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QUICK REFERENCE GUIDE 

 
This policy must be followed in full when developing or reviewing and amending Trust procedural 
documents. 
 
For quick reference the guide below is a summary of actions required. This does not negate the need 
for the document author and others involved in the process to be aware of and follow the detail of this 
policy.  
 

1. Oral chemotherapy now plays a pivotal role in many patients treatment (adults and 
paediatrics). However sometimes there can be an incorrect perception by staff and patients that 
chemotherapy taken orally is clinically less significant than intravenous treatment.  Oral cytotoxic 
treatments are associated with a similar spectrum and severity of adverse effects to intravenous 
treatment. 
 
2. NPSA/2008/RRR001 should be read in conjunction with this guidance. 
 
3. This policy only covers the prescribing of oral cytotoxic chemotherapy and all other types of 
oral ant-cancer medications including all drugs with direct anti-tumour activity, conventional 
cytotoxic chemotherapy, monoclonal antibodies as well as targeted therapies e.g. imatinib. Oral 
chemotherapy may also be prescribed by specialists in other services such as gastroenterology / 
renal for non-malignant conditions but this policy does not intend to cover this use. 
 
4. The decision to initiate treatment in adult patients with cytotoxic chemotherapy must be 
undertaken by a Consultant Oncologist / Haematologist or associate specialist following 
discussion at the relevant multi-disciplinary team (MDT) where appropriate. For paediatrics it will 
only be the relevant Consultant who will make this decision.  The decision and regimen must be 
recorded in the medical notes. 
 
5.  Written consent should be obtained before treatment commences. 

 
6.  All oral chemotherapy should be prescribed according to an agreed network protocol and all 
deviations must be clearly recorded stating reasons for this. All prescriptions are to be issued 
through ARIA. 

  
7.  All oral chemotherapy prescriptions should be screened by an appropriately trained oncology 
/ haematology pharmacist. 
  
8. The administration of oral cytotoxic medicines on Trust premises must be carried out and 
monitored to the same standards employed for parenteral chemotherapy. 
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1.  INTRODUCTION 

 
The treatment of cancer involves the administration of cytotoxic agents that are associated with 
specific requirements for the safe monitoring of patients and handling procedures by healthcare 
staff. 
 
Traditionally most agents have been administered parenterally. The prescribing, dispensing 
and administration of such agents has, therefore, taken place in specialised facilities by 
specialised staff well versed in the complexity of delivering a safe service for patients and 
healthcare workers. 
 
However there has now been an increase in the number of orally administered cytotoxic 
therapies introduced into clinical practice. Horizon scanning indicates this trend is likely to 
continue. For the purposes of this document oral cytotoxic therapies are defined as all drugs 
with direct anti-tumour activity that are administered by mouth for the treatment of cancer. It 
encompasses targeted therapies such as tyrosine kinase inhibitors but not hormonal or anti- 
hormonal agents. 
 
Oral cytotoxic treatments are associated with a similar spectrum and severity of adverse effects 
as those associated with intravenous treatment. 
 
Orally administered therapies do not require specialised facilities for the dispensing or 
administration of treatment. There could be a potential for oral cytotoxic treatment to be 
prescribed and dispensed by non-specialised staff without reference to the safeguards 
developed for intravenous cytotoxic treatment.  
 
For the period between November 2003 and July 2007 The National Patient Safety Agency 
(NPSA) received three reports of death and a further four hundred patient safety incidents in 
relation to oral cytotoxic therapy. This led to the publication of the NPSA Rapid Response 
Report on the “Risks of Incorrect Dosing of Oral Anti-cancer Medicines”. 
 

2. PURPOSE 

 
This policy aims to comply with the NPSA directive – Rapid Response Report. Risks of 
Incorrect Dosing of Oral Anti-cancer Medicines. NPSA/2008/RRR001. 

 

3. SCOPE 

 
Portsmouth Hospitals NHS Trust provides a Haematology and Oncology Service for both adults 
and paediatrics. This policy applies to all Portsmouth Hospitals’ clinical, nursing and pharmacy 
staff, working within these areas. 
 
This policy must be available to all staff involved with the receipt, storage, transport and 
disposal of oral cytotoxic chemotherapy in the health sector as well as those who prescribe, 
prepare, dispense and advise on such treatments. This refers to healthcare staff in the 
community and acute setting. 
 
