Hazardous drugs:
managing the risks

Report of a study day for pharmacy and nursing staff
14th June 2007, King’s College, London
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Introduction

There was a definite aura of expectation as nearly 200 delegates took their seats at the first study day developed
jointly on behalf of the British Oncology Pharmacy Association (BOPA) and the UK Oncology Nursing Society (UKONS).

A new partnership was being forged between two professional groups with different training and different professional
boundaries, but both dedicated to delivering effective treatments to cancer patients.

The collaborative scene was set by the co-chairs, Tim Root, London Pharmacy Specialist, Clinical Governance & Technical
Services, and Rosie Roberts, Chemotherapy Specialist Nurse at the Velindre Cancer Centre in Cardiff. Their introduction
to this heavily over-subscribed meeting emphasised the related, but differing, needs of the audience members—nurses,
pharmacists and pharmacy technicians, with roles spanning clinical, technical and educational arenas. It was clear from
the very start just how much common ground existed between these healthcare professionals.

O Cytotoxic contamination in the workplace
Graham Sewell, Professor of Clinical Pharmacy,
University of Kingston

O What not to wear!
Gill Robson, Technical Manager, Newcastle Upon Tyne
Hospitals NHS Foundation Trust

O The MARCH programme
Graham Sewell, Professor of Clinical Pharmacy,
University of Kingston

A beginner’s guide to risk assessment
Mark Parsons, Health & Safety Manager, Gloucestershire PCT

Risk assessment in practice—assessing the risk
from monoclonal antibodies

Paul Tunstell, Aseptic Services Manager,

Guy’s & St Thomas’ NHS Foundation Trust

O Reducing risk with TEVADAPTOR

Dr Ewan Walters, Medical Director, Teva Hospitals
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O

The safer use of injectable medicines
in near-patient areas
Professor David Cousins, National Patient Safety Agency

Improving outcomes and assessing risk:

moving in-patient treatment to ambulatory care
Susanna Daniels, Lead Pharmacist for Cancer Services, University
College London Hospitals NHS Foundation Trust

Don’t forget your tablets! Managing the risks
of oral dosage forms

Karen Harrold, Clinical Nurse Specialist—Chemotherapy and IV
Access, Mount Vernon Hospital

Staff education and competencies
Claire Palles-Clark, Lead Chemotherapy Nurse, Royal Surrey County
Hospital NHS Trust

Supporting new roles in chemotherapy
Jennie Martin, Lead Pharmacist, North Trent Cancer Network and
Weston Park Hospital

Final remarks
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Cytotoxic contamination in the workplace

Graham Sewell, Professor of Clinical Pharmacy, University of Kingston

Unfortunately, nurses and pharmacy staff,
working in an increasing number of clinical
specialties, share more than a devotion

to patient care—they also face the risk

of exposure to hazardous drugs through
contamination of equipment and the working
environment, aerosol formation, spillage
and needlestick injury. The first speaker,
Graham Sewell, Professor of Clinical
Pharmacy at the University of Kingston,
pulled no punches when he said: “This risk
is real. It is a serious concern for everyone
here—no one can afford to be blasé.”

He warned that the risks to hospital staff
began the moment that cytotoxic drugs
arrived from the manufacturer, citing
compelling evidence of contamination on
the outer surfaces of newly delivered

drug vials. For example, a study of vials
containing 5-fluoruracil, etoposide,
ifosfamide, doxorubicin or doxetaxel from
a range of manufacturers found that 100%
carried external traces of cytotoxic drug
(0.5-2500 ng/vial)." “The amounts look
small,” Graham said, “but multiply the
figures by the number of vials coming into
your hospital each year and you can see the
risk of contamination for anyone who handles
them.”
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He presented unpublished personal findings,
showing contamination of the interior of
pharmacy isolator cabinets and of the
exterior of pharmacy-filled syringes intended
for use on the wards. His message was
reinforced by several slides, showing traces
of cytotoxic drugs—labelled with fluorescent
dyes and made visible under UV light—on
gloves, syringe plungers and work surfaces.

