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Welcome to the third issue of Respiratory Practice Review.

This new Review covers news and issues relevant to clinical practice in respiratory disorders. It will bring you
the latest updates, both locally and from around the globe, in relation to topics such as new and updated
treatment guidelines, changes to medicines reimbursement and licensing, educational, professional body news
and more. And finally, on the back cover you will find our COVID-19 resources, and a summary of upcoming
local and international educational opportunities including workshops, webinars and conferences.
We hope you enjoy this new Research Review publication and look forward to hearing your comments and
feedback.
Kind Regards,
Dr Janette Tenne
Medical Research Advisor
janette.tenne@researchreview.com.au

Clinical Practice
ASCIA: Allergy, immunodeficiency, autoimmunity and COVID-19 vaccination
position statement
The Australasian Society of Clinical Immunology and Allergy (ASCIA) has published a position statement on
COVID-19 vaccination in people with allergy, immunodeficiency and autoimmune conditions. The COVID-19 vaccines
provisionally approved or that have been granted provisional determination in Australia are not live-attenuated
vaccines and are safe for people with immune system disorders, including allergy, immunodeficiency and autoimmune
conditions. These vaccines include the Pfizer/BioNTech COMIRNATY COVID-19 mRNA vaccine (provisional
approval) AstraZeneca/Oxford COVID-19 viral vector vaccine (provisional approval) and Biocelect/Novavax
COVID-19 protein subunit vaccine (provisional determination).
Allergic reactions
Anaphylaxis has been observed with mRNA vaccines since they have been licensed – however, rates are low, with
less than ten cases of anaphylaxis reported per million doses of the Pfizer COVID-19 vaccine. mRNA vaccines contain
polyethylene glycol (PEG), which is a known hidden allergen associated with anaphylaxis to many medications.
It is not known whether PEG or another ingredient is associated with COVID-19 vaccine anaphylaxis. Polysorbate
80 is similar to PEG and is an ingredient in the AstraZeneca COVID-19 vaccine.
Guide for COVID-19 vaccination in people with allergic conditions
There is no data to suggest that people with allergic conditions such as asthma, hay fever, food allergy or insect
sting allergy are at any greater risk of vaccine allergy compared to the general population. Therefore, ASCIA has
recommended that people with a history of allergy, including anaphylaxis to food, drugs, venom, or latex and
those with allergic conditions, including asthma, atopic dermatitis or allergic rhinitis, can be vaccinated as per
national recommendations with a post-vaccination observation period of 15 minutes.
Precaution is advised in people with:
• Immediate (within four hours) symptoms of a possible allergic reaction without anaphylaxis to a prior dose
of a COVID-19 vaccine.
• Generalised allergic reaction (without anaphylaxis) to one of the ingredients in the COVID-19 vaccine to be
administered (PEG or polysorbate 80).
• Previous history of anaphylaxis to other vaccines and/or medications where PEG or polysorbate 80 may
be the cause.
• A known systemic mast cell activation disorder with raised mast cell tryptase, that requires treatment.
Such precautions include discussion with a clinical immunology/allergy or vaccinology specialist before vaccination;
skin testing; graded vaccine doses; vaccination in a clinic equipped for anaphylaxis; post-vaccination observation
period of at least 30 minutes.
COVID-19 vaccination is contraindicated in people with documented anaphylaxis to PEG or polysorbate
80 or people with anaphylaxis to a prior dose of a COVID-19 vaccine.
Read more here.
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Diagnosis and management of connective tissue
disease-associated interstitial lung disease in Australia and
New Zealand: A position statement from TSANZ
This paper from TSANZ offers a framework for healthcare professionals to help in the diagnosis
and treatment of interstitial lung disease (ILD) in connective tissue disease (CTD). A recommended
approach to diagnosis and monitoring of CTD-ILD and evidence-based approaches to treatment
are described.
ILD associated with CTD may range from a limited disease with non-progressive lung involvement
to a fulminant, life-threatening disease. Due to the risk for severe outcomes in CTD-ILD, correct
diagnosis, assessment and management are key. However, there are a paucity of data available
to guide therapeutic decisions in CTD-ILD.
Pulmonary inflammation driven by autoimmunity is a central pathway in these disorders, and
immunosuppressive agents are the basis of treatment for severe and/or progressive CTD-ILD.
However, determining progression of CTD-ILD in individual patients is challenging to forecast, and
choosing which patients to treat, duration of therapy, and which drugs to use, can be problematic.
No individual management strategy suits every clinical setting, due to the heterogenous nature of
CTD-ILD. Furthermore, some CTD-ILD are rare and lack specific clinical evidence, and as such,
recommendations have been extrapolated from other types of CTD-ILD.
Non-pharmacological therapies are an important and often forgotten aspect in the overall care of
patients with these multi-system disorders. New treatment options, such as targeted monoclonal
antibodies and anti-fibrotic agents are undergoing clinical trials with favourable early results.
Respirology. 2021;26(1):23-51.

