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1. POLICY STATEMENT

The use of Monoclonal antibodies (MABs) within cancer and other services has been expanding
within our organisation and as they are not like traditional anticancer agents, MABs often do not
fulfil the criteria for classification as cytotoxic or hazardous substances.

As there is currently limited research on the long term effects of MABs, SESLHD has decided to
adopt the risk management principles outlined in Australian consensus guidelines for the safe
handling of monoclonal antibodies for cancer treatment by healthcare personnel and the Clinical
Oncology Society of Australia (COSA) Position Statement 2022 update to the safe handling of
monoclonal antibodies in healthcare settings.

or additional information the SafeWork NSW Cytotoxic Drugs and Related Waste — Risk
Management quide should also be referenced.

The procedure is intended to be used by workers who are involved in the handling of MABs and
is applicable to but limited to medical, pharmacy and nursing staff.

Relevant NSW Health Policy documents include:

e PD2023 021 - Preparation of pharmaceutical and advanced therapeutic products
e PD2022 032 - Medication Handling
e PD2020 049 - Clinical and Related Waste Management for Health Services

2. DEFINITIONS

Monoclonal antibodies (MABs): A type of protein made in the laboratory that can bind to
substances in the body, including cancer cells. A monoclonal antibody is made so that it binds to
only one substance. Monoclonal antibodies are being used to treat some types of cancer and
can be used alone or to carry drugs, toxins, or radioactive substances directly to cancer cells.

NHMRC : National Health and Medical Research Council

Personal Protective Equipment (PPE): Safety equipment provided to reduce the risk of
exposure to specific MABs. Refer to Monoclonal Antibody Risk Rating and Handling
Precautions Guide (appendix 1) for MAB specific PPE.

3. RESPONSIBILITIES

3.1 Clinical staff (medical officers, nurses, pharmacists) will:

e For existing MABs (at the time of writing) staff will check Appendix 1 — Monoclonal
Antibody Risk Rating and Handling Precautions Guide, identify the risk level and PPE
prior to handling or using the MAB.
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e For new MABs staff will check Safety Data Sheets and/ or instructions provided by the
drug manufacturer to identify the risk level and PPE prior to handling or using the MAB. In
addition staff will escalate relevant information and additions to a senior manager.

e Report spills or any exposure to your manager and follow safety advice outlined by the
manufacturer.

e Participate in occupational exposures program if handling High Risk MABs.

3.2 Line Managers will:
e Ensure workers are provided with appropriate PPE
e Where workers are required to handle MABs identified as high risk, arrange baseline

assessments for health monitoring as per SESLHDPR/378 - Health Monitoring -
Occupational Health Exposures other than Infectious Diseases.

e Report any new MABs that are not in the Monoclonal Risk Ratings to a Senior Manager.

3.3 Seniors Managers will:

e Support the program in place for Health monitoring and safe handling of MABs
e Report any new MABs that are not in SESLHD Appendix 1 — Monoclonal Antibody Risk
Rating and Handling Precautions Guide to SESLHD Drug and Therapeutics Committee.

3.4 SESLHD Drug and Therapeutics Medicines Committee will:

e Review newly identified MABs to ensure appropriate risk rating occurs and the suitable
controls are documented and communicated to staff.
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SESLHDPR/368

4, PROCEDURE

Occupational health and safety exposure risk as determined in Risk Matrix (refer to SESLHD Monoclonal Risk Rating)

i

Risk matrix Risk of internalisation _
None Low Moderate High
Unlikely Oral Inhalationt
- Mucosalt
L'Eig‘;gzgec’f Possible InhalationT
Mucosalt
Likely Dermal

fLimited to administration process. TLimited to preparation of powdered formulations. fLimited to preparation of doses.

High risk

¥ N
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.
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| Mo manipulations | | Manipulations | | No manipulations ‘ | Manipulations |
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// e - .,"’. ‘-.‘\\
/ s / .
/ ~ / ~
/ . / ™~
| No complex manipulations | | Complex manipulations | | No complex manipulations | | Complex manipulations |
- B / \‘\
—~ / \\\
\ \
| Experienced staff | | Inexperienced staff | Experienced staff | | Inexperienced staff |
W

No Prepare in safe environment Prepare in centralised No Prepare in safe environment Prepare in centralised Prepare as for

preparation (i.e. pharmacy, ward, clean- location (e.g. preparation (i.e. pharmacy, ward, clean- location (e.g. cytotoxic/

required room or clinic). pharmacy) required room or clinic) pharmacy) hazardous drugs

W ¥ ¥ ¥ v v v
Use sterile aseptic techniaue and recommended handlina precautions for assianed OHS risk.

i

Recommended handling precaution
No additional precautions required, standard operating procedurest for both the preparation
of doses for administration and administration.
No additional precautions required, standard operating procedures for administration.
Protective mask and eyewear, in addition to standard operating procedures for the
preparation of doses for administration.
Hi . Treat like a cytotoxic or hazardous substance for both the preparation of doses for
igh risk - . . .

administration and administration.

t+Standard operating procedures: standard operating procedure for parenterally administered pharmaceutical agents (i.e. aseptic technique
according to the Australian Commission on Safety and Quality in Healthcare).

i

Report any spills or accidents with MABs to relevant line manager

Exposure risk

No / Low risk

Moderate risk
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4.1 Risk Identification and Controls

The Monoclonal Antibody Risk Rating and Handling Precautions Guide (Appendix 1)
provides information on the risk level and handling precautions. Further information may be
available from the Australian Injectable Drug Handbook (AIDH), Safety Data Sheets or
instructions provided by the drug manufacturer. Whichever reference provides the highest level
of controls are to be implemented.

4.2 Unlisted MABs

If the MAB is not listed in SESLHD monoclonal risk rating it is to be referred to the relevant line
manager and the SESLHD Drug and Therapeutics Committee for review. If urgent
administration is required, please contact the facility Pharmacy Department for the suggested
risk rating and minimum handling precautions until formal advice provided.