*Should staff be worried about this?” he
asked, then gave the answer himself: “You
bet they should.”

Graham went on to consider the efficacy

of the safety measures used routinely to
minimise contamination in pharmacies and
treatment areas. He warned that cleaning
agents might not always be effective; for
example, a personal study had shown that
single use of some proprietary wipes left
traces of doxorubicin behind. He cited
evidence that some protective gowns allowed
penetration of drug solution after just 1
minute of exposure.? Nitrile gloves performed
better, but were still not 100% reliable.?

Having looked at the risks of contamination,
Graham considered the potential hazards
to oncology nurses and pharmacy staff. He
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said that all 20 cytotoxic drugs tested so far
by the International Agency for Research on
Cancer (IARC) were potentially carcinogenic—
nine were classified as definite human
carcinogens, six were probable carcinogens
and five were possible carcinogens. “I
strongly suggest you treat all cytotoxics

as potentially carcinogenic,” Graham told
delegates. He also warned that the potential
for exposure was changing as, for example,
cytotoxic drugs were increasingly used for
both malignant and non-malignant conditions,
as new treatments and new delivery systems
were introduced and administration was
carried out in community settings, including
patients’ homes.
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Given the demonstrable risk of contamination,
techniques for assessing real or potential
exposure clearly have a place in the
healthcare arena. However, Graham did not
recommend a return to personal exposure
testing, which, he said, was undermined by
confounding factors, variability of results and
question marks over prognostic significance.
Instead he advised environmental monitoring
based on validated methods for the drugs
used, applied to all equipment and areas
(including patients’ homes where applicable)
and linked into training and practice audit.

Summing up, he said: “We all need to get to
grips with the risk of exposure to hazardous
drugs, including cytotoxics. We cannot be
complacent. We cannot assume that our
protective equipment or cleaning procedures
afford full protection. But we can monitor
contamination of the environment, and use
the findings to assess the efficacy of the
measures we use to avoid contamination.”
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What not to wear!

Gill Robson, Technical Manager, Newcastle Upon Tyne Hospitals NHS Foundation Trust

Co-chair Tim Root introduced the second
session by assuring delegates that they were
not in for a lecture from Trinny or Susannah.
Instead, Gill Robson, Technical Manager

at Newcastle upon Tyne Hospitals NHS
Foundation Trust, would be discussing the use
of personal protective equipment (PPE).

Gill reiterated the evidence discussed in the
first session, demonstrating the potential
pitfalls of reliance on gowns and gloves,

and cited advice from the Health and Safety
Executive that “no glove material will
provide unlimited protection from

cytotoxic drugs”.4 She explained that
provision of PPE was covered by legislation
(Control of Substances Hazardous to Health
Regulations 2002),° required under HSE
guidance, recommended by the Royal College
of Nursing and underpinned by evidence
from national and international studies. Its
efficacy could be maximised by observing
basic good practice (Panel 1).
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Panel 1: How to maximise efficacy of PPE

Gloves

« Choose latex or nitrile materials?

o Use powder-free designs

» Change gloves frequently—immediately if
damaged

o Wear double gloves during treatment
preparation

» Wash hands before and after using gloves

Gowns, aprons and armlets

» Make sure materials do not allow
permeation by cytotoxic drugs (options
include Saranex/Tyvek laminated and
spun-bonded polypropylene laminated
with polyurethane)

» Choose long sleeves with elastic or
knitted cuffs, ensuring no gap between
sleeve and glove

o NOT an ordinary lab coat!

Eye and face protection

» Standard, BS-approved safety goggles/
glasses are adequate

« Combination mask and eye shield can be
used

o Consider respiratory protection if there
is a risk of exposure to powders or
aerosols (surgical masks are NOT
effective)
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Although pharmacy staff and nurses could
face similar hazards, Gill acknowledged

that their differing roles might affect their
approach to PPE. For example, a nurse
decked out in the full range of protective
clothing, complete with face mask and a
respiratory device, could be an alarming sight
for the unprotected patient!