Respiratory surveillance for coal mine dust and artificial
stone exposed workers in Australia and New Zealand:
A position statement from TSANZ
This paper provides a framework for improvements in surveillance to detect coal mine dust lung
disease (CMDLD) and artificial stone (AS) silicosis.
The recent resurgence of CMDLD and rapid emergence of AS silicosis in Australia have highlighted
the lack of enforcement of regulations for dust control as well as suboptimal periodic respiratory
surveillance. This has prompted a TSANZ review of Australia’s approach to periodic surveillance
of these preventable diseases.
A suggested framework includes appropriate referral; enhanced data collection, auditing and
interpretation; improved individual surveillance and expansion to include lung diffusing capacity
and CT scanning; establishment of a nationwide Occupational Lung Disease Registry and an
independent advisory group. These measures would enable improved respiratory health outcomes
for workers in the coal mining, AS and other dust-exposed and mining industries in Australia
and New Zealand.
Respirology. 2020;25(11):1193-1202.

Therapy for stage IV NSCLC with driver alterations: ASCO and
Ontario Health (Cancer Care Ontario) joint guideline update
ASCO and Ontario Health (Cancer Care Ontario) have jointly published an update to the ASCO
guideline on systemic therapy recommendations for stage IV non–small cell lung cancer (NSCLC)
with driver alterations. In general, the recommendations apply to patients with good performance
status (0-2), with more specific recommendations for patients with poor performance status.
The number of targets in NSCLC has increased over the last several years and the addition of
targeted therapy in this setting provides more therapy options. The updated guideline discusses
dacomitinib for EGFR mutations, erlotinib plus ramucirumab for EGFR mutations, lorlatinib for
patients with ALK fusions, pralsetinib and selpercatinib for patients with RET fusions, capmatinib for
patients with MET exon 14 mutations, entrectinib for patients with ROS-1 fusions or NTRK fusions,
and larotrectinib for NTRK fusions.
Specifically, the guideline recommends osimertinib monotherapy for the first-line therapy of
patients with activating EGFR mutations. This recommendation is informed by data from the
randomised FLAURA trial of patients with sensitising EGFR mutations. Osimertinib led to a
longer progression-free survival benefit compared to standard first-line EGFR tyrosine kinase
inhibitor agents.
The guideline also includes an updated recommendation for patients with tumours
harbouring ALK gene rearrangement. Alectinib or brigatinib are now recommended as first-line
therapy. Furthermore, the update includes new sections on MET exon 14 skipping mutations with
recommendations for capmatinib or tepotinib treatment in the first-line setting.
Selpercatinib is recommended as a standard first-line treatment in patients with driver alterations
in RET. This guidance is informed by data from the phase II LOXO-292 trial, which enrolled patients
with RET fusion and prior platinum-based treatment. The progression-free survival was 17 months
in previously-treated patients, and not estimable in patients with no prior therapy.
J Clin Oncol. 2021;39(9):1040-91.
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Regulatory News
PBS listings
The fixed dose combination of beclometasone with formoterol (Fostair®) has
been listed on the PBS for the maintenance treatment of asthma.
Read more here.
The fixed dose combination of mometasone furoate with indacaterol
(Atectura Breezhaler®) has been listed on the PBS for the maintenance treatment
of asthma.
Read more here.
Osimertinib (Tagrisso®) has been listed on the PBS for the first-line treatment
of locally advanced or metastatic (Stage IIIB or IV), EGFR mutation positive,
non-small cell lung cancer.
Read more here.
Selexipag (Uptravi®) has been listed on the PBS for the treatment of pulmonary
arterial hypertension. The listing is for selexipag as part of triple therapy
in combination with an endothelin receptor antagonist (ERA; ambrisentan,
macitentan or bosentan) and a phosphodiesterase type 5 inhibitor (PDE5i; sildenafil or tadalafil). If an ERA or a PDE-5i cannot be given due to
contraindications or intolerance, dual therapy with selexipag and an ERA or a
PDE-5i may be approved.
A new type of dosing device for terbutaline (Bricanyl® Turbuhaler ®), M3
Turbuhaler, has been listed on the PBS for the treatment of bronchospasm.
Terbutaline via the M3 Turbuhaler can be administered under the same
restrictions as the currently listed M2 Turbuhaler, but will be a changed
device with a dose counter.
Read more here.