4.3 Use of Personal Protective Equipment (PPE)

Current research indicates the most likely MAB absorption risks are through dermal absorption
such as damaged skin (cuts, open wounds), inhalation or oral absorption. The likelihood of
producing an aerosol with the required physical characteristics in the healthcare setting is
limited.

The following recommendations have been adapted from the Clinical Oncology Society of
Australia (COSA) and Cancer Pharmacists Group (CPG) position statement 2013, the 2022
update and the Australian Consensus Guidelines 2014. They apply to currently marketed
monoclonal antibodies (MABs) except MABs conjugated to a cytotoxic agent, fusion protein or a
radioisotope. These conjugated MABs are considered hazardous and should be prepared and
administered following accepted cytotoxic safe handling precautions and regulations related to
the handling of cytotoxics and radiopharmaceuticals.

Precautions taken during the preparation and administration of MABs, such as protective
eyewear (except, for preparation, if eye protection is already afforded by way of the cleanroom
facilities e.g., isolator), handwashing, wearing gloves, face masks, backed up with robust
surface cleaning of handling areas, are likely to reduce the risks to healthcare workers further.

For this reason, the correct use of the appropriate PPE, is imperative in reducing the risk of
exposure to workers. If the correct PPE is not available, the relevant manager is to be notified
immediately so it can be arranged before handling or administering a MAB.
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4.4 Preparation of MABs

The preparation of low and moderate risk MABs require aseptic transfer techniques and are
dispensed from pharmacy to the clinical area for preparation and administration (see Appendix

1),

ALL High Risk MABs must be prepared by a centralised service in the same safety
cabinets as cytotoxic agents. Contact sterile manufacturing unit for further assistance.

Practical Application of Guideline Recommendations: Trastuzumab (Herceptin®)

1. Risk Matrix:

i. Likelihood/Consequence of dermal absorption — likely/none

ii. Likelihood/Consequence of oral absorption — unlikely/low

iii. Likelihood/Consequence of inhalation absorption — possible /moderate during
preparation of doses for administration and unlikely/moderate during
administration.

iv. Likelihood/Consequence of mucosal absorption — possible /moderate during
preparation of doses for administration and unlikely/moderate during
administration.

Highest Risk Classification: (see Appendix 1 for further details)
2. Flow Chart

o — — Vial Sharing — Prepare in
centralised location (e.g., pharmacy) — Use sterile aseptic technique and PPE as
recommended,
or

o — — — Complex
Manipulations — — (i.e.,
pharmacy, ward, clean-room or clinic) — Use sterile aseptic technique and PPE as
recommended,
or

o — — — Complex

Manipulations — Inexperienced Staff — Prepare in centralised location (e.g.,
pharmacy) — Use sterile aseptic technique and PPE as recommended.
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4.5 Disposal

Disposal of waste products (including patient waste) associated with low and moderate risk
MABSs should be in accordance with NSW Health Policy Directive PD2020 049 - Clinical and
Related Waste Management for Health Services. This applies to waste production during
preparation and administration, as well as patient waste. Disposal of high risk MABs is in
accordance with cytotoxic guidelines.

4.6 Spills Management

For a low or medium risk MAB waste should be disposed of in accordance with clinical waste
guidelines.

In the case of high risk MABSs, spills are to be managed in accordance with the Safety Data
Sheet provided by the manufacturer and Cytotoxic Medication Administration and Handling (see
reference list for relevant facility document). If the MAB contains a cytotoxic agent then a
cytotoxic spill kit is required.

This spill must be reported to local Work Health and Safety Unit who will assist with further
reporting if required.

4.7 Staff Training

The relevant line manager is to ensure training is provided to workers prior conducting work with
MABs. Minimum training requirements includes:

— Aware of the requirements set out in this procedure,

— Training in the specific Safe Work Procedures for medium and high risk MABs

— Competency in My Health Learning Course Aseptic Technique (code 40027445)

— Complex dosing calculations or complex reconstitution techniques

— For workers who handle high risk and cytotoxic MABs, competency in My Health Learning
Course Handling Antineoplastic Drugs and Related Waste Safety (code 48173057).

Additional training resources include eviQ Antineoplastic drug administration for the non-cancer
setting and Antineoplastic Drug Administration Course (available through Cancer Institute NSW
and requires free registration to access).

4.8 Health Monitoring

Where workers are handling and dispensing high risk MABs, the Manager will implement health
monitoring as outlined in the SESLHDPR/378 - Health Monitoring - Occupational Health
Exposures other than Infectious Diseases.

5. DOCUMENTATION

Workers are required to document the use of MABs as part of their standard medication
documentation processes.
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6. AUDIT

Clinical incidents relating to MABs will be audited based on reports within the Incident
Information Management System.
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7. REFERENCES
7.1 External

e Risk Management Technologies, ChemAlert (accessed 19/11/2021).

o SafeWork NSW - SW08559 Cytotoxic drugs and related risk management guide

e Australian consensus guidelines for the safe handling of monoclonal antibodies for
cancer treatment by healthcare personnel. Internal Medicine Journal: 44 (2014)

e SafeWork Australia — Hazardous chemicals requiring health monitoring

e COSA and CPG Position Statement - Safe handling of monoclonal antibodies in
healthcare settings

e COSA and CPG Position Statement - 2022 update to the safe handling of monoclonal
antibodies in healthcare settings

e M. Alexander, J. King, A. Bajel, C. Doecke, P. Fox, S. Lingaratnam, J.D. Mellor, L.
Nicholson, I. Roos, T. Saunders, J. Wilkes, R. Zielinski, J. Byrne, K. MacMillan, A.
Mollo, S. Kirsa and M. Green. (2014). Australian consensus guidelines for the safe
handling of monoclonal antibodies for cancer treatment by healthcare personnel.
Accessed [19/11/2021] at https://pubmed.ncbi.nim.nih.gove/25302720/

e ¢eviQ Resource Document - Safe Handling and Waste Management of Hazardous

Drugs

7.2 Internal

e SESLHDPR/378 - Health Monitoring - Occupational Health Exposures other than
Infectious Diseases.

