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� On CML Horizons 2013 in Prague first session about 
generic drugs was held.

� The story of generic drugs had just started: Serbia 
was the first European country with generics, Canada 
was preparing for generics. 

� We agreed to open special page for generics called 
Resource & Knowledge Center on CML generics, copy 
drugs & substandard drugs.
www.cmladvocates.net/generics





� The TKI register is an inofficial register of CML 
Tyrosine Kinase Inhibitors.

� There are 5 original drugs & 77 generic drugs in it!

� It is patient-driven and made from the information 
provided by CML advocates around the world. 

� Its main goal is to increase transparency and provide 
easy accesses to generic drug information to 
advocates. It is not commercial! 

� The information about each CML drug is: name, type, 
active substance, manufacturers name, availability & 
authorisation status, publications and indications.





� The TKI register is important not only for advocates 
to quickly find information about specific drug, but 
for doctors and HCP as well.

� The TKI register has some value only if it is up-to 
date, because it should provide relevant information 
to the users.

� This is a call for all advocates to provide us with the 
NEW information about drugs they have and UPDATE 
those we already have!



� CML Society of Canada & CML Serbia provided a 
toolbox with tips and tricks of

� how to fight the generic drugs 

� how to address different groups (patients, media, 
public,…).

� This is a  2nd call for all advocates to share with us 
their experiences of how to address generic issues!





� In May 2014 patient organisations from 58 countries 
met in Serbia and discussed with health professionals 
the introduction of generics in CML treatment.

� Patients welcome that generics will provide more 
affordable access to treatment in many countries.

� But, patients are worried about the impact on their 
cancer when switched from one drug to another for 
non-medical reasons.



Generics are used in 32 countries and patients agreed 
to call governments, health authorities and healthcare 
professionals to minimize potential uncertainties and 
risks for patients with the following 5 measures:

1. No generic drug to treat CML should be provided to 
patients without reliable proof of quality as well as 
equivalence of pharmacokinetics and bioavailability. 
Generic drugs should be approved by the 
appropriate authorities of the respective country or 
region, also reflecting a narrow therapeutic range 
of these cancer drugs.



2. When treating severe cancer diseases like leukemias
with generics, further comparative clinical data 

should be collected, demanded by regulatory 
bodies, and published, to ensure comparable 
clinical efficacy of products with the same 
compound.

3. A CML patient should not be switched between 

products with the same compound for non-medical 
reasons, provided this patient already responds 
optimally to the current product and tolerates it 
well.



4. If a switch for non-medical reasons between 
products with the same compound is enforced, this 
should not happen more frequently than once in a 

year, to allow a consistent follow-up of responses 
and side effects on the same CML  treatment. If a 
patient loses its response or experiences a 
significant increase of toxicities after switching to 
the other product, the patient must have the option 
to return to the previous treatment, or switch to 
another treatment if available.



5. After switching between products with the same 
compound, more frequent monitoring should be 
conducted to detect potential differences in 
effectiveness or side effects early.



� We (patients and patients` groups) should not fight 
against generic drugs, because it is or it will be a 
reality, but we should fight for GOOD GENERIC DRUGS 
PRODUCED BY REALIBLE PHARMACEUTICALS!

� Focus the fight on non switching the drug for non-
medical reasons! If switching must be done than it 
must be under doctors control.

� Regular monitoring! Most doctors do not have any 
experiences in treating patents with generics or 
switching from one drug to another.



� Fight always to have next line of therapy in your 
country! (Who has 1st fight for 2nd, who has 1st and 2nd

fight for 3rd, …).

� Be informed! Get as much information about the 
generic drugs in your country (available and those to 
come). Formal and informal information (TKI register, 
other advocates experiences, rumors,…)! 

Knowledge is power!



RESULTS AFTER 18 MONTHS ON GENERIC DRUG

� Generic drug: Anzovip® (imatinib) by Actavis

� Period: August 2012 to March 2014

� Number of patients: 49 newly diagnosed patients & 55 
switched patients 

� Country: Serbia

� Data provided by: Dr Andrija Bogdanovic et al., (abstract 
submitted to EHA20) & Dr Ivana Urosevic, (presentation on 
EHA19)



18 months

Number of patients 49 newly 

diagnosed

55 switched 

patients

CCgR
(optimal response)

30 45

No major CgR 16 10

Molecular response (at least 
MR3)

25

No molecular response 5

Conclusion: According to these data generic imatinib
(Anzovip) is not much inferior to branded imatinib
comparing to IRIS study, but the number of patients 
monitored is very small!



� Drug situation in Serbia in May 2015.

2012

1st line: Glivec

2nd line: Tasigna

2012 -2014

1st line: Anzovip

2nd line: Tasigna

2014 – 2015

1st line: Alvotinib

2nd line: Tasigna

2015 – 2016

1st line: Anzovip & Tasigna

2nd line: Tasigna



THERE IS NO NEED TO BE AFRAID 

JUST TO BE WISE!



THANK YOU!

&

QUESTIONS

contact:

Jelena Cugurovic

CML Association of Serbia

cml@cml.rs