This policy is applicable to all situations where oral cytotoxic chemotherapy may be used in the 
cancer setting. It is recognized that clinical trials may have specific directions for the 
management of oral cytotoxic treatments under investigation. However, oral chemotherapy 
being administered as part of a clinical trial, named patient or expanded access programme 
must comply with the recommendations of the NPSA/2008/RRR001. 
This policy must be used in conjunction with the guidance on the use of cytotoxic 
chemotherapy in the following documents: 
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• Portsmouth Hospitals NHS Trust Clinical Policy – Cytotoxic chemotherapy management 
for Adults in Oncology and Haematology. 

• National Health Service (2005). Manual of Cancer Service Standards. DOH:London 

• HSE (2003). Information Sheet MISC615. Safe Handling of Cytotoxic Drugs 9/03. 

• Joint council for Clinical Oncology (1994). Quality Control in Cancer Chemotherapy. 
Management and Procedural Aspects. 

• Royal College of Nursing (1998). Clinical practice Guidelines. The Administration of 
Cytotoxic Chemotherapy. 

• British Oncology Pharmacy Association (2004). Position Statement on the Care of 
Patients Receiving Oral Chemotherapy. Pharm J 272, 422-423. 

• National Patient Safety Association (2008). Rapid Response Report. Risks of Incorrect 
Dosing of Oral Anti-cancer medicines. NPSA/2008/RRR001. 

• Scottish Executive (2005). Guidance for the Safe Use of Cytotoxic Chemotherapy. 
HDL2005(29). 

• BOPA, RPS, NPA (2011). A report on the Dispensing and Supply of Oral Chemotherapy 
and Systemic Anticancer Medicines in Primary Care. 

  
It must be noted that some oral cytotoxic therapies are prescribed in non-cancer indications. An 
example is methotrexate for rheumatoid arthritis – this is covered by Portsmouth Hospitals NHS 
Trust Clinical Policy on methotrexate. In addition there are areas which use cytotoxic 
chemotherapy for non-malignant conditions such as Gastroenterology / Renal. This policy is not 
intended to cover use in these areas although the standards in this policy would provide useful 
guidance wherever cytotoxic medicines are used. 
 
‘In the event of an infection outbreak, flu pandemic or major incident, the Trust recognises that 
it may not be possible to adhere to all aspects of this document. In such circumstances, staff 
should take advice from their manager and all possible action must be taken to maintain 
ongoing patient and staff safety’ 

 

4. DEFINITIONS 

The term “cytotoxic drug” is generally used for agents that are toxic to cells and hence can be 
used in the treatment of cancers and in some non-malignant conditions such as rheumatoid 
arthritis.   
 
For the purpose of this documents, the term chemotherapy refers to all drugs with direct anti-
tumour activity, including conventional cytotoxic chemotherapy, monoclonal antibodies as well 
as targeted therapies e.g. imatinib. 
 

5. DUTIES AND RESPONSIBILITIES 

 
Prescribing 
 
The decision to initiate treatment with cytotoxic chemotherapy must be undertaken by a 
Consultant Oncologist / Haematologist or associate specialist for adults, following discussion at 
the relevant multi-disciplinary team (MDT) where appropriate. The decision and regimen must 
be recorded in the medical notes. Written consent should be obtained before treatment 
commences. For paediatrics this decision would only be taken by the relevant Consultant. 

 

6. PROCESS 

 
Protocols 
 
All oral chemotherapy should be prescribed according to an agreed regimen. All prescriptions 
are to be issued through the Aria – electronic chemotherapy prescribing system (adult and 
paediatric patients) 
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The protocol should contain as a minimum: 

• Indication(s) 

• Drug 

• Dose (including a maximum cumulative dose if required) 

• Route 

• Cycle length and frequency 

• Duration of treatment 

• Monitoring requirements 

• Requirements for dose adjustments 
 
All protocols should be readily available to all healthcare staff, irrespective of their occupation, 
place of work or time of day. 
 
All deviations from the protocol must be clearly recorded in the patients’ notes and on the 
electronic prescribing system if appropriate. 
 
Where required Blu-teq – prior approval forms must be submitted before dispensing can take 
place and medication be issued to patient. If you have any query on if a Blu-teq form is required 
please contact the Oncology Pharmacy.  
 
