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NBCDs. This case study of an NBCD 
‘delivered to a complex organ to treat a 
complex disease,’ is used, ‘to illustrate cur-
rent gaps in knowledge that create diffi -
culties in the design of a robust regulatory 
path to establish bioequivalent NBCDs’. 
While long, very detailed, and perhaps 
most useful to NBCD developers, it also 
provides information of interest to the clini-
cians who prescribe, and the patients who 
use, these and related products. Readers are 
invited to submit similar ‘tales’ of the devel-
opment and testing of other similar products.

The Perspective paper by Claus et al. 
describes the ‘current practices and future 
challenges’ for the Ghent University 
Hospital pharma covigilance programme. 
This is an extremely important aspect of 
the clinical use and post-marketing surveil-
lance of all drugs. As the authors state, the 
paper provides ‘an example of the contri-
bution hospitals can make to the improved 
pharmacovigilance of biologicals’. I would 
add that such programmes should not 
involve only biologicals; rather they should 
include generics and NBCDs as well. How-
ever, as discussed, much remains to be 
done to develop the best and most effi -
cient ways to collect and evaluate the data 
collected including ways to more accurately 
identify which specifi c follow-on products 
and batches were administered to patients 
with a specifi c adverse effect. Product 
names are important to consider, as dis-
cussed in the manuscript by Dr Gewanter 
and Mr Reilly, since this can have major 
effects on the usefulness of such pharma-
covigilance data. Other aspects of pharma-
covigilance are discussed in the meeting 
report by de Abajo et al. see below.

The Special Report presents estimated 
patent expiry dates for a number of the 
best-selling biologicals. Such information is 
not easily obtained and can be very useful 
to identify drugs for potential development 
or for pharmaceutical budget planning.

The fi rst Meeting Report by de Abajo et al. 
describes the Roundtable on biosimilars: 

This fi rst issue of 2017 includes a range of 
manuscripts of interest to readers.

A Letter to the Editor from Professor 
Mohamed Izham Mohamed Ibrahim and 
Nada Moustafa Abdel Rida proposes steps 
that governments and international orga-
nizations have taken or need to do, 
especially with respect to pricing of phar-
maceuticals, to make ‘Essential Medicines’ 
more widely available globally. They 
include a plea for, ‘more research … to 
ascertain the successes and shortcoming 
of … policies’ that have been instituted 
or proposed to deal with unequal access 
to effective medications. Such research is 
important because the effectiveness and 
practicality of the steps they propose are 
both unlikely to be equally successful in 
different counties or regions as well as 
generally unproven or even untested.

The Original Research manuscript, by 
Dr Harry L Gewanter and Mr Michael 
S Reilly, presents the results of a web-based 
questionnaire concerning ‘physicians’ per-
spectives’ on the ‘naming and labelling of 
biologicals’. Two thirds of the physicians 
who completed the survey supported 
the use of distinct, non-proprietary name 
for every approved biological product 
and the majority preferred that the name 
include the manufacturer rather than a 
random suffi x. These fi ndings are of inter-
est despite the many, well-documented 
problems with the validity, reliability and 
generalizability of such data. These issues 
are beyond the scope of my comments but 
readers who are interested in publishing, 
doing, or evaluating the meaning of such 
studies would be well served by reading 
any of the many resources available such 
as the review of this topic recently pub-
lished by Professor L Leung (  J Family Med 
Prim Care. 2015;4:324-7).

The Review Article by Gore et al. pres-
ents an in-depth review of an ocular non-
biological complex drug (NBCD) and is 
part of GaBI’s previously