e SGH-TSH CLIN201 Cytotoxic Medication including staff training, administration,
extravasation and post administration

e SSEH CLINO052 - Cytotoxic Medication - Administration and Handling

e POWH CLIN131 - Cytotoxic Medication - Administration and Handling
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8. VERSION AND APPROVAL HISTORY

Date Version No. | Author and approval notes

September 2014 1 New procedure
Author - Peter Kuszelyk
Endorsed by Executive Sponsor, Sharon Litchfield

February 2015 1 Endorsed by D&QUMC on 12 February 2015

March 2015 1 Endorsed by CQC on 11 March 2015

June 2015 2 Hyperlink added to SharePoint page -
http://sesinet/sites/HSW/Monoclonal/Pages/default.aspx and Appendix 1
removed

May 2018 3 Content review and update of links

June 2018 3 Endorsed by Executive Council

March 2019 4 Minor review - change to glove requirement recommendations from QUM
Committee incorporated into document.

Endorsed by Executive Sponsor.
April 2019 - Reviewed and endorsed by Amy Minett, Lead Pharmacist,
QUMC

May 2019 4 Formatted by Executive Services prior to publishing.

June 2020 5 Risk rating reduced to High Risk. Review date amended to May 2021 to
align with High Risk rating. Executive Sponsor updated from Director
Workforce Services to Director People and Culture. Approved by Executive
Sponsor.

November 2021 6 Further detail provided regarding the general principles and risk rating for
specific monoclonal antibodies (see 4. Procedure). Appendix 1 updated to
reflect monoclonal antibodies available in SESLHD at time of writing.
Reviewed by Graeme Wright (SESLHD Health & Safety Advisor).

16 February 2024 6.1 Minor review to update list of medicines and include information from

updated COSA position statement. Approved by SESLHD Drug and
Therapeutics Committee and Executive Sponsor.
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Appendix 1 — Monoclonal Antibody Risk Rating and Handling Precautions Guide

Monoclonal Risk Level Risk Level Administration
. o Potential Response (LDH Preparation Handling Precautions Handling
Antibody (Likelihood/consequence) Consensus) Precautions

Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
adverse health effects is minimised. Adverse
health effects via occupational exposure are
not anticipated, however, should over Use cytotoxic precautions
exposure occur, possible effects may be hair
loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.

Dermal — likely/high
Belantamab Oral — unlikely/high
mafotin™# Inhalation — possible/high
Mucosal — unlikely/high

Use cytotoxic
precautions

Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
adverse health effects is minimised. Adverse
health effects via occupational exposure are
not anticipated, however, should over Use cytotoxic precautions
exposure occur, possible effects may be hair
loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.

Dermal — likely/high
Brentuximab Oral — unlikely/high
vedotin Inhalation — possible/high
Mucosal — unlikely/high

Use cytotoxic
precautions

Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
adverse health effects is minimised. Adverse
health effects via occupational exposure are
not anticipated, however, should over Use cytotoxic precautions
exposure occur, possible effects may be hair
loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.

Dermal - likely/high
Enfortumab Oral — unlikely/high
vedotin Inhalation — possible/high
Mucosal — unlikely/high

Use cytotoxic
precautions
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. Risk Level Administration
M lonal Risk Level . . . . .
Ar?t?lgg d(:’na (Lliskeliﬁ:)’g diconsequence) Potential Response c (LDH Preparation Handling Precautions Handlm:q
onsensus) Precautions

Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
adverse health effects is minimised. Adverse
health effects via occupational exposure are
not anticipated, however, should over Use cytotoxic precautions
exposure occur, possible effects may be hair
loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.

Dermal — likely/high
Gemtuzumab Oral — unlikely/high
0zogamicin Inhalation — possible/high
Mucosal — unlikely/high

Use cytotoxic
precautions

Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
adverse health effects is minimised. Adverse
health effects via occupational exposure are
not anticipated, however, should over Use cytotoxic precautions
exposure occur, possible effects may be hair
loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.

Dermal - likely/high
Luveltamab Oral — unlikely/high
tazevibulin#* Inhalation — possible/high
Mucosal — unlikely/high

Use cytotoxic
precautions

Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
adverse health effects is minimised. Adverse
health effects via occupational exposure are
not anticipated, however, should over Use cytotoxic precautions
exposure occur, possible effects may be hair
loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.

Dermal - likely/high
Polatuzumab Oral — unlikely/high
vedotin* Inhalation — possible/high
Mucosal — unlikely/high

Use cytotoxic
precautions

Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
adverse health effects is minimised. Adverse
health effects via occupational exposure are
not anticipated, however, should over Use cytotoxic precautions
exposure occur, possible effects may be hair
loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.

