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« Are chemotherapy services in England safe?

— Manual of Cancer Standards 2004 and Peer
Review 2004-07

— NPSA Oral Chemotherapy Alert (Jan 08)
— NCEPOD Report (Nov 08)

* The national response to these concerns
— Draft NCAG Report (Nov 08)

 How will BOPA respond at a national level?
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ARE CHEMOTHERAPY
SERVICES IN ENGLAND
SAFE?



Manual of Cancer Standards

2004

3C-1 - CLINICAL CHEMOTHERAPY SERVICES

Measure
Number Measure Level
3C-101 Agreed Head of Service responsibilities 1*
3C-102 Named single lead chemotherapy nurse 1*
3C-103 Agreed list of responsibilities for the role of lead 1>
- chemotherapy nurse
3C-104 Agreed policy for administration of inpatient chemotherapy 1*
3C-105 Agreed policy for administration of outpatient chemotherapy | 1*
3C-106 Availability of specified regimens/protocols/emergency 1>
_— equipment
3c-107 Area for the temporary storage of chemotherapy agents 1*
3C-108 CCS chemotherapy group Membership list 1*
3C-109 CCS chemotherapy group agreed terms of reference 1
3C-110 Network CCS group list of agreed acceptable regimens 1*
3111 CCS group representative on the drug and therapeutics 1>
E— committee(s)
3C-112 This measure has been deleted
Network agreed policy for preventing regular use of N
3C-113 . . 1
regimens not on the accepted list
Network CCS record of instances of use of a regimen not on
3C-114 . 1
agreed list
3C-115 Network agreed chemotherapy guidelines/protocols 1*
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Peer Review 2004-07

e85 [1[;3 The areas/wards/rooms identified in measures 3C-104 to 3C-105 should have

available in them:

X Ref: 3C-104
L]

il
V.

The regimen details as per the network list of acceptable regimens, for the regimens
in use.

Protocol documents and equipment for the management of at least the following
emergencies:

Anaphylactic shock
Extravasation of cytotoxics
Cardiac arrest

Spillage of cytotoxics

compiiancs: The reviewers should inspect the identified areas/wards/rooms.
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Peer Review - Concerns

e 163 chemotherapy services reviewed:

— Concerns regarding leadership for emergency
admissions and standards of safety and dignity in
some facilities.

— Specific issues for pharmacy:

* Only 46% of services had network wide lists of agreed
acceptable regimens

e Only 40% had e-prescribing

I British Oncology Pharmacy Assodiation
Chantty No. 1065026
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National Patient Safety Agency
(NPSA) Oral Chemotherapy Alert

NHS
National Patient Safety Agency

Rapid Response Report

NPSA/2008/RRR001

From reporting to learning 2 January 2008

Risks of incorrect dosing of oral anti-cancer medicines

The National Patient Safety Agency (NPSA) is alerting all healthcare staff invalved in the use of oral anti-cancer medicines
of potentially fatal outcomes if incorrect doses of these medicines are used. These oral anti-cancer medicines are
increasingly being used in hospitals and in the community. Risks are increased if non-specialist practitioners prescribe,
dispense or administer these oral medicines and bypass the normal safeguards used for injectable anti-cancer medicines

The NPSA has received reports of three recent deaths and a further 400 patient safety incidents conceming oral anti-cancer
medicines between November 2003 and July 2007. Half of these reporis concern the wrong dosage, frequency, quantity or
duration of oral anti-cancer medicines. It is also likely that there are substantial numbers of unreported incidents.

The number of orally active agents available, particularly the targeted therapies, is likely to increase substantially in the
near future. The term oral anti-cancer medicines include those with direct anti-tumour activity, including: bexarotene,
busulfan 1e, chlorambucil, cyclophosphamide, estramustine, ide, fludarabine, hydr

idarubicin, lomustine, melphalan, mercaptopurine, methotrexate, mitotane, procarbazine, tegafur/uracil, temozolomide,
tioguanine, treosulfan and vinorelbine. In addition targeted therapies such as the kinase inhibitors dasatinib, erlotinib,
imatinib, sorafenib, and sunitinib are also included. Our use of this term does not include hormonal or anti-hormonal
therapy used to treat cancer.