If an “off-protocol” chemotherapy regimen is to be prescribed this must be approved via 
pharmacy and the specific paperwork completed. Please refer to the Drug Therapy Guideline 
(Number 160) for “Off protocol” prescribing of cytotoxic medication. 
 
For paediatric chemotherapy only protocols named on the “List of Acceptable Chemotherapy 
Regimens for Administration at PHT” as agreed with Southampton University Hospital Trust 
should be prescribed.  
 
Clinic / Day Case / Outpatient Prescribing 
In adults oral chemotherapy must be prescribed by an oncology / haematology consultant or 
specialist registrar or suitably qualified specialist / haematology non-medical prescriber once 
the decision to treat has been documented as described in Section 5. In paediatrics prescribing 
would only be undertaken by Consultants. 
 
All oral cytotoxic chemotherapy must be prescribed within the context of a written protocol and 
treatment plan. (See Appendix one) 
 
All individuals prescribing oral cytotoxic chemotherapy must: 

• Assess the individual’s suitability for cytotoxic chemotherapy.  

• Assess the individual’s ability to adhere to treatment. 

• Assess the patient’s home environment for suitability. 

• Ensure consent is obtained before treatment is started. 

• Ensure suitable information is provided as required. 

• Ensure communication to the General Practitioner and / or referring doctor concerning 
the treatment plan. This should detail the role they are expected to play in providing 
therapy and a clear direction given as to whether the treatment is to be continued by the 
referring clinician or remain the responsibility of the specialist centre. 

 
In-patient Prescribing 
In-patient prescribing for those starting a new treatment schedule should adhere to the same 
standard as described in section five. 
 
Individuals admitted to hospital wards already taking oral chemotherapy are at risk of non-
specialist prescribing, administration and supply of cytotoxic medicines. All prescriptions for 
cytotoxic chemotherapy must be prescribed by a specialist registrar or above even if this is to 
continue a previous supply prescribed appropriately by a specialist registrar or above. Grade 

http://pht/Departments/Pharmacy/Drug%20Therapy%20guidelines/Forms/Ordered%20by%20Demographic%20Group.aspx#oncologyandhaematology
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ST1 and ST2 doctors should not prescribe cytotoxic chemotherapy. The appropriate Oncology 
or Haematology team must be notified if a patient has been admitted on a cytotoxic 
chemotherapy drug (excluding hydroxycarbamide). The continuation of a cytotoxic medication 
must be reviewed before this treatment is administered. In paediatrics transcription by a junior 
doctor is permitted for oral maintenance for ALL patients if this is required to ensure no doses 
are missed. However, the original chemotherapy chart signed by the Consultant must be in the 
patient’s notes. 
 
In adults the admitting doctor must ensure a detailed medication history is taken on admission 
including: 

• Indication for the chemotherapy 

• Drug, dose, frequency of administration 

• Start and stop date for that cycle and duration between cycles 

• Supportive medications 
 
Where possible a copy of the original prescription should be referred to. 
 
The patient’s own supply of chemotherapy should be used where possible. This minimizes the 
risk of administration of an inappropriate dose or duration of treatment. Where a second supply 
is necessary only the amount sufficient to finish that cycle must be supplied. All patients must 
be counseled to dispose of the original supply in an appropriate manner. 
 
On discharge the dose and duration of treatment (including a stop or review date) must be 
stated on the prescription. This should be countersigned by an oncology / haematology 
consultant, specialist registrar or pharmacist. 
 
Primary Care Prescribing 
Prescribing of oral chemotherapy should only be undertaken by general practitioners according 
to an approved shared care guideline.  The only shared care agreement currently approved by 
the Portsmouth and South East Hampshire Area Prescribing Committee is  for the use of 
hydroxycarbamide for myeloproliferative and myelodysplastic disorders and CML. 
 
Prescription Forms 
Prescriptions for use in the out-patient / clinic setting must be computer generated. This may be 
via an electronic prescribing system or regimen specific pre-printed prescription. 
 
Prescriptions must contain 

• Patient details including name, date of birth , NHS / Hospital number 

• Regimen name and indication 

• Height, weight and surface area 

• Relevant treatment parameters e.g. neutrophil count, renal function 

• Drug name (generic and in full) 

• Dose (both as mg/m2 and the calculated dose) 

• Number of days or doses to be dispensed 

• Intended start date and duration of treatment 
 
The prescriptions must be available to all appropriate prescribers 
 
Prescriptions must be secured and subject to appropriate document control. There must be 
designated, appropriately qualified personnel with responsibility for writing, modifying and 
approving prescriptions. 
 