Dermal - likely/high
Sacituzumab Oral — unlikely/high
govitecan#* Inhalation — possible/high
Mucosal — unlikely/high

Use cytotoxic
precautions
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. Risk Level Administration
kll:t?gg:‘onal FLIiskkelli-ﬁggld Iconsequence) Potential Response (LDH Preparation Handling Precautions Handling
y q Consensus) Precautions
Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
Dermal — likelv/high adverse health effects is minimised. Adverse
kely/nig health effects via occupational exposure are .
Trastuzumab Oral — unlikely/high . . . Use cytotoxic
. - . not anticipated, however, should over Use cytotoxic precautions .
deruxtecan Inhalation — possible/high . . precautions
Mucosal — unlikelv/hiah exposure occur, possible effects may be hair
yinig loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.
Cytotoxic drug. If used therapeutically under
controlled clinical conditions, the potential for
Dermal — likely/high adverse health effects is minimised. Adverse
Trastuzumab Oral — unlikely/high :gﬁg:tie(;fggttzg I{;]1cc;vc\:/(e:tlf(:,lai‘tlsor?oaLljI?jxg\?esru e Use cytotoxic precautions L I
emtansine Inhalation — possible/high ’ o . precautions
Mucosal — unlikelv/hiah exposure occur, possible effects may be hair
yihig loss, bone marrow damage and allergic skin
reactions. Refer to medical doctor/specialist for
advice regarding adverse side effects.
8?;?1_3 L;I:l‘i(;%g\?vne Eye and face protection: wear splash-proof
; : The occupational hazard of intermittent low goggles i
Inhalation — unlikely/moderate . No additional
Alemtuzumab Mucosal — possible);moderate dose exposure to alemtuzumab is not known. Moderate Hand protectllon: wear rubber or latex gloves precautions
(preparation), unlikely/moderate | Not classified as a skin or eye irritant. May Body protection: no PPE specified
(administratic;n) result in mild irritation. Respiratory protection: no PPE specified
Dermal — likely/none Eye and face protection: wear splash-proof
. . . . goggles
Oral gnllkelyllpw The occupational hazarq of mter_mlttent low Hand protection: wear PVC or rubber gloves 3
. Inhalation — unlikely/moderate dose exposure to atezolizumab is not known. L No additional
Atezolizumab . o . - Moderate Body protection: wear a laboratory coat .
Mucosal — possible/moderate Not classified as a skin or eye irritant. May Respiratory protection: where an inhalation precautions
(preparation), unlikely/moderate | result in mild irritation. ~espiratory p . h
(administration) risk exists, wear a Class P1 (Particulate)
respirator
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. Risk Level Administration
Monoclonal Risk Level . . . . .
Antibody (Likelihood/consequence) Potential Response co n(ls-g:sus) Preparation Handling Precautions g::cdal:::?ons
germal - !lkely/none . . . Eye and face protection: wear splash-proof
ral — unlikely/low The occupational hazard of intermittent low oaales
Avelumab Inhalation — unlikely/moderate dose exposure to avelumab is not known but Moderate aa%% rotection: wear nitrile or latex gloves No additional
Mucosal — possible/moderate may cause irritation and be a potential Body grotection'. no PPE specified 9 precautions
(preparation), unlikely/moderate | allergen. Respiratory prot.ection' wear a N95/P2 mask
(administration) :
Dermal - likely/none
Oral — unlikely/low
Inhalation — possible/moderate i . i Eye and face protection: wear safety glasses
Basiliximab® (preparation), unlikely/moderate | |he occupational hazard of intermittent low V| Hand protection: wear protective gloves No additional
(administration) dose exposure to basiliximab is unknown but Body protection: no PPE specified precautions
Mucosal — possible/moderate may cause irritation and be a potential Respiratory protection: wear a N95/P2 mask
(preparation), unlikely/moderate | allergen.
(administration)
Dermal - likely/none
Oral — unlikely/low
Inhalation — possible/moderate The occupational hazard of intermittent low Eye and face protection: wear safety glasses
. . preparation), unlikely/moderate | dose exposure to belimumab is not known. Hand protection: wear protective gloves No additional
Belimumab Moderate
(administration) Health injuries are not known or expected Body protection: no PPE specified precautions
Mucosal — possible/moderate under normal use. Respiratory protection: wear a N95/P2 mask
(preparation), unlikely/moderate
(administration)
Eye and face protection: wear splash-proof
Dermal - likely/none The occupational hazard of intermittent low az%%esrotection' wear PVC or latex gloves
Oral — unlikely/low dose exposure to bevacizumab is not known. Bod protection" wear a laborator cgat or
. Inhalation — unlikely/moderate Not classified as a skin irritant. Contact may yp . ; y co No additional
Bevacizumab X T o Moderate other protective garment if splashing is .
Mucosal — possible/moderate result in mild irritation. Not classified as an eye ossible precautions
(preparation), unlikely/moderate | irritant. Contact may cause discomfort, Eespiratory protection: where an inhalation
(administration) lacrimation and redness. risk exists. wear a Cla.ss P1 (Particulate)
respirator
Version: 6.1 Ref: T14/30560 Date: 16 February 2024 Page 14 of 23
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Monoclonal
Antibody

Risk Level
(Likelihood/consequence)

Risk Level
(LDH
Consensus)

Potential Response

Blinatumomab

Dermal - likely/none

Oral — unlikely/low

Inhalation — possible/moderate
(preparation), unlikely/moderate
(administration)

Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

Intermittent low dose exposure to
blinatumomab may pose an occupational
hazard. Contact may result in mild skin
irritation, eye discomfort, lacrimation and
redness.

Moderate

Dermal - likely/none
Oral — unlikely/low

The occupational hazard of intermittent low

Preparation Handling Precautions

Administration
Handling
Precautions

Eye and face protection: wear splash-proof
goggles

Hand protection: wear gloves

Body protection: wear a laboratory coat or
other protective garment if splashing is
possible

Respiratory protection: wear a N95/P2 mask

No additional
precautions

Eye and face protection: wear safety glasses
Hand protection: wear protective gloves

As per COVID-19
Infection
Prevention and

COMPLIANCE WITH THIS DOCUMENT IS MANDATORY
This Procedure is intellectual property of South Eastern Sydney Local Health District. Procedure content cannot be duplicated.