PBAC recommendations
The PBAC made the following recommendations at its November meeting:
• The PBS listing of the fixed dose combination of beclometasone
with formoterol and glycopyrronium (Trimbow®), for maintenance
treatment of moderate to severe COPD that is not adequately treated
by a combination of an inhaled corticosteroid with a long-acting beta2agonist (LABA) or LABA with a long-acting muscarinic antagonist (LAMA).
• The PBS listing of bevacizumab (Mvasi®) as a biosimilar brand of
bevacizumab (Avastin®) on a cost-minimisation basis for all of the
indications for which Avastin® is currently PBS listed. Consistent with
Avastin®, the PBAC recommended an Authority Required (STREAMLINED)
listing for all indications except for relapsed or recurrent glioblastoma.
Recommended listings for Mvasi® include stage IV (metastatic) non-small
cell lung cancer; metastatic colorectal cancer; advanced stage IIIB, IIIC
or stage IV epithelial ovarian, fallopian tube, or primary peritoneal cancer;
advanced carcinoma of the cervix.
• The PBS listing of dupilumab (Dupixent®) for the treatment of uncontrolled
severe eosinophilic or allergic asthma, both with and without oral
corticosteroid dependence.
• The PBS listing of durvalumab (Imfinzi®), for patients with extensivestage small cell lung cancer.
• The PBS listing of nivolumab (Opdivo®) plus ipilimumab (Yervoy®) in
combination with two cycles of platinum-based doublet chemotherapy
for the treatment of previously untreated stage IV non-small cell lung
cancer, limited to the squamous population only, on the basis that it
should be available only under special arrangements under Section 100.
Read more here.

TGA – new and extended registrations
Two COVID-19 vaccines have received provisional approval in Australia for
the prevention of COVID-19 caused by SARS-CoV-2.
The AstraZeneca COVID-19 vaccine (ChAdOx1-S) has provisional approval for
immunisation of individuals ≥ 18 years old and the Pfizer COVID-19 mRNA
vaccine (bnt162b2; Comirnaty) has provisional approval for immunisation of
individuals ≥ 16 years old.
These decisions have been made on the basis of short-term efficacy and
safety data. Continued approval is dependent upon the evidence of longer-term
efficacy and safety from ongoing clinical trials and post-market assessment.
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NEW PBS LISTING

THE FIRST AND ONLY BIOLOGIC
WITH PROVEN EFFICACY IN SEVERE
ASTHMA BY INHIBITING BOTH
IL-4 AND IL-13 SIGNALLING1

Now subsidised for both severe eosinophilic and allergic asthma2
Discover how your patients can access DUPIXENT on the PBS*