Dispensing 
 
All out-patient and in-patient prescriptions (on designated haematology and oncology ward 
areas) must be screened by an appropriately trained oncology pharmacist. There may be 
circumstances whereby patients are on other wards and a specialist pharmacist might not be 
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directly involved. However they must where necessary refer to the haematology / oncology 
pharmacy team if they have any queries on any aspect of the prescription. The responsible 
pharmacist must ensure that the dose and duration of therapy is correct for the indication.  
 
Paediatric oncology prescriptions should always be screened by a suitably trained pharmacist 
working within the Women and Children’s team.  

 
The exact number of dose units must be supplied to fulfill the course stated unless a risk 
assessment of a particular formulation states that it is not suitable to split packs. 
 
Unless exceptional circumstances occur the prescription and dispensed item should be double 
checked by a second individual. This must include a physical count of the amount of dose units 
dispensed. 
 
A copy of the manufacturer’s patient information leaflet must be supplied with all dispensed 
items. 
 
Tablets must not be broken or crushed. Enquiries regarding administration difficulties should be 
directed to a specialist pharmacist - capsules may only be opened, or non-dispersible tablets 
dispersed in liquid after taking advice from a specialist pharmacist. 
 
Use of compliance aids is not routinely recommended. If there is a need for such aids a risk 
assessment must be undertaken. 
 
The member of staff, either nursing or pharmacy, who gives the patient their cytotoxic 
medication must ensure the patient is aware of the required monitoring arrangements as 
described in the protocol. In addition, they must ensure that the patient and/or their carers are 
aware of the correct procedures for the supply and disposal of unused oral cytotoxic agents. 
 
Individuals admitted to hospital whilst taking a course of chemotherapy must be encouraged to 
bring their supply with them for use. If this original supply cannot be obtained from home then a 
new supply may be made for the remainder of the course. The label must state this is a re-
supply and the patient or carer counselled to return the medication at home to the hospital. 
 
Administration 
 
The administration of oral cytotoxic medicines on Trust premises must be carried out and 
monitored to the same standards employed for parenteral chemotherapy. 
 
Administration of oral cytotoxic medicines on oncology / haematology wards must be 
undertaken by appropriately qualified clinical staff that are competent to follow the same 
safeguards and checks as when administering parenteral chemotherapy. 
 
Staff administering oral cytotoxic medicines on non-oncology / haematology wards who have 
not been trained and deemed competent to do so must contact members of the specialist team 
for information and advice. 
 
Clinical staff administering oral cytotoxic medicines must be familiar with this policy and the 
cytotoxic chemotherapy management for adults in oncology and haematology and disposal of 
waste. 
 
When individuals are self-administering oral cytotoxic medication in the community the 
responsibility for administration lies with that individual or, where appropriate, the carer involved 
in the administration. 
 
Patient Information 
Patients must provide informed consent prior to starting oral cytotoxic therapy. 
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Approved written and verbal information must be provided from the initiating hospital. This 
information must contain the following  

• Contact details for specialist advice 

• Regimen (drug(s) / dose / duration) 

• Monitoring requirements 

• Treatment plan 
 
Information may also be included on adverse effects, actions to be taken where a dose is 
missed or vomiting occurs, supply routes and safe handling and disposal where appropriate. 
 

7. TRAINING REQUIREMENTS 

Clinical staff administering oral cytotoxic medicines must be familiar with this policy, cytotoxic 
chemotherapy management for adults in oncology and haematology and disposal of waste. 
 
There are no other specific training requirements for the administration of oral chemotherapy, 
however any concerns should be referred to the haematology or oncology unit for advice. 
 

8. REFERENCES AND ASSOCIATED DOCUMENTATION 

• Portsmouth Hospitals NHS Trust Clinical Policy – Cytotoxic chemotherapy management for 
Adults in Oncology and Haematology. 

• National Health Service (2005). Manual of Cancer Service Standards. DOH:London 

• HSE (2003). Information Sheet MISC615. Safe Handling of Cytotoxic Drugs 9/03. 