Casirivimab / Inhalation — unlikely/moderate s . . Body protection: wear suitable protective Control: Routine
. " . dose exposure to casirivimab and imdevimab Moderate . . . :

Imdeviamb Mucosal — possible/moderate is not known clothing as protection against splashing or Care of a
(preparation), unlikely/moderate ’ contamination Suspected or
(administration) Respiratory protection: wear a N95/P2 mask Confirmed COVID-

19 Patient.

8?;?1_‘5111;'“5;%23”9 Eye and face protection: wear splash-proof

Cemiplimab* Inhalation — unlikely/moderate The occupational hazard of intermittent low Moderate aoaigcj:llesrotection' wear protective aloves No additional

P Mucosal — possible/moderate dose exposure to cemiplimab is not known. P L P ve 9 . precautions

(preparation), unlikely/moderate Body protection: wear impervious clothing
(administratic;n) Respiratory protection: wear a N95/P2 mask
Dermal — likely/none The occupational hazard of intermittent low Eye and face protection: wear safety glasses
Oral — unlikely/low dose exposure to cetuximab is not known. Skin Hand protection: wear PVC or rubber gloves

Cetuximab Inhalation — unlikely/moderate contact may result in irritation, redness, pain Moderate Body protection: when using large quantities or | No additional
Mucosal — possible/moderate and rash. Eye contact may result in irritation, where heavy contamination is likely, wear precautions
(preparation), unlikely/moderate | lacrimation, pain and redness. Cetuximab may coveralls
(administration) cause sensitisation by inhalation. Respiratory protection: wear a N95/P2 mask
Dermal — !lkely/none The occupational hazard of intermittent low Eye and face. pr_otectlon: wear safety glasses
Oral — unlikely/low . Hand protection: wear PVC or rubber gloves
Inhalati likelv/moderat dose exposure to daratumumab is not known. Bod tection: wh ina | titi No additional

Daratumumab nhalation — unfikely/moderate Skin contact may result in irritation, redness Moderate ody protection. when using farge quantities or 0 adcitiona
Mucosal — possible/moderate . T ’ where heavy contamination is likely, wear precautions

. . pain and rash. Eye contact may result in
(preparation), unlikely/moderate irritation. lacrimation. pain and redness coveralls
(administration) ’ P ) Respiratory protection: wear a N95/P2 mask
Version: 6.1 Ref: T14/30560 Date: 16 February 2024 Page 15 of 23
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Monoclonal
Antibody

Risk Level
(Likelihood/consequence)

Potential Response

Dinutuximab*

Dermal - likely/none

Oral — unlikely/low

Inhalation — unlikely/moderate
Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

The occupational hazard of intermittent low
dose exposure to dinutuximab beta is not
known. There is at present no information or
indication of human health or
physical/chemical hazardous properties.

Dermal — likely/none
Oral — unlikely/low
Inhalation — unlikely/moderate

The occupational hazard of intermittent low
dose exposure to durvalumab is not known.

(administration)

Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

Durvalumab Mucosal — possible/moderate Not classified as a skin or eye irritant. May

(preparation), unlikely/moderate | result in mild irritation.

(administration)

Dermal - likely/none

Oral — unlikely/low The occupational hazard of intermittent low
Eculizumab Inhalation — unlikely/moderate dose exposure to eculizumab is not known.

Mucosal — possible/moderate Not classified as a skin or eye irritant. May

(preparation), unlikely/moderate | result in mild irritation.

(administration)

Dermal - likely/none

Oral — unlikely/low

Inhalation — possible/moderate The occupational hazard of intermittent low
Elotuzumab (preparation), unlikely/moderate | dose exposure to elotuzumab is not known.

Not classified as a skin or eye irritant. May
result in mild irritation.

Eptinezumab*

Dermal - likely/none

Oral — unlikely/low

Inhalation — possible/moderate
(preparation), unlikely/moderate
(administration)

Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

The occupational hazard of intermittent low

dose exposure to eptinezumab is not known.

Risk Level
(LDH
Consensus)