REQUEST INFORMATION

DUPIXENT is indicated as add on-maintenance treatment in patients aged 12 years and older with moderate-tosevere asthma with type 2 inflammation (elevated eosinophils or elevated FeNO) and as maintenance therapy for
oral corticosteroid-dependent asthma.1
In asthma clinical trials (DRI12544 and QUEST study) the most common adverse events associated with DUPIXENT
were injection site reactions (including erythema, oedema, pruritus, pain and inflammation) and eosinophilia.†
Hypersensitivity reactions have also been reported.1,3
Type 2 inflammation could be signified by elevated eosinophils or FeNO, or asthma that is clinically allergen-driven as defined by specific IgE or positive skin prick test for relevant allergens.1,4
†
Eosinophilia defined as blood eosinophils ≥3000 cells/μL, or deemed by the investigator to be an adverse event.
*PBS eligibility for asthma patients only includes those with severe asthma.
EOS, eosinophils; FeNO, fractional exhaled nitric oxide; IgE, immunoglobulin E; IL, interleukin; OCS, oral corticosteroid; PBS, Pharmaceutical Benefits Scheme.

PBS Information: Authority required. Refer to PBS schedule for full authority information.

Please review full Product Information before prescribing. Full Product Information is available here
References: 1. Australian Approved Product Information for DUPIXENT (dupilumab). 6 October 2020. 2. Australian Government Department of Health. Pharmaceutical Benefits Scheme.
Available at www.pbs.gov.au (accessed April 2021). 3. Castro M et al. N Engl J Med 2018;378(26):2486–96. 4. Global Initiative for Asthma. Global strategy for asthma management and
prevention, 2020. Available at www.ginasthma.org (accessed March 2021).
Sanofi and Regeneron are collaborating in a global development program and commercialisation for DUPIXENT.
© 2021 sanofi-aventis australia pty ltd trading as Sanofi Genzyme – ALL RIGHTS RESERVED. sanofi-aventis australia pty ltd trading
as Sanofi Genzyme ABN 31 008 558 807. Talavera Corporate Centre. Building D, 12–24 Talavera Road, Macquarie Park, NSW 2113.
www.sanofi.com.au Date of preparation March 2021. MAT-AU-2100555. DUA0025.
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Brigatinib (Alunbrig®) is indicated for the treatment of adult patients with
anaplastic lymphoma kinase (ALK)-positive locally advanced or metastatic
non-small cell lung cancer.
Durvalumab (Imfinzi®) is indicated for the first-line treatment of patients
with extensive-stage small cell lung cancer in combination with etoposide
and either carboplatin or cisplatin.
Glycopyrronium bromide; indacaterol acetate; mometasone furoate
(Enerzair Breezhaler®, hard capsule) is approved in a new combination for the
maintenance treatment of asthma in adult patients not adequately controlled
with a maintenance combination of a long-acting beta2-agonist and an
inhaled corticosteroid who experienced one or more asthma exacerbations
in the previous year.
Nintedanib esilate (Ofev®, Vargatef®) is now also indicated for the treatment
of other chronic fibrosing interstitial lung diseases with a progressive
phenotype.
Read more here and here.

TGA - COVID-19 vaccine safety updates
A TGA independent expert review has found no evidence of an increased risk
of anaphylaxis with AstraZeneca’s ChAdOx1-S COVID-19 vaccine greater than
the expected rate for any other vaccine. The review was conducted following
reports of suspected anaphylaxis following vaccination in Australian patients.
Four reports came from Queensland and one each from Victoria, NSW and
Northern Territory. Only one of these cases met the required assessment
criteria for anaphylaxis; the patient made a full recovery. The other cases may
have in fact been allergic reactions or stress responses to vaccination that
can appear similar to anaphylaxis, with symptoms including nausea, throat
tightness or increased heart rate. Such symptoms still require monitoring.
The European Medicines Agency (EMA) and the United Kingdom Medicines
and Healthcare products Regulatory Agency (MHRA) are undertaking a
review of the risk of blood clots in people vaccinated with the AstraZeneca
ChAdOx1-S COVID-19 vaccine. Preliminary results have shown the vaccine is
not associated with an increase in the overall risk of blood clots. The number
of blood clots reported in clinical trials and post vaccine authorisation was
not greater than that expected in the general population. However, The
EMA stated that after vaccination, a small number of people experienced
disseminated intravascular coagulation associated with thrombocytopenia,
with or without bleeding, as well as cerebral venous sinus thrombosis.
A detailed review of these cases is being undertaken.
Read more here and here.

MBS changes
As part of the national health response and suppression strategy to the
COVID-19 pandemic, the temporary Medicare telehealth and telephone
services will continue until 30 June 2021.
From 1 March 2021, eight diagnostic and therapeutic procedures of the lung,
trachea and bronchus items were relocated from subgroups 1 and 8 of group
T8 to subgroup 6 to better reflect the type and nature of these services.
Read more here and here.

TM

News in brief
Work-related asthma: A position paper from TSANZ and the
National Asthma Council Australia
This position paper aims to increase awareness of the association between employment and
asthma, and offer a framework for diagnosis and management. Work-related asthma should be
suspected in all adults with asthma, but particularly those with new-onset or difficult to control
asthma. Treatment requires medications similar to that of non-work-related asthma, but also
needs to consider control of the workplace exposure.
Respirology. 2020;25(11):1183-92

ESMO guideline for lung and thymic carcinoids
This updated ESMO clinical practice guideline describes important recommendations for the
management of lung and thymic carcinoids. The scarcity of lung and thymic carcinoids justifies
the management of these patients by expert multidisciplinary teams. Therapeutic management
is guided by prognosis. Asymptomatic patients with slowly radiologically progressing lung
carcinoids may be managed by watchful follow-up.
Ann Oncol. 2021;32(4):439-51

ESMO guideline for management of breathlessness in patients
with cancer
This ESMO guideline describes important recommendations for the management of breathlessness
in cancer patients. Routine evaluation of breathlessness and its impact allows early intervention.
Non-pharmacological management includes use of a fan, breathing retraining, mobility aids,
education and self-management and pulmonary rehabilitation. Low-dose morphine is the
first-line pharmacological treatment for severe chronic breathlessness. Supplemental oxygen,
non-invasive ventilation and high-flow oxygen therapy may be offered.
ESMO Open. 2020;5(6):e001038

Filtering facepiece respirator (N95 respirator) reprocessing:
A systematic review
This systematic review of 42 studies examined the efficacy and feasibility of different methods for
reusing N95 respirators. Ultraviolet germicidal irradiation, moist heat and microwave-generated
steam processing successfully sterilised N95 masks without decreasing their filtration efficacy
and were simple to implement.
JAMA;325(13):1296-1317

Conferences, Workshops and CPD
Please click on the links below for upcoming local and international oncology meetings,
workshops and CPD.
TSANZ – Events
European Respiratory Society – Events
European Respiratory Society – CPD
American Thoracic Society Conference May 2021

COVID-19 Resources

Research Review publications

National COVID-19 Evidence Clinical Taskforce
Cystic Fibrosis Australia
British Thoracic Society
European Respiratory Society
American Association for Respiratory Care
American Thoracic Society
Infectious Diseases Society of America

COPD Research Review with Drs Philip Lee and Stephen Milne
https://tinyurl.com/mk76u5vu

Respiratory Research Review with Dr Alpana Marissa Antony and Professor
Peter Wark
https://tinyurl.com/4vrkf7z
Speaker Series - New developments in asthma medication
https://tinyurl.com/yw26nhzm

Australian Research Review subscribers can claim CPD/CME points for time spent reading our reviews from a wide range of local medical and nursing colleges. Find out more on our CPD page.
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