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What are biosimilar medicines?
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What ‘similarity’ do biosimilars show? 

What does this mean for pharmacy practice?

Comparable quality, safety and efficacy

No significant difference in immunogenicity 

Similar biological activity in all modes of action

Interchangeability and switching between brands1,2

Confidence – no clinically meaningful difference between biosimilar and reference1,2

Extrapolation – pharmacies can stock one brand for all approved indications1,2

When compared with the reference biologic, MAb biosimilars have:1,2

Exchanging one 
medicine for another 
expected to have the 
same clinical effect1

Reference

Biosimilar 2Biosimilar 1

Pharmacist

One medicine is dispensed instead of another in the 
pharmacy, without consulting the prescriber1

• Regulatory approval of MAb biosimilars requires evidence of similar immunogenicity to reference biologic1

• Interchangeability of biosimilars supported by 178 clinical studies of brand switching (March 2020)3

• Owing to expiration of the original patent, many approved biologics
are now available as ‘biosimilars’1

• MAb biosimilars show high similarity to their reference biologic1

• European regulators have approved brand switching4

Physician

Physician prescribes one medicine instead of 
another with the same therapeutic intent1

Interchangeability, switching and substitution

INTERCHANGEABILITY

SUBSTITUTION

SWITCHING
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Premedication may include paracetamol, 
antihistamines, corticosteroids 
(NSAIDs used on rare occasions)

Depending on type of MAb and severity of 
reaction: slow down infusion rates, interrupt 
infusion, fractionate dose or reinitiate treatment

Induce pharmacological desensitization and 
temporary immune tolerance or fractionate dose

Use oxygen, beta-agonists, corticosteroids, 
intravenous fluid therapy or antipyretics

Pre-administration strategies

Manage and monitor infusion

Other measures

Medical therapy

Management of infusion-related reactions5

Maintain cold-chain 
‘temperature-controlled’

security
• During transport to pharmacist 

and healthcare provider

Store between
2 and 8˚C 

• Until preparation is 
under controlled aseptic 
conditions or 
administration

Protect from light

• Stress factors, e.g. temperature changes 
may degrade or denature MAb protein 
structure leading to instability and loss 
of efficacy

• Infusion-related reactions are the most common side effect when administering MAbs and 
are usually manageable

• Correct transportation and storage of MAbs
is key for maintaining their stability

• MAbs are kept in secondary 
packaging to protect the 
solution from light

• This prevents oxidation 
reactions, which can cause 
chemical instability

Practical aspects of administering MAb biosimilars

touchEXPERT OPINIONS® Practice aid

Transportation, storage and handling of MAbs6

At the pharmacy
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• The aseptic technique is used to ensure sterility and safety of the reconstituted product7

1. Oncology pharmacist reviews prescription

4. Constituents gathered and checked

5. Product prepared using laminar flow hood

6. Final check by pharmacist

7. Sent to ward or stored in refrigerator

The
aseptic

unit

Clean room

Release area

• Reduce risks of microbial contamination 
• Reduce risks of errors in preparation

2. Aseptic pharmacist reviews prescription

3. Patient label generated
Receiving area

• Ensure that the prepared medicines 
are appropriate for the patient

• Reduce levels of degradation of 
MAb product

Validity checks at each step to ensure traceability and safety6,8

The aseptic preparation pathway

Preparation of MAb biologics for parenteral 
administration in patients with solid tumours

Pharmacy

Stock room

Aseptic unit 
or ward
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The guidance provided by this practice aid is not intended to directly influence patient care. Clinicians should always evaluate
their patients’ conditions, potential contraindications, and review any relevant manufacturer product information or
recommendations of other authorities, prior to consideration of procedures, medications, or other courses of diagnosis or
therapy included here.
Our practice aid coverage does not constitute implied endorsement of any product(s) or use(s). touchONCOLOGY® cannot
guarantee the accuracy, adequacy or completeness of any information, and cannot be held responsible for any errors or
omissions.

MAb monoclonal antibody

NSAID non-steroidal anti-inflammatory drug

www.rpharms.com/Portals/0/RPS%20document%20library/Open%20access/Pro
fessional%20standards/Quality%20Assurance%20of%20Aseptic%20Preparation
%20Services%20%28QAAPS%29/rps---qaaps-standards-document.pdf (accessed 
26 January 2021).
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