Moderate

Moderate

Moderate

Moderate

Moderate

Preparation Handling Precautions

Administration

Handling
Precautions

Eye and face protection: wear goggles or
safety glasses

Hand protection: wear latex or vinyl gloves No additional

Body protection: wear a laboratory coat or precautions

apron

Respiratory protection: wear a N95/P2 mask

Eye and face protection: wear safety glasses

Hand protection: wear PVC or rubber gloves No additional

Body protection: wear a laboratory coat precautions

Respiratory protection: wear a N95/P2 mask

Eye and face protection: wear splash-proof

goggles -

Hand protection: wear nitrile or latex gloves N%g:l?t'ité?]r;al

Body protection: no PPE specified P

Respiratory protection: wear a N95/P2 mask

Eye and face protection: wear splash-proof

goggles -

Hand protection: wear nitrile or latex gloves Nr%(?::t'ité?]r;al

Body protection: no PPE specified P

Respiratory protection: wear a N95/P2 mask

Eye and face protection: wear splash-proof

goggles -

Hand protection: wear nitrile or latex gloves No addlltlonal
precautions

Body protection: no PPE specified
Respiratory protection: wear a N95/P2 mask

Version: 6.1
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. Risk Level Administration
kn:t?gg:’znal FLIiskkelli-ﬁc‘;gld Iconsequence) Potential Response (LDH Preparation Handling Precautions Handling
Consensus) Precautions
Dermal - likely/none .
Oral — unlikely/low gEg/gg?QSd face protection: wear splash-proof
Faricimab* :\ﬂzi:)ast;m__ ggélil:)cla‘le%nooddeer;aée No data available. Moderate Hand protection: wear nitrile or latex gloves N%::St'itc')?gal
P . Body protection: no PPE specified P
(preparation), unlikely/moderate . . .
o : Respiratory protection: no PPE specified
(administration)
Dermal — likely/none Eye and face protection: wear dust-proof
Oral — unlikely/low The occupational hazard of intermittent low g les P ’ P
Inhalation — possible/moderate dose exposure to infliximab is not known. Skin aa?% rotection: wear PVC or rubber gloves
. (preparation), unlikely/moderate | contact may result in irritation, rash and P L . glov No additional
Infliximab (administration) dermatitis. Eye contact may result in irritation, bAREELD \?,?]g?-lep;%tae\?tlzg}]\g:ﬁi?]:t?é?]gisli?&ﬁ qu\sg;?es or precautions
Mucosal — possible/moderate lacrimation and redness. May cause an allergic coveralls y y:
(prepgratloq), unlikely/moderate | skin reaction. Respiratory protection: wear a N95/P2 mask
(administration)
8?;:“_3‘11;'::1(;')}%23”6 The occupational hazard of intermittent low gEggg?gsd face protection: wear splash-proof
. ) dose exposure to ipilimumab is not known. . .
(pre aratioﬁ) unlikely/moderate pain and rash. Eye contact may resuit in im gr\F/)ious covéralls P P
prepar S’ Y irritation, lacrimation, pain and redness. per -
(administration) Respiratory protection: wear a N95/P2 mask
b | likelv/ Eye and face protection: wear safety glasses
ermal — likely/none with side-shields
?La”—tyn“ke'y/'o‘{\él i oderat Hand protection: wear protective gloves
nhalation — possiblé/moaerate Body protection: wear a laboratory coat or
. . (preparation), unlikely/moderate | Health injuries are not known or expected coveralls No additional
Mepolizumab dmini . Moderate ) ) ) .
I(\j: mlnlsltratlon).bI o derat under normal use. Respiratory protection: no PPE specified precautions
ucosal — possible/moderate
(preparation), unlikely/moderate
(administration) If using pre-filled pen no Preparation Handling
required.
Dermal — likely/none
Oral — unlikely/low The occupational hazard of intermittent low Eye and face protection: wear safety glasses
Natalizumab Inhalation — unlikely/moderate dose exposure to natalizumab is not known. Moderate Hand protection: wear PVC or rubber gloves No additional
ucosal — possible/moderate ot classified as a skin or eye irritant. May ody protection: wear a laboratory coa precautions
M | ible/moderat Not classified ki irritant. M Bod tecti laborat t i
(preparation), unlikely/moderate | result in mild irritation. Respiratory protection: wear a N95/P2 mask
(administration)
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. Risk Level Administration
x:t?gg:’znal FLIiskkelli-ﬁggld Iconsequence) Potential Response (LDH Preparation Handling Precautions Handling
Consensus) Precautions
Dermal — !lkely/none The occupational hazard of intermittent low Eye and face protection: wear splash-proof
Oral — unlikely/low dose exposure to nivolumab is not known. Skin goggles
Nivolumab Inhalation — unlikely/moderate contact pma result in irritation. redness éin Moderate Hand protection: wear PVC or latex gloves No additional
Mucosal — possible/moderate and rash Ey e contact ma re’sult in irrifart)ion Body protection: wear a PVC apron and precautions
(preparation), unlikely/moderate Iacrimatic;n y ain and redn):ess ’ impervious coveralls
(administration) P ’ Respiratory protection: wear a N95/P2 mask
gz:n_a L;I:ﬁeel%g\?vne Eye and face protection: wear safety glasses
Obinutuzumab* Inhalation — unlikely/moderate The occupational hazard of intermittent low Moderate ﬁgg;'dgtsergteigs_ wear protective aloves No additional
Mucosal — possible/moderate dose exposure to obinutuzumab is not known. P L p ve g - precautions
(preparation), unlikely/moderate Body protection: wear impervious clothing
(administratio’n) Respiratory protection: wear a N95/P2 mask
Dermal - likely/none Eye and face protection: wear splash-proof
Oral — unlikely/low The occupational hazard of intermittent low ggggles P ’ P P
Ocrelizumab Inhalation — unllkely/moderate dose exposure to ocrgllzumab .|s_not known. Moderate Hand protection: wear rubber or latex gloves No addlltlonal
Mucosal — possible/moderate Not classified as a skin or eye irritant. May Bodv protection: no PPE specified precautions
(preparation), unlikely/moderate | result in mild irritation. y P e P
(administration) Respiratory protection: wear a N95/P2 mask
Dermal - likely/none
a;‘a;“;t%::”ielglsosme /moderate Eye and face protection: wear safety glasses
| — poss! The occupational hazard of intermittent low Hand protection: wear neoprene, nitrile or butyl -
(preparation), unlikely/moderate No additional
Omalizumab* . S dose exposure to omalizumab is not known. Moderate rubber gloves .
(administration) . ) . . - precautions
. May cause allergic respiratory reactions. Body protection: no PPE specified
Mucosal — possible/moderate . -
(preparation), unlikely/moderate Respiratory protection: wear a N95/P2 mask
(administration)
Dermal - likely/none Eye and face protection: wear splash-proof
Oral — unlikely/low The occupational hazard of intermittent low ggggles P ’ P P
Panitumumab Inhalation — unllkely/moderate dose exposure to pamtumumap is not known. Moderate Hand protection: wear rubber or latex gloves No addlltlonal
Mucosal — possible/moderate Not classified as a skin or eye irritant. May Body protection: no PPE specified precautions
(preparation), unlikely/moderate | result in mild irritation. y P S P
(administration) Respiratory protection: wear a N95/P2 mask
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Monoclonal
Antibody

Risk Level
(Likelihood/consequence)

Potential Response

Pembrolizumab

Dermal - likely/none

Oral — unlikely/low

Inhalation — possible/moderate
(preparation), unlikely/moderate
(administration)

Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

The occupational hazard of intermittent low
dose exposure to pembrolizumab is not
known. Skin contact may result in irritation,
rash and dermatitis. Eye contact may result in
irritation, lacrimation, pain and redness.

Penpulimab*#

Dermal - likely/none

Oral — unlikely/low

Inhalation — unlikely/moderate
Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

Does not meet GHS classification criteria and
therefore is not classified.