• Joint council for Clinical Oncology (1994). Quality Control in Cancer Chemotherapy. 
Management and Procedural Aspects. 

• Royal College of Nursing (1998). Clinical practice Guidelines. The Administration of 
Cytotoxic Chemotherapy. 

• British Oncology Pharmacy Association (2004). Position Statement on the Care of Patients 
Receiving Oral Chemotherapy. Pharm J 272, 422-423. 

• National Patient Safety Association (2008). Rapid Response Report. Risks of Incorrect 
Dosing of Oral Anti-cancer medicines. NPSA/2008/RRR001. 

• Scottish Executive (2005). Guidance for the Safe Use of Cytotoxic Chemotherapy. 
HDL2005(29). 

• BOPA, RPS, NPA (2011). A report on the Dispensing and Supply of Oral Chemotherapy 
and Systemic Anticancer Medicines in Primary Care. 

 

9. EQUALITY IMPACT STATEMENT 

Portsmouth Hospitals NHS Trust is committed to ensuring that, as far as is reasonably 
practicable, the way we provide services to the public and the way we treat our staff reflects 
their individual needs and does not discriminate against individuals or groups on any grounds. 
 
This policy has been assessed accordingly 

 
Our values are the core of what Portsmouth Hospitals NHS Trust is and what we cherish.  They 

are beliefs that manifest in the behaviours our employees display in the workplace.  
Our Values were developed after listening to our staff.  They bring the Trust closer to its vision 
to be the best hospital, providing the best care by the best people and ensure that our patients 
are at the centre of all we do. 
We are committed to promoting a culture founded on these values which form the ‘heart’ of our 
Trust: 
 
Respect and dignity 
Quality of care 
Working together 
Efficiency 
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This policy should be read and implemented with the Trust Values in mind at all times. 
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10. MONITORING COMPLIANCE WITH PROCEDURAL DOCUMENTS 

 
 

This document will be monitored to ensure it is effective and to assurance 
compliance. 

    

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Minimum 
requirement  to be 

monitored 

Lead Tool Frequency of Report 
of Compliance 

Reporting arrangements Lead(s) for acting on 
Recommendations 

Review of Datix 
reports on oral 
chemotherapy 

Catrin 
Watkinson 

Dr S 
Muthuramali

ngam 

Audit Annual Policy audit  report to: 

• Chemotherapy 
Governance Group 

Chair of chemotherapy 
governance group 
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  EQUALITY IMPACT SCREENING TOOL 

To be completed and attached to any procedural document when submitted to 
the appropriate committee for consideration and approval for service and 
policy changes/amendments. 

 

Stage 1 -  Screening  

 
Title of Procedural Document:  Policy for the Safe Management of Oral Cytotoxic Chemotherapy 
 

 

Date of Assessment 04 Sep 2019 Responsible 
Department 

Pharmacy 

Name of person 
completing 
assessment 

Catrin Watkinson Job Title Pharmacy Clinical Service 
Manager 

Does the policy/function affect one group less or more favourably than another on the basis 
of : 

 Yes/No Comments 

• Age No  

• Disability 

Learning disability; physical disability; sensory 
impairment and/or mental health problems e.g. 
dementia 

No  

• Ethnic Origin (including gypsies and travellers) No  

• Gender reassignment No  

• Pregnancy or Maternity No  

• Race No  

• Sex No  

• Religion and Belief No  

• Sexual Orientation No  

If the answer to all of the above questions is NO, 
the EIA is complete. If YES, a full impact 
assessment is required: go on to stage 2, page 2 

 

  

More Information can be found be following the link 
below 

www.legislation.gov.uk/ukpga/2010/15/contents 

 

 

  

 

http://www.legislation.gov.uk/ukpga/2010/15/contents
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Stage 2 – Full Impact Assessment 

What is the impact Level of 
Impact 

Mitigating Actions 

(what needs to be done to minimise / 
remove the impact) 

Responsible 
Officer 

  

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Monitoring of Actions 

The monitoring of actions to mitigate any impact will be undertaken at the appropriate level 

 

Specialty Procedural Document:  Specialty Governance Committee 

Clinical Service Centre Procedural Document: Clinical Service Centre Governance Committee 

Corporate Procedural Document: Relevant Corporate Committee 

 

All actions will be further monitored as part of reporting schedule to the Equality and Diversity 
Committee 

 
 
 
 
 
 