For IMMEDIATE ACTION by the NHS and the independent sector with ACTION COMPLETE by 22 July 2008.

Doctors, nurses, pharmacists and their staff must be made aware that the prescribing, dispensing and administering of oral
anti-cancer medicines should be carried out and monitored to the same standard as injected therapy. This requires that:

+ Healthcare organisations should prepare local policies and procedures that describe the safe use of these aral
medicines.

Treatment should be initiated by a cancer specialist

All oral anti-cancer medicines should be prescribed only in the context of a written protocol and treatment plan

= Non-specialists who prescribe or administer on-going oral anti-cancer medication should have ready access to
appropriate written protocals and treatment plans including guidance on monitoring and treatment of toxicity.

Staff dispensing oral anti-cancer medicines should be able to confirm that the prescribed dose is appropriate for the
patient, and that the patient is aware of the required monitoring arrangements, by having access to information in the
written protecol and treatment plan from the hospital where treatment is initiated and advice from a pharmacist with
experience in cancer treatment in that hospital.

Patients should be fully informed and receive verbal and up-to-date written information about their oral anticancer
therapy from the initiating hospital. This information should include contact details for specialist advice, which can be
shared with non-specialist practitioners. Written information, including details of the intended oral anti-cancer regimen.
treatment plan and arrangements for manitoring, taken from the original protacol should be given to the patient. When
shared with pharmacists and dispensing staff, this would enable the above dispensing reguirements to be satisfied
Full use should also be made of NHS cancer centre web sites to provide information for healthcare staff, patients and
carers to ensure the safe use of oral anti-cancer medicines.

The above guidance is primarily intended to promote the safe use of the medicines listed to treat cancer. Where the use of
these medicines is for non-cancer treatment, a risk assessment should be undertaken and the guidance applied as
appropriate

The NPSA has informed:
All acute sector and primary care NHS organisations, The Independent Sector Healthcare Advisary Services, NHS Cancer

Networks, the Medicines and Healthcare products Regulatory Agency, phar ttical industry, 1al colleges I British Oncology Pharmacy Assodiation

associations and regulators.

Registered Charity No. 1065026

Further Information
Support information on this Rapid Response Report, is available at www npsa nhs.uk/health/alerts or contact
Professor David Cousins, Head of Safe Medication Practice, NPSA, cfo rr@npsa.nhs.uk; telephone 020 7627 9356

DH Gateway number: 9377




NPSA — National Reporting and
Learning Scheme (NLRS)

* National reporting and learning scheme

— Incidents from individual hospitals sent to
NPSA

— 5777 Incident involving chemotherapy
since Nov 03

— Categorised in terms of actual patient harm
» Death, severe, moderate, low, no harm.

British Oncology Pharmacy Assodiation
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NPSA - Concerns

Findings

~10% of all reports (5755) related
to oral chemotherapy

7 deaths, of which 5 (possibly 6)
were related to oral chemotherapy
(70-85%)

Only about 25% of reports
demonstrate organisational
learning

Exaggeration of degree of actual
harm

Large amount of noise e.g.
Extravasation

Wrong dose, frequency, quantity
or duration

Recommendations

Local guidelines and procedures

 Treatment initiated by a cancer
specialist

* Non-specialist staff who prescribe,

administer or dispense oral

chemotherapy should have

access to written protocols

 Patient information

e Full use of NHS websites to share
iInformation

I ritish Oncology Pharmacy Assodation
Chanty No. 1065026
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National Confidential Enquiry Into
Patient Outcomes and Death



NCEPOD - SACT Prescriptions

and Administration Concerns

Findings

Essential pre-treatment investigations
were omitted in 14% (64/641) of
patients

Failure to act on unacceptable pre-

treatment investigation in 65/77 cases.

No evidence of the presence or
absence of toxicity following the
previous cycle of SACT in 36%
(97/267) cases.

No assessment of tumour response in
46% (126/276) of patients.

In only 53% (196/369) of cases was
there evidence that a pharmacist

has checked the SACT prescription.

Recommendations

The results of a pre-treatment full
blood count and renal and liver
functions tests should be assessed
before each cycle of chemotherapy.

Toxicity check lists should be
developed to assist record keeping
and aid the process of care in
prescribing SACT.

Assessment of tumour response to
treatment should be undertaken and
recorded at appropriate intervals
depending on the treatment intent and
SACT regimen used.



Pharmacy specific
recommendations

o All SACT prescriptions should be checked by a
pharmacist who has undergone specialist training,
demonstrated their competence and are locally
authorised/accredited for the task. This applies to oral
as well as parenteral treatments

 Pharmacists should sign the SACT prescription to
Indicate that it has been verified and validated for the
Intended patient and that all the safety checks have
been undertaken.




BOPA - Renal and Hepatic dose
adjustment guidelines



THE NATIONAL RESPONSE TO
THESE CONCERNS



National Chemotherapy Advisory
Group

 Consultation started in
November 2008.

e Sets out actions which are
needed to respond to NPSA,
Cancer Peer Review and
NCEPOD.

« Two oncology pharmacy
representatives

— Pharmacists on each of the
workgroups.



The Chemotherapy Care Pathway

Step 1 Access and referral to an oncologist

Step 2 Assessment and decision to treat

Step 3 Prescribing the first cycle <

Step 4 Dispensing

Step 5 Delivery and treatment environment

Step 6 Patient and carer information, education support and advice
Step 7 Urgent assessment and management of complications
Step 8 Prescribing subsequent cycles

Step 9 End of treatment record and subsequent care plan



Prescribing and dispensing

o Up to date lists of designated staff for
prescribing (first and subsequent
cycles), verification and dispensing.

* Protocols to be agreed across Networks
— and to be readily available and kept
up to date.

 Eliminate handwritten prescriptions for
parenteral chemotherapy.



Delivery: Improving patients’
experience

Good capacity planning (C-PORT)

Localise services where clinically
appropriate.

Streamline services to minimise delays.
Ensure facilities are fit for purpose.



Chemotherapy Planning Oncology
Resource Tool (C-PORT)

the activity
within

chemotherapy

This data is
centrally hosted

and is accessible
through a web-
based application




Workforce and training

« NCAT and cancer networks to develop
routine collection of workforce numbers for
chemotherapy nurses and oncology
pharmacists.

 New roles (e.g. Consultant
nurses/pharmacists and chemotherapy

support workers) to be encouraged.



Data and IT

e Core chemotherapy dataset to be
defined.

— Collection will then be made mandatory.
* E-prescribing strongly recommended.



SO WHAT NOW?

How will BOPA respond at a national
level?



BOPA —what does the pharmacists
signature mean?

e Set standards for assessment of
chemotherapy prescriptions.

e Set standards for the quality of oncology
clinical pharmacy service provision.

e Set standards for the minimum level of
clinical pharmacy services to oncology
wards and day units in relation to time
allocation, band of staff and level of
expertise.



Building on work already done...

Macintyre, J et al. Development of a system for Low J, et al. The development of a capacity plannin g
reporting pharmaceutical care issues in cancer model for pharmaceutical services to cancer
patients receiving chemotherapy. The patients. The Pharmaceutical Journal 15 ™ Feb 2003;
Pharmaceutical Journal 30 ™ August 2003; Vol 271: Vol 270: pp239-240
pp 266-267 .. .
. . . Clinical Pharmacists
Diagnosis Per patient assessment
Care Monitorin Changes Cancer Pharmacist 1WTE grade
ssUes checksg 9 centres Lead E/F per
hospital
A = 200 L2 Cancer Units Pharmacist 0.4 WTE grade
Breast 0.59 0.35 0.24 Lead D/E per
hospital
Colorectal 0.51 0.37 0.14 1 WTE/ daily WTE required
Hodgkins 0.43 0.28 0.15 activity
Inpatients 30 patient 1IWTE (per 30
Myeloma 1.20 1.00 0.20 Outpatients 20 patient 0.15 WTE (per
episodes/day 100 additional
NHL 0.54 0.35 0.20 patients
Total 0.7 0.39 0.31 receiving
chemotherapy)



BOPA — Training

* In 2007 BOPA formed the Faculty of
Cancer Pharmacy

— Allows for the formal accreditation and
revalidation for oncology pharmacists
e Entry to advanced level
» Using existing accreditation systems
o Assure employers, patients and others that we
operate at a consistent high standard.

— Would give the standards credibility




Thank you

Any guestions?

www.bopawebsite.org