Pertuzumab

Dermal — likely/none

Oral — unlikely/low

Inhalation — unlikely/moderate
Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

The occupational hazard of intermittent low
dose exposure to pertuzumab is not known.
Skin contact may result in irritation, redness,
pain and rash. Eye contact may result in
irritation, lacrimation, pain and redness.

Ramucirumab

Dermal - likely/none

Oral — unlikely/low

Inhalation — unlikely/moderate
Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

The occupational hazard of intermittent low
dose exposure to ramucirumab is not known.
Not classified as a skin or eye irritant. May
result in mild irritation.

Ranibizumab*

Dermal - likely/none

Oral — unlikely/low

Inhalation — unlikely/moderate
Mucosal — possible/moderate
(preparation), unlikely/moderate
(administration)

Not classified as a skin or eye irritant based on
available information.

Risk Level
(LDH
Consensus)

Moderate

Moderate

Moderate

Moderate

Moderate

Preparation Handling Precautions

Administration

Handling
Precautions

Eye and face protection: wear splash-proof
goggles

Hand protection: wear PVC or latex gloves
Body protection: wear a PVC apron and
impervious coveralls

Respiratory protection: wear a N95/P2 mask

No additional
precautions

Eye and face protection: wear safety glasses
with side shields

Hand protection: wear gloves

Body protection: wear a PVC apron and
impervious coveralls

Respiratory protection: wear a N95/P2 mask

No additional
precautions

Eye and face protection: wear safety glasses
Hand protection: wear PVC or rubber gloves
Body protection: when using large quantities or
where heavy contamination is likely, wear
coveralls

Respiratory protection: wear a N95/P2 mask

No additional
precautions

Eye and face protection: wear splash-proof
goggles

Hand protection: wear rubber or latex gloves
Body protection: no PPE specified
Respiratory protection: wear a N95/P2 mask

No additional
precautions

Eye and face protection: wear safety glasses
Hand protection: wear protective gloves
Body protection: no PPE specified
Respiratory protection: no PPE specified

No additional
precautions
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Monoclonal
Antibody

Risk Level
(Likelihood/consequence)

Risk Level
(LDH
Consensus)

Potential Response

Dermal — likely/none
Oral — unlikely/low

Preparation Handling Precautions

Administration
Handling
Precautions

Eye and face protection: wear safety glasses
with side shields, splash-proof googles or full
face shield.

Ravulizumab* Inhalation — unlikely/moderate The occupational hazard of intermittent low Moderate Hand protection: wear impervious gloves No additional
Mucosal — possible/moderate dose exposure to ravulizumab is not known. Body protection: wear a laboratory coat or precautions
(preparation), unlikely/moderate other protective over garment if skin contact is
(administration) likely
Respiratory protection: wear a N95/P2 mask
Dermal - likely/none
Oral — unlikely/low The occupational hazard of intermittent low Eye and face protection: wear safety glasses
Rituxi Inhalation — unlikely/moderate dose exposure to rituximab is not known. Not Hand protection: wear PVC or rubber gloves No additional
ituximab M X o . - . Moderate L .
ucosal — possible/moderate classified as a skin or eye irritant. May result in Body protection: wear a laboratory coat precautions
(preparation), unlikely/moderate | mild irritation. Respiratory protection: wear a N95/P2 mask
(administration)
Dermal — Likely/none
Oral — Unlikely/low
Inhalation — Possible/moderate The occupational hazard of intermittent low Eye and face protection: no PPE specified
Siltuximab* (preparation), unlikely/moderate | dose exposure to siltuximab is not known. It is Moderate Hand protection: wear gloves No additional
(administration) not expected to be absorbed via the oral, Body protection: no PPE specified precautions
Mucosal — Possible/moderate dermal, or inhalation routes of exposure. Respiratory protection: wear a N95/P2 mask
(preparation), unlikely/moderate
(administration)
As per COVID-19
g?;n_a Lnl::i(;%g\?vne Eye and face protection: wear splash-proof p::sgsgon and
Inhalation — unlikely/moderate Not classified as a skin or eye irritant. May glasses Control: Routine
Sotrovimab M X T ’ Moderate Hand protection: wear rubber or latex gloves )
ucosal — possible/moderate result in mild irritation. B L e Care of a
. . ody protection: no PPE specified
(preparation), unlikely/moderate Respiratory protection: no PPE specified Suspected or
(administration) piratory p : P Confirmed COVID-
19 Patient.
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. Risk Level Administration
Monoclonal Risk Level . . . . .
Antibody (Likelihood/consequence) Potential Response (LDH Preparation Handling Precautions Handlm_g
Consensus) Precautions
8?;?13;'::1‘;%23”9 Eye and face protection: wear safety glasses
- i i i Hand protection: wear nitrile, neoprene or butyl i
. ,, Inhalation — unlikely/moderate No knowq haza}rdous ingredients. Direct bb P | P y No additional
Tislelizumab# Mucosal — possible/moderate contact with skin or eyes may cause temporary Moderate rubber gloves precautions
(preparation), unlikely/moderate irritation. Body protection: no PPE specified
(administratic;n) Respiratory protection: no PPE specified
As per COVID-19
Dermal — likely/none Infection
Oral — unlikely/low The occupational hazard of intermittent low Eye and face protection: wear safety glasses Prevention and
Tixagevimab / Inhalation — unlikely/moderate dose ex gsure o tixagevimab and cilaavimab Moderate Hand protection: wear rubber or latex gloves Control: Routine
ilgavima ucosal — possible/moderate : ody protection: no specifie are of a
Cilgavimab* Mucosal ible/moderat s meCRnoa s a8 9 Body protecti PPE specified Care of
(preparation), unlikely/moderate ) Respiratory protection: wear a N95/P2 mask Suspected or
(administration) Confirmed COVID-
19 Patient.
Eye and face protection: wear dust-proof
goggles
Dermal - likely/none Hand protection: wear butyl or nitrile or
Oral — unlikely/low The occupational hazard of intermittent low neoprene or rubber or latex gloves
Tocilizumab Inhalation — unlikely/moderate dose exposure to tocilizumab is not known. Vel | Body protection: no PPE specified No additional
I(\/lucosalt_— p;)ssil?.lkelﬁn;)de:jate t Not ﬂgssif@%d_ ai a;lskin or eye irritant. May Respiratory protection: wear a N95/P2 mask precautions
preparation), unlikely/moderate | result in mild irritation.
(administration)
If using pre-filled syringe or pen no Preparation
Handling required.
Dermal - Likely/none
Oral — Unlikely/low Eye and face protection: wear dust-proof
Inhalation — Possible/moderate The occupational hazard of intermittent low goggles
Trastuzumab (preparation), unlikely/moderate | dose exposure to trastuzumab is not known. Moderate Hand protection: wear butyl or nitrile or No additional
(administration) Not classified as a skin or eye irritant. May neoprene or PVC or rubber gloves precautions
Mucosal — Possible/moderate result in mild irritation. Body protection: wear a laboratory coat
(preparation), unlikely/moderate Respiratory protection: wear a N95/P2 mask
(administration)
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Monoclonal
Antibody

