

• ECG 
 

Eligible Patients 

• Patients should be capable of understanding and using the drug delivery system or 
with assistance from a caregiver 

• Advanced levodopa-responsive PD with severe motor fluctuations, including 
significantly disabling off periods and/or dyskinesia that have not responded 
satisfactorily to available combinations of PD medications 

• The patient should not be disabled by symptoms unlikely to respond to levodopa 

• Disease course of at least 5-years thereby reducing likelihood of atypical Parkinson’s 
such as PSP or MSA. 

• Further reasonable drug therapeutic options are contraindicated due to comorbidities 
or late-PD disease complications. 

• Unable to tolerate or unsuitable for Apomorphine (ensure an Apomorphine challenge 
has been discussed). 

• Unsuitable for DBS, has refused to consent for DBS or DBS has failed 
 
Ineligible Patients 
The presence of one or more of the following would exclude Produodopa® treatment: 
 

• Significant dementia 

• Significant psychotic symptoms 

• Significant co-morbidities that are likely to compromise the potential benefit of 
Produodopa® 

• The presence of any contraindication as detailed in the Produodopa® summary of 
product characteristics (SPC). 



• Lack of social support / appropriate carer to administer the Produodopa® if 
appropriate. 
 

 
For further information the product literature should be consulted 
Produodopa 240 mg/ml + 12 mg/ml solution for infusion - Summary of Product 
Characteristics (SmPC) - (emc) 
 

 

Day before Admission for Initiation –  

The ward manager confirms with pharmacy that the Produodopa and ancillaries are available. 

Day of Admission for Initiation – Tuesday mornings  

Patients will be admitted in the morning to Kestrel under the care of Dr Oates or Dr Ramanath.  

They will be clerked by Frailty ACP or doctor following dose initiation advice on referral letter 

from the consultant. The processes below should be followed during admission: 

 

Initiation should follow the schedule 

 

Day 
 

Event 

1 Admission to ward in morning. 
Consent & clerking by ACP or doctor. 

Baseline monitoring reviewed. 
Conversion of patients’ oral regimen to LE 

Produodopa® monotherapy. 
Patient (& or caregiver) training undertaken 

by HealthNet and PDNS & Checklist 
completed. Prescribe Produodopa®  

Pump Commenced. 
Observation of response  

Supply of ‘rescue’ medication  

2 Patient reviewed by consultant & team. 
Patient (and/care giver) demonstrates to the 

team (HealthNet and Pharmacy) the basic 
pump features and how to load the pump. 

Titration of the Produodopa® occurs to 
provide the best “on” with minimal 

dyskinesia. 
Patient stable and discharged with ONE 
WEEK ‘rescue’ medication and aware of 

emergency numbers to call. 
Patient aware of dates of visits / contact 

from HealthNet team 

https://www.medicines.org.uk/emc/product/15213/smpc
https://www.medicines.org.uk/emc/product/15213/smpc


Discharge letter to GP (detailing which 
medication is stopped & what is rescue 

medication). 
Discharge letter to PDNS 

Discharge letter to include planned follow up 
with PD team 

3 Consultant to provide maintenance 
prescription to pharmacy 

Within 7 days Receive one face to face visit from HealthNet 
When necessary  Dose adjustment – complete form and 

inform pharmacy to email a copy to 
HealthNet 

Decision and supply of any necessary new 
dose ‘rescue’ medication 

Inform GP, PDNS & hospital pharmacist of 
changes to both 

Ensure any non DRI clinic letters are also 
uploaded to medicsec 

 

Discontinuation 

The issue of potentially being a non-responder should be discussed with both patients and 

relatives before Produodopa® is commenced. 

Patients may initially respond in the initial phase of treatment, but in midterm or long term 

demonstrate little or no effect. The Produodopa® therapy will be regularly reviewed in the 

first 12 months by the Parkinson’s team according to the schedule. 

Those patients who commence Produodopa® therapy and are subsequently found to meet 

the stopping criteria (see below) will be returned to oral therapies with potential 

alternatives discussed. 

Abrupt withdrawal of levodopa should be avoided given the risk of Neuroleptic-like 

malignant syndrome (sometimes called Parkinson’s Hyperpyrexia Syndrome) and 

Rhabdomyolysis. Any withdrawal of therapy will need to be discussed and lead with the 

relevant Parkinson’s team.  

 

Stopping Criteria 

• Where patients fail to derive clinical benefit as defined by UPDRS (and discussion with 
the patient, carers and other health professionals. 

• Where the patient develops unacceptable side-effects (see summary of product 
characteristics and latest BNF) 

• Loss of ambulation1 



• The development of significant psychosis or dementia – this should prompt careful 
review by the multidisciplinary team. 

• Patient preference 

• Hardware issues for example: Continued line blockages; continued pump breakages 
deemed due to lack of due care. 

 

The treatment can be discontinued at any time  

1 Unless there are other significant extenuating reasons for continuation such as severe painful 

dystonia unresponsive to other therapy.  Other criteria will be at the treating clinician’s discretion 

with decisions made in conjunction with other members of the MDT. Treatment will continue until 

the lead clinician judges that there is insufficient clinical improvement to justify on-going therapy. 

 

Long term Follow Up 

Once the effect of Produodopa® has been stabilised it is anticipated that patients will be 

followed up at the intervals stated by the consultant geriatrician.  This will be documented 

in letters to the GP. 

Evaluation of hepatic, haematopoietic, cardiovascular and renal function is recommended 

during extended therapy. This will be at least annually but may be more frequent at the 

discretion of the Consultant geriatrician. An ECG should be performed every 12 months and 

particularly in those with known cardiac issues. Other side-effects are stated in the summary 

of product characteristics. 

The Vyafuser® pump will be recalled for service every three years by the company unless a 

fault develops during this time. Faulty pumps will be replaced by the company.  See 

flowchart below for contact details  

The line sites will also be reviewed at each clinic visit, the frequency change will be 

dependent upon the patient as per initial training requirements (24 – 72hourly).  

It is recognised that Psychiatric disorders may be overlooked due to severe motor deficits. 

After the initiation of therapy, they may become more apparent. Patients should be 

monitored for the development of impulse control disorders. Both patients and carers 

should be made aware that behavioural symptoms of impulse control disorders including 

pathological gambling, increased libido, and hypersexuality, compulsive spending or buying, 

binge eating, and compulsive eating can occur. The Parkinson’s team should be mindful of 

this during each patient encounter. 

 

 



Hospital Admissions / Emergency Issues 

If a patient on Produodopa® gets admitted to hospital for reasons unrelated to the pump or 
Parkinson’s disease, they should continue their Produodopa® infusion un-interrupted 
whenever possible. The patient and their carer will be familiar with their pump and dosage.  
 
For technical support with the pump staff looking after the patient can contact the 
HealthNet Homecare helpline. This additional support is provided via the dedicated 
telephone helpline and may be escalated to video calls and visits where appropriate 
 
If for any reason Produodopa® supply is interrupted and this cannot be addressed (e.g. 
overnight emergency admission) an emergency oral rescue regimen of equivalent dose of 
oral levodopa should be prescribed.  This should be detailed on SCR and clinic letters (and 
may be carried with the patient). The oral total dose of equivalent of levodopa can also be 
calculated based on the Produodopa® hourly infusion rate (ml/h) administered over 24 
hours.  
 
Patients should supply their own stock of Produodopa for in-patient use.  DBTH will have a 

small stock holding of Produodopa for emergency admisisons for patients unable to initially 

supply. 

The following flow chart can be followed for emergency management of patients. 
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Appendix 1: Produodopa Check List 

 

  

 

 

 



Appendix 2: Blueteq registration form 
 

 

 

 

 

 

 

  

 

 

 

 

 

 



 

Appendix 3: HealthNet referral process 

 

 

 

 



 

Appendix 4: HealthNet Patient Registration Form 

 

 

 



 

 

Appendix 5: HealthNet Initiation Prescription 

 

 

 



Appendix 6: HealthNet Maintenance Prescription 

 

 

 

 

 



  

Appendix 7: HealthNet Service Useful Contacts 

Further contact information is available in full manual 

 

 