Gill highlighted the lack of any consistent
approach to PPE, with significant differences
internationally and regionally within the UK.
Finally, she reminded delegates that PPE
was not a stand-alone method for avoiding
contamination. “PPE can reduce occupational
exposure to hazardous substances , but it
does not offer 100% protection,” she said.
“It must be used in conjunction with risk
assessment/management and education/
training.”
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Staff education and competencies

Claire Palles-Clark, Lead Chemotherapy Nurse, Royal Surrey County Hospital NHS Trust

The importance of staff competency had Panel 6: National Competency Framework based chemotherapy unit has already taken
been a recurring theme throughout all the for Chemotherapy on board. “l run the nurse-led chemotherapy
presentations, and it fell to Claire Palles- clinic in partnership with a pharmacist. It’s
Clark, Lead Chemotherapy Nurse at the Royal ¢ Provides national guidance to a great way to work and we learn a lot from
Surrey County Hospital NHS Trust, to explore standardise competencies for the safe each other, but we need to change its name!”
education and competency at the front line administration of cytotoxic drugs

of patient care.
» Promotes transferability of skills, e.g.

She said it was imperative that everyone prescribing, IV administration

involved in prescribing, preparing,

dispensing, transporting, administering o Defines 17 chemotherapy

and disposing of cytotoxic drugs had the competencies and refers to a further
knowledge and skills needed to ensure safety 72 competencies that originate in

for patients, themselves and others. She other frameworks

explained how competency frameworks,

including the NHS Knowledge and Skills Claire pointed out that new ways of working
Framework, aimed to define the training/ were needed to meet the growing demand
experience needed for different levels of for chemotherapy services. For example,
expertise and set out the attributes required  some staff might need to extend their roles
for performance at predefined levels; and or take on new roles, and the boundaries
outlined the NHS National Competency between different professions could become
Framework for Chemotherapy (Panel 6). blurred—something that her own Guildford-
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Supporting new roles in chemotherapy

Jennie Martin, Lead Pharmacist, North Trent Cancer Network and Weston Park Hospital

Following on from the previous speaker’s
emphasis on new roles and blurred
professional boundaries, the final
presentation looked at how pharmacy
services at Weston Park Hospital, the
specialist cancer hospital serving North Trent,
had coped with increasing workload in the
face of staff shortages.

Lead pharmacist Jennie Martin explained that
the hospital had obtained funding for more
staff, but had been able to recruit assistants
only—no new pharmacists or technicians. Its
solution was to create a new role—dispenser.
The risks inherent in changing roles were
minimised by adequate staff training and
assessment.

Selected assistants were trained to:

o Draw solutions up into syringes*
e Add solvents to vials and draw up the
contents*
« Draw up and dilute in syringes*
o Use the computerised stock control
system
*Under CCTV supervision
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Four dispensers had been trained within 1
year and three new candidates had joined
the programme, which has now been
expanded to include adding drugs to infusion
bags and preparation of ambulatory infusion
devices.

Jennie summed up: “The programme was
successfully developed to provide a safe,
accountable service when capacity was a
problem due to workforce problems; and
the staff involved have acquired valuable
additional skills.”
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Final remarks

The co-chairs, Tim Root and Rosie Roberts, stressed the need for constant appraisal of risks References

in the ever-changing clinical environment and urged delegates to spread the word about 1. Favier et al. J Oncol Pharm Practice
risk management to their colleagues. They both looked forward to future multidisciplinary 2003; 9: 15-20.

meetings—endorsed by BOPA and UKONS—building on the obvious desire among the 2. Harrison, Kloos. J Oncol Pharm Pract
professional groups represented to work together. There was also one exciting final 1999; 5: 61-66.

announcement—the MARCH website was up and running! 3. Connor. Am J Health Systems Pharm

1999; 56: 2450.

4. HSE. Information Sheet MISC615.
London: HSE.

5. Health and Safety Executive. Control
of substances hazardous to health
regulations. London: HSE, 2002.

6. National Patient Safety Agency. Alert
20. Promoting safer use of injectable
medicines. London: NPSA, 2007.
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