Risk Level
(Likelihood/consequence)

Potential Response

Dermal - likely/none
Oral — unlikely/low

The occupational hazard of intermittent low

Risk Level
(LDH
Consensus)

Preparation Handling Precautions

Administration
Handling
Precautions

Eye and face protection: wear safety glasses
Hand protection: wear nitrile or latex gloves
Body protection: no PPE specified

. Inhalation — unlikely/moderate dose exposure to ustekinumab is not known. Respiratory protection: wear a N95/P2 mask No additional
Ustekinumab Mucosal — possible/moderate Not classified as a skin or eye irritant. May bAREELD precautions
(preparation), unlikely/moderate | result in mild irritation.
(administration) If using pre-filled syringe, no Preparation
Handling required.
_1i Eye and face protection: wear dust-proof
Dermal — Likely/none
Oral — Unlikely/low goggles
Inhalation — Possible/moderate | The occupational hazard of intermittent low Hand prOtECt.'O”f wear PVC or rubber gloves
Vedolizumab (preparation), unlikely/moderate | dose exposure to vedolizumab is not known. Moderate Body protection: weara laboratory coat No additional
(administration) Not classified as a skin or eye irritant. May Respiratory protection: wear a N95/P2 mask precautions
Mucosal — Possible/moderate result in mild irritation.
(preparation), unlikely/moderate If using pre-filled syringe, no Preparation
(administration) Handling required.
Dermal — likely/none
. . Oral — unlikely/low Available as pre-filled syringe, pen, and auto- . . . No additional
Adalimumab Inhalation — unlikely/moderate injector. Occupation exposure unlikely. No Preparation Handling required. precautions
Mucosal — unlikely/moderate
Dermal — likely/none
Benralizumab* Oral — gnllkelyllpw Available as pre-f/lled pen. Occupation No Preparation Handling required. No addlltlonal
Inhalation — unlikely/moderate exposure unlikely. precautions
Mucosal — unlikely/moderate
Dermal — Likely/none
Denosumab Oral — Unlikely/low Not classified as a skin or eye irritant. May No Preparation Handling required No additional
Inhalation — Unlikely/moderate result in mild irritation. P greq ’ precautions
Mucosal — Unlikely/moderate
Dermal — likely/none
Dupilumab* Oral - gnllkelyllpw Available as pre-fllled syringe gnd pre-filled No Preparation Handling required. No addlltlonal
Inhalation — unlikely/moderate pen. Occupation exposure unlikely. precautions
Mucosal — unlikely/moderate
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SESLHD PROCEDURE

Safe Handling and Management of Monoclonal Antibodies SESLHDPR/368
. Risk Level Administration
Monoclonal Risk Level . . . . .
Antibody (Likelihood/consequence) Potential Response (LDH Preparation Handling Precautions Handlm:q
Consensus) Precautions
Dermal - likely/none
Fremanezumab* Oral — unlikely/low Available as pre-filled syringe and auto- No Preparation Handling required No additional
Inhalation — unlikely/moderate injector. Occupation exposure unlikely. P greq ) precautions
Mucosal — unlikely/moderate
Dermal — likely/none
Golfitamab* Oral - gnllkelyllpw Available as pre-f/lled syringe gnd pre-filled No Preparation Handling required. No addlltlonal
Inhalation — unlikely/moderate pen. Occupation exposure unlikely. precautions
Mucosal — unlikely/moderate
Dermal - likely/none
. . Oral — unlikely/low . . . . No additional
Idarucizumab Inhalation — unlikely/moderate No data available. No Preparation Handling required. precautions
Mucosal — unlikely/moderate
Dermal — likely/none
Ofatumumab Oral - gnllkely/I_()w A\(a/lable as pre-f/lled syringe anq auto- No Preparation Handling required. No addlltlonal
Inhalation — unlikely/moderate injector. Occupation exposure unlikely. precautions
Mucosal — unlikely/moderate
Dermal - likely/none
. Oral — unlikely/low Not classified as a skin or eye irritant. May . . . No additional
Palivizumab . ) T No Preparation Handling required. .
Inhalation — unlikely/moderate result in mild irritation. precautions
Mucosal — unlikely/moderate
Dermal — likely/none
» | Oral —unlikely/low Available as pre-filled syringe. Occupation . . . No additional
Romosozumab Inhalation — unlikely/moderate exposure unlikely. No Preparation Handling required. precautions
Mucosal — unlikely/moderate
* Medication Safety Data Sheet not published on ChemAlert
# Medicines not registered for use in Australia
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