BIOSIMILARS –
an information brochure for
patients with colorectal cancer

When colorectal cancer (CRC) has metastasised (cancer cells have spread from the colon
into or other organs), a combination of chemotherapy with either immunotherapy or targeted
therapy FDQ EH XVHG DV D WUHDWPHQW RSWLRQ ,PPXQRWKHUDS\ DQG PDQ\ W\SHV RI WDUJHWHG
WKHUDS\UHO\RQELRORJLFV

What are biologics?
%LRORJLFV DUH ELJ PROHFXOHV SURGXFHG LQ OLYLQJ FHOOV RU RUJDQLVPV 7KH\ KDYH D FRPSOLFDWHG
VWUXFWXUHDQGDUHFRPSOH[WRPDQXIDFWXUH

How are biologics regulated in the European Union?
As with every medicine in Europe, each biologic undergoes rigorous and strict procedures that
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What are biosimilars?
All innovative - or originator - medicines are patented ZKLFK PHDQV WKDW GXULQJ D VSHFLÀF
SHULRG a²\HDUV QRRWKHUSURGXFWZLWKWKHVDPHDFWLYHVXEVWDQFHFDQHQWHUWKHPDUNHW
When this term of exclusivity rights expires, new products with the same active substance can
JDLQPDUNHWDFFHVV7KLVFDQRQO\KDSSHQZKHQWKHQHZSURGXFWVFRPSO\ZLWKWKHVDPHVWULFW
UHJXODWRU\UHTXLUHPHQWVLPSRVHGE\(0$
In the case of biologics, these new products are known as biosimilars to differentiate them from
the initial-patented biologics that are known as originators. The active substance of a biosimilar
is essentially the same as the originator’s active substance, and the biosimilar matches the
RULJLQDWRULQWHUPVRIVDIHW\DQGHIÀFDF\DVVHVVHGDQGDSSURYHGE\(0$

Biosimilars and colorectal cancer
7KH ÀUVW ELRVLPLODU ZDV DSSURYHG E\ (0$ LQ  DQG VLQFH WKHQ ELRVLPLODU SURGXFWLRQ DQG
DSSURYDOKDYHJURZQ&XUUHQWO\PRUHWKDQELRVLPLODUVKDYHEHHQDSSURYHGE\(0$DQGZH
QRZKDYHPRUHWKDQ\HDUVRISRVLWLYHH[SHULHQFHZLWKELRVLPLODUXVH,QWKHÀUVWELRVLPLODUV
IRUSDWLHQWVZLWKO\PSKRPD ULWX[LPDE DQGEUHDVWFDQFHU WUDVWX]XPDE ZHUHDSSURYHG

For patients with metastatic CRC (mCRC), EMA has approved a biological medicine known as
bevacizumab, which is indicated for the treatment of mCRC in combination with chemotherapy
GUXJV ,Q DGGLWLRQ WR WKH RULJLQDWRU (0$ KDV FXUUHQWO\ XS XQWLO $SULO   DSSURYHG QLQH
EHYDFL]XPDEELRVLPLODUVWKDWFDQEHXVHGIRUWKHWUHDWPHQWRISDWLHQWVZLWKP&5&

:KDWLVWKHEHQHÀWRIXVLQJDEHYDFL]XPDEELRVLPLODU"
)RUDSDWLHQWWKHUHLVQRDGGLWLRQDOWUHDWPHQWEHQHÀWRUGRZQVLGHWRXVLQJD EHYDFL]XPDE 
ELRVLPLODUUDWKHUWKDQWKHRULJLQDWRU%RWKW\SHVRISURGXFWVKDYHXQGHUJRQHULJRURXVWHVWLQJDQG
FRPSO\ZLWKWKHVDPHVWULFWKLJKVWDQGDUGVDIHW\DQGHIÀFDF\FULWHULDVHWE\(0$ GLVFXVVHG
DERYH +RZHYHUDVZLWKDOOELRVLPLODUVWKHDYDLODELOLW\RIEHYDFL]XPDEELRVLPLODUVWR(XURSHDQ
health systems and hospitals offers several advantages for the patient community and society,
as they contribute to more sustainable and affordableKHDOWKFDUHV\VWHPV

Ź

funding new, innovative treatments for patients, using released resources to improve
patient support programs, hiring additional nurses in the hospital, or investing in new
treatment and researchthey offer the opportunity for more patients to have access to
biological treatments

Ź

helping reduce the waiting time to be treatedhelping reduce the waiting time to be
treated

Ź

more patients to have access to biological treatments

What is switching?
If you have been treated with the originator and your physician proposes to replace the
originator with a biosimilar medicine, this is called switching 6ZLWFKLQJ VKRXOG DOZD\V EH
GLVFXVVHG XSIURQW EHWZHHQ \RX DQG \RXU SK\VLFLDQ ,I \RX DQG \RXU SK\VLFLDQ FKRRVH WR
VZLWFKUHPHPEHUWKDW\RXUWUHDWPHQWZLOOQRWFKDQJH6ZLWFKLQJPD\KHOS\RXJHWDEHWWHU
service and access to other treatments and may help more patients have access to biological
WUHDWPHQWV6ZLWFKLQJGRHVQRWRQO\UHIHUWRDFKDQJHIURPDQRULJLQDWRUWRDELRVLPLODUEXWDOVR
WRDFKDQJHIURPDELRVLPLODUWRDQRWKHUELRVLPLODURUDELRVLPLODUWRWKHRULJLQDWRU

To sum up
•

Biosimilars are biological medicines with the same active ingredient as the originator



PHGLFLQH

•

Biosimilars undergo the same rigorous checks as the originators through EMA,



JXDUDQWHHLQJHTXLYDOHQWTXDOLW\VDIHW\DQGHIÀFDF\ZLWKWKHLURULJLQDWRUSURGXFW

•

%LRVLPLODUVRIIHUPRUHSDWLHQWVWKHSRVVLELOLW\RIELRORJLFWDUJHWHGWUHDWPHQW

•

As always, please contact your physician, nurse or pharmacist if you have any questions or



FRQFHUQVDERXWWKHVXJJHVWHGWUHDWPHQWRU´VZLWFKµWRDELRVLPLODUPHGLFLQH

7KLVGRFXPHQWZDVIXQGHGE\DFRPSHWLWLYHHGXFDWLRQDOJUDQWE\3À]HU
7KHIXQGHUKDGQRUROHLQWKHFRQWHQWRUGHVLJQRIWKLVEURFKXUH
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