
 

This work is partly presented at 12th European Biosimilars Congress April 15-16, 2019 held at  Berlin, Germany 

Vol.3 No.3 

Extended Abstract Journal of Clinical & Experimental Toxicology 2019 

Eurobiosimilars 2019: Interchangeability of biosimilars and intellectual 

property law - Marek Swierczynski - University of Cardinal Stefan Wyszynski 

Marek Swierczynski 

University of Cardinal Stefan Wyszynski, Poland 

 

Abstract 
 

Dynamic development of the market for biological 

medicines in recent years is strictly related to the 

expiration of the IP exclusive rights (in particular: 

patents, SPCs, data and market exclusivity) on original 

(patented) – innovative (reference) biological medicinal 

products. This results in introduction to the market of 

follow-on products: biosimilars. Some legal obstacles 

related to IP law continue to exist. The example is 

interchangeability of biological medicines. Important 

position regarding the interchangeability of biosimilars 

was taken recently by Polish Patient Rights Ombudsman. 

In the decision of 11 June 2018 focused on biosimilars, 

this Authority ruled that the practice of making the 

therapy dependent only on the outcome of the public 

tender, i.e. on the economic criteria, and without taking 

into account the current state of medical knowledge, 

infringes the collective rights of patients. This decision 

started a heated legal debate. In this context one should 

underline that the holistic approach to public health-

related IP law needs to be analyzed. IP rights should not 

be considered absolute rights, but rather be interpreted 

in the light of their goals and limits, such as ensuring 

patients access to new medicines, such as biosimilars. A 

fundamental question is what would be the optimal legal 

regime for IP rights related to biosimilars in the context 

of intechangeability? For example, should we enact new 

exemptions to the IP law? The answer should be 

formulated in the context of recently proposed 

amendments to EU regulation on Supplementary 

Protection Certificates (SPCs). 

 

States of Use  

The last Guidance takes note of the FDA's desire that 

"backers will submit information and data to help a 

demonstrating that the proposed compatible item can be 

relied upon to create a similar clinical outcome as the 

reference item in the entirety of the reference item's 

authorized states of utilization," and suggests that 

supports "look for licensure for the entirety of the 

reference item's authorized states of utilization 

whenever the situation allows." (Emphasis included.) As 

in the draft Guidance, the last Guidance keeps on 

allowing patrons to give legitimization of compatibility of 

numerous signs from extrapolated information, gave that 

the danger of security or lessened viability in the rotating 

items can be surveyed. 

Prologue to Interchangeable Biosimilars  

There is no prerequisite that another biosimilar item 

exhibit itself as "compatible" to the reference organic 

item – that is, the first natural item that the biosimilar 

support is trying to depend upon for its own promoting 

endorsement. The law ponders two classes of authorized 

follow-on biologics, the biosimilar biologic and the 

tradable biosimilar, and this new Final Guidance record 

doesn't adjust that structure. What's more, albeit no 

compatible biosimilars have been authorized by FDA 

since section of the Biologics Price Competition and 

Innovation Act (BPCIA), which revised the PHS Act in 

2010 to make the lawful pathway for biosimilars, in any 

event 45 States have instituted nearby laws or guidelines 

so as to approve authorized human services experts to 

substitute FDA-endorsed exchangeable biosimilars if and 

when they come to advertise 

 

Last Interchangeability Policies Are More Flexible than 

FDA's First Proposals  

The hotly anticipated Final Guidance gives proposals to 

the biosimilar business and acquaints greater 

adaptability with deference with the plan of the 

examinations required to exhibit that the compatibility 

rules have been made. In an equivalent day explanation, 

Acting FDA Commissioner Ned Sharpless summed up the 

new record along these lines: "The present last direction 

gives a diagram of significant logical contemplations in 

showing compatibility with a reference item and clarifies 
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the logical suggestions for an application or an 

enhancement for a proposed tradable item."  

 

All the more explicitly, the last FDA compatibility 

direction goes into the accompanying significant logical 

subjects on which biosimilar supports have been looking 

for more prominent clearness:  

 

 What information and data are expected to help 
an exhibit of compatibility;  

 Contemplations for the structure and 
investigation of a changing report or studies to 
help an exhibit of compatibility  

 Contemplations with respect to the comparator 
item in an exchanging study or examines; and  

 Contemplations for creating introductions, 
compartment conclusion frameworks, and 
conveyance gadget constituent parts for 
proposed tradable items (this last point is 
shrouded in contracted structure, because of the 
way that these will be evaluated dependent 
upon the situation relying upon the item). 
 

The principal necessity is that a biosimilar 

candidate show that its medication is biosimilar 

to the reference biologic medication item, and 

imagines that first licensure will be on 

biosimilarity grounds. Concerning the 

prerequisite that a purportedly compatible 

biosimilar medication would be "required to 

create a similar clinical outcome as the reference 

item in the entirety of the reference item's 

authorized states of utilization," the Guidance 

presents a nonlimiting set of information and 

data:  

• The distinguishing proof and examination of 

the basic quality traits  

• The distinguishing proof of diagnostic contrasts 

between the reference item and the proposed 

tradable item, and, moreover, an examination of 

the potential clinical effect of the distinctions  

• An examination of mechanism(s) of activity in 

each state of utilization for which the reference 

item is authorized, which may incorporate the 

accompanying:  

- The objective receptor(s) for each important 

action/capacity of the item  

- The authoritative, portion/fixation reaction, 

and example of atomic endless supply of target 

receptor(s)  

- The connection between item structure and 

target/receptor associations  

- The area and articulation of target receptor(s)  

 

• The pharmacokinetics and biodistribution of 

the item in various patient populaces  

• The immunogenicity danger of the item in 

various patient populaces  

• Differences in anticipated poison levels in each 

state of utilization and patient populace 

(counting whether the normal poison levels are 

identified with the pharmacological movement 

of the item or to off-target exercises)  

• Any other factor that may influence the 

security or viability of the item in each state of 

utilization and patient populace for which the 

reference item is authorized 
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