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OUTLINE

The panel will discuss:

The place of low-dose methotrexate in therapy

Choice of biologic for first and second-line biological therapy

The use of biologics in combination with other immunomodulators 

Fundamentals of biosimilars and their role in therapy

Immunisation for patients with plaque psoriasis



BACKGROUND

Evidence summaries developed on behalf of the
Targeted Therapies Alliance.

These underpin the design and delivery of services and resources for 
dermatologists and patients with plaque psoriasis. 



LOW-DOSE METHOTREXATE



ROLE OF SUBCUTANEOUS METHOTREXATE

Benefits

Higher bioavailability

less GI adverse effects than oral MTX 

acceptable for self-administration by patients



SAFETY

MTX in the treatment of psoriasis does not pose an additional risk of 
developing cancer for people with psoriasis

There may be a small additional increase in the risk of developing 
non-melanoma skin cancer





SPECIAL CONSIDERATIONS

Pregnancy 

- Post-conception methotrexate is contraindicated 

- Pre-conception - 2020 ‘American College of Rheumatology Guideline for the 
Management of Reproductive Health in Rheumatic and Musculoskeletal Diseases’ 

▪ no evidence for mutagenesis or teratogenicity in men planning to father a 

pregnancy.



IMMUNISATIONS

All vaccinations are administered and completed at least two weeks 
before starting treatment

National Immunisation Handbook

- Inactivated vaccines can be administered without treatment discontinuation of MTX. 

- Live attenuated zoster vaccine in patients taking <0.4mg/kg/week MTX and no other 
immunocompromising medication

- Varicella vaccine

COVID vaccine



LINE OF THERAPY – BIOLOGICS

Where to start and move on to

- Evidence for first-line choices of biologics in plaque psoriasis



LINE OF THERAPY – BIOLOGICS

Loss of response 



CHOICE OF THERAPY WITH COMORBIDITIES

First and second line biologic choices

Comorbidity considerations

Comorbidity Comments

Psoriatic arthritis Depends on focus either PsO or PsA

Possibly combine biologics with MTX in case of peripheral active joint involvement.

Crohn disease Avoid IL-17 inhibitors

Ulcerative colitis Avoid IL-17 inhibitors

Multiple sclerosis Avoid TNF inhibitors

Heart failure Avoid TNF inhibitors



BIOSIMILARS

[Biosimilar product name] is a biosimilar 

medicine to [Reference medicine name]. 

The evidence for comparability supports 

the use of [Biosimilar product name]

for the listed indication[s]



BIOSIMILAR DEVELOPMENT AND APPROVAL



SWITCHING AND SUBSTITUTION



BIOSIMILAR INFLIXIMAB –

REAL WORLD EXPERIENCE
Multi-centre reports with larger patient numbers

Conclusion
“In summary, in our study with the largest cohort of patients with IBD treated with CT-P13 

described so far, we have demonstrated in the evaluated time frame that the safety profile and 

efficacy of CT-P13 biosimilar is in line with the existing literature of infliximab. No alarming 
signals of immunization have been detected in patients switched from the infliximab.”

Conclusion
“The principal finding of this study is that patients with chronic plaque psoriasis who respond to the infliximab 

originator can be switched to the biosimilar CT-P13 without experiencing a significant change in 

clinical response or additional adverse events including infusion reactions. Moreover, CT-P13 is effective 
also in naïve patients with a PASI reduction being in line with that reported for the originator. In terms of 

safety, a limited number of adverse events including infusion reactions like those expected with the 
originator and without any significant difference between the switch and naïve group was observed.” 

Conclusion
“In 802 arthritis patients treated with INX for median >6 years, a nationwide non-

medical switch to CT-P13 had no negative impact on disease activity. Adjusted 

1-year CT-P13 retention rate was slightly lower than for INX in a historic cohort.”



BIOSIMILAR INFLIXIMAB
Studies that describe a challenging journey of implementation

“Among the six patients who relapsed, five subsequently 

received the infliximab originator. Four patients did not 
improve or relapsed with this switch to the originator,

thus they were switched back to the biosimilar.”

“During the study period, a steering committee was 

convened consisting of rheumatologists, pharmacists,
and internal medicine practitioners who decided to switch 

to the infliximab originator in individual cases if they had 
concerns about safety or efficacy.”



BARRIERS TO THE UPTAKE OF BIOSIMILARS

PERCEPTIONS ARE IMPORTANT



ADDRESSING NOCEBO

THROUGH EDUCATION

http://www.health.gov.au/internet/main/publishing.nsf/content/biosimilar-awareness-
initiative/$File/Biosimilar-medicines-the-basics-for-hea lthcare-professionals-Brochure.pdf

http://www.health.gov.au/internet/main/publishing.nsf/content/biosimilar-awareness-
initiative/$File/Biosimilar-medicines-the-basics-for-consumers-and-carers-Bochure.pdf



RESOURCES



RESOURCES

nps.org.au/bdmards/biologics-and-biosimilars



RESOURCES

nps.org.au/bdmards/dermatology



RESOURCES

NPS MedicineWise nps.org.au/bdmards
- Factsheet: Treating your plaque psoriasis with creams and ointments

- Decision aid: Plaque psoriasis: My options when topical treatments aren’t enough

- Action plan: Low-dose methotrexate for plaque psoriasis

- Online content: Understanding biosimilars

CATAG
- Guiding Principles for the governance of biologics and their biosimilars in Australian hospitals

- CATAG Position Statement on the use of low-dose methotrexate

SHPA
- bDMARDs  Quick reference guide

https://www.nps.org.au/bdmards?token=NWrUN1zpRWTDKVaepOj9ARrg4tiY-Wg3
https://www.nps.org.au/assets/NPS/pdf/NPSMW2382_bDMARDs_Derm_Treatment_Fact_Sheet.pdf
https://www.nps.org.au/assets/NPS/pdf/NPSMW2381_bDMARDs_Derm_Treatment_Decision_Aid.pdf
https://www.nps.org.au/assets/NPS/pdf/NPSMW2380_bDMARDs_Derm_Methotrexate_Action_Plan.pdf
https://www.nps.org.au/consumers/understanding-biosimilars
http://www.catag.org.au/wp-content/uploads/2021/10/Guiding-principles-for-the-governance-of-biologics-and-their-biosimilars-in-Australian-hospitals.pdf
http://www.catag.org.au/wp-content/uploads/2020/11/CATAG-Position-Statement-on-the-use-of-low-dose-methotrexate-1.pdf
https://bdmards.shpa.org.au/


QUESTIONS
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