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(Biosimilars: Extrapolation of indications and

interchangeability)
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Term Definition

Interchangeability | The possibility of exchanging one medicine for another medicine that
is expected to have the same clinical effect. This could mean
replacing a reference product with a biosimilar (or vice versa) or

replacing one biosimilar with another.

Switching When the prescriber decides to exchange one medicine for another

medicine with the same therapeutic intent.

Substitution The practice of dispensing one medicine instead of another
(automatic) equivalent and interchangeable medicine at pharmacy level without

consulting the prescriber.
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League Against Rheumatism ( EULAR), European Society for Medical Oncology ( ESMO),
International Diabetes Federation (IDF), Spanish Society of Gastroentrology (SEPD) wenani
Faflauaufiieafudydnndunssy wu British Oncology Pharmacy Association (BOPA), European
Association of Hospital Pharmacists (EAHP), German Society of Hospital Pharmacists ( ADKA)
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fin1sAnedsdang (observational study) 153015 DANBIO registry TasUssaauaninifieyszidiuna
nsEMUYeINIsaduIlAsuIINeIFuLUY infliximab lUidululediians lufihelsadedniausuinosd
Tsadedntauaziinldy way axial spondyloarthritis InglUSeuliieu disease activity AOULALWAS

A13WAEUYT WUl disease activity lulaunnatsiueg19ldedAysening 3 Iounoulariainasy

Wasue (54) kazilstgnunisasuilasunisiteisusuuluidululedianslululrausataufvafnay



Fdulusiu (fusion protein) Tulsalade Tsassuumadiuenis uaglsaRands Anuinlafinauuansig

fulusulsyansnmnazanulasanewiuny (55)

wanInfldlldeyanisAnyiniadinssesn 3 lagyinn1sAnein1saquen (switching studies)

WeRigaddnisaduivdgugiseniteduiuunarlulediiansldlddenadaisesUse@nsnmeuay

ANUUaendY laglanizeg1989309n19nTeAUNTANI Y8998 19U adalimumab, etanercept

A70819N1SANILANILUAITIN 5 A 6 ANUAINU

A1519% 5: A18E19NSANYINITAAUYNTLNINGEIPULUU adalimumab wag biosimilar adalimumab

Biosimilar | Indication | Study design Efficacy Adverse
events
Bl 695501 | RA Double blind, - From baseline to week 48, Similar % of
(56) parallel group, DAS 28-ESR and ADAs and AEs
equivalence ACR20/ACR50/ACRT0 were reported
study, single response rates were similar | across groups.
switch, 645 across the switched,
patients continuous Bl 695501 and
continuous Humira® groups
ABP 501 | Psoriasis Randomized, - Similar % improvement in Similar % of
(57) double blind, PASI from baseline across patients who

single switch,

350 patients

group from week 16 to 50

- No significant differences

across groups in % of PASI

50, 75, 90 and 100

responders

- Similar changes from

baseline in % BSA across

groups

developed
ADAs and
neutralizing
antibodies or
had adverse
events across
groups over 52
weeks of

treatment

Abbreviations: ACR = American college of rheumatology, AE = adverse event, ADA = anti-drug

antibody, BSA = body surface area, DSA = disease activity score, ESR = erythrocyte

sedimentation rate, PASI = psoriasis area and severity index, RA = rheumatoid arthritis
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AN397 6: AIDLNNITANYINITARULIIZHINYIAULUY etanercept taz biosimilar etanercept

Biosimilar | Indication | Study design Efficacy Adverse
events
GP 2015 | Plaque- Randomized, - The difference in PASI 75 Incidence of
(58) psoriasis double blind, response rates at week 12 AEs up to week
multiple between GP 2015 and 52 was
switches, reference product within comparable
531 patients predefined margin range between
% changes from baseline in | continued GP
PASI score at all time points | 2015 (59.8%)
were comparable between | and reference
groups up to 52 weeks product
(57.3%)
GP 2015 | RA Randomized, - Change in DAS28-CRP from | % of patients
(59) double blind, baseline up to week 48 was | reporting
single switch, comparable between adverse event
376 patients continued GP 2015 and was 42.9% in
switched to GP 2015 groups | the continued
- DAS28-ESR and ACR20/50/70 | GP 2015 and
response rates were 38.0% in the
comparable between two switched to
groups GP 2015
groups.

Abbreviations: ACR = American college of rheumatology, AE = adverse event, DAS28-CRP =
disease activity score 28-joint count C reactive protein, ESR = erythrocyte sedimentation rate

PASI = psoriasis area and severity index

GELY

Y] ¢ ~

n1sundsveslulediiansvrgligUieiinfadindydunnlinuaing lusianaumgauna

q

agelsinny Fanuinfguassaveinisuausunisldlulediarsilosainanuldidilaemannisves
n15ungideululediiand nsveredeusld uazartudlasesnisnsequiduiuvessnaniy
fnargnsAnwinuzidiinnisiiaiuiuayaainsnianisunndnineidesiunisdednelulediians

= v

sziiunumdiAyegrsuinseniseausululadiaisluniasufun (34, 35, 60, 61) winvziinangu

<3
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