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W
hen a patient experi-
ences an adverse event 
from a medication or the 
medicine stops working, 
it is important for both 

the patient and their physician to know 
which medicine produced these effects. 
Yet, with a fairly new and effective class of 
medicines called biologicals, it is becom-
ing more diffi cult for physicians world-
wide to accurately track patient’s response 
and monitor potential problems. Luckily, 
the World Health Organization (WHO) – 
which assigns the scientifi c or ‘non-
proprietary’ names for medicines – has 
developed a solution that will help physi-
cians and regulators keep patients safe in 
whatever country they seek treatment.

Biological medicines – effective therapies 
grown in living cells – are used to treat 
patients suffering from serious conditions 
like rheumatoid arthritis, Crohn’s disease 
and cancer. Biosimilars are highly similar 
(but not exact) copies of these medicines 
and are becoming increasingly available 
worldwide. Biosimilars offer patients more 
treatment options at a lower healthcare 
cost. The complexity of biologicals and 
how they are produced in living cells mean 
that no two biologicals – whether originator 
or biosimilar – will ever be identical. This 
complexity can make these medications 
vulnerable to unintended properties that 
could result in adverse events or reduced 
effi cacy. Clear product identifi cation is par-
ticularly important with biologicals due to 
the risk of unwanted immune reactions in 
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patients, and the sensitive and complex 
nature of these medicines.

For these reasons, WHO has proposed a 
modifi cation to their naming system to ensure 
precise identifi cation of biologicals. Biological 
naming is currently governed by a patchwork 
of policies that vary widely by country.

For example in Europe, fi ve different bio-
logical medications manufactured by seven 
different companies, all sharing the non-
proprietary name ‘fi lgrastim’ are currently 
being sold. While each is marketed by its 
trade name in Europe, many physicians 
around the world, including in Europe, 
prescribe using the non-proprietary name 
alone. This ambiguity leaves it unclear to 
the dispenser which biological medicine 
was intended, and unclear to the prescriber 
which was actually received by the patient. 
This makes it diffi cult to accurately assess 
which drug the patient is responding to or 
having a side effect from.

In addition, adverse events could be pooled 
or potentially misattributed to the wrong 
medication, making tracking the problem 
diffi cult. This leaves untraceable patients at 
risk for the adverse event. In Thailand, more 
than 15 biological medicines shared the 
same non-proprietary name. When a signifi -
cant increase in adverse events occurred, the 
regulator could not easily determine which 
product (or products) was responsible.

Distinct naming, however, ensures accurate 
tracking to the exact medicine responsible, 

if any problems should arise. This also pro-
motes greater manufacturer accountability 
for their products.

WHO, which assigns International Non-
proprietary Names (INNs) to medicines, 
has proposed a solution that will make a 
uniform option available for national regu-
lators to adopt. Their plan consists of a 
four-letter code called the Biological Qual-
ifi er (BQ), which will be attached to the 
INN name and will indicate where and by 
whom the biological was manufactured. 
When fully implemented, the BQ will 
extend the protections of distinct naming 
to patients worldwide, regardless of which 
country they seek treatment. This is espe-
cially helpful in the many countries with-
out a robust pharmacovigilance system in 
place. For those countries which do, the 
BQ serves as an additional safeguard.

We commend WHO for their leadership in 
proposing a global solution to this prob-
lem, and await its availability for imple-
mentation. National regulatory authorities 
should follow suit and volunteer to be 
among the fi rst to implement the WHO’s 
BQ proposal, bringing the many benefi ts 
of distinguishable biological naming to 
their patients.
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W
e thank you for publi-
shing the manuscript 
entitled ‘Complexity in the 
making: non-biological 
complex drugs (NBCDs) 

and the pharmacopoeias’ by Professor 
Gerrit Borchard [1]. The manuscript high-
lights interesting aspects of the issues 
associated with NBCDs.

Sandoz, Inc (a Novartis Division, Princeton, 
NJ, USA), in collaboration with Momenta 
Pharmaceuticals (Cambridge, MA, USA) 
manufactures and markets Glatopa® 
(20 mg/mL daily injection). Glatopa® is the 
fi rst FDA (US Food and Drug Administra-
tion) approved generic glatiramer acetate 
(GA) injection for multiple sclerosis (MS), 
which was approved on 16 April 2015.

The manuscript by Borchard G highlights 
certain aspects of Glatopa® that require 
corrections or update, see below:
1. Page 39, 2nd column, line 15 – in the para 

of the Citizen’s Petition Letter by Teva 
… error in stating ‘Momenta/Sanofi ’s 
Glatopa®’. This should be corrected to 
‘Momenta/Sandoz’s Glatopa®’ [2].

Comment on the non-biological 
complex drugs paper
Karthik Bodhinathan, PhD, MSM

Comment on the Special Report by Professor Gerrit Borchard: Complexity in the making: 
non-biological complex drugs (NBCDs) and the pharmacopoeias, published in GaBI Journal, 
2016;5(1):36-41.

2. Page 39, 2nd column, line 15 – when 
referring to Glatopa, FDA and physicians 
interpret it as generic glatiramer acetate, 
not a ‘follow-on glatiramoid’ as indicated 
in the manuscript. The words ‘follow-
on glatiramoid’ should be changed to 
‘generic glatiramer acetate”. The reason is 
that glatiramoid has been used as a blan-
ket term for all polypeptides containing 
the four amino acids (G, L, A, T) regard-
less of their effect as disease-modifying 
therapy for MS [3]. The term ‘generic 
glatiramer acetate’ is reserved for FDA 
approved generic version of GA that has 
been established as equivalent [4].

3. Page 39, 2nd column, line 23 – in the para 
of the FDA approved Glatopa, error in 
stating ‘On 15 April 2015 ...’. This should 
be corrected to ‘On 16 April 2015...’ [5].

4. Page 41, reference 17 – Error in stating 
‘On 16 April 2016 ...’. This should be 
corrected to ‘On 16 April 2015 ...’ [5].

We are excited about the special report 
on generics and biosimilars, and want to 
ensure the accuracy of the materials pre-
sented in the manuscript. We hope that by 

bringing these errors to your attention, the 
clarity and impact of the manuscript will 
be enhanced through the release of a cor-
rigendum, accompanying the manuscript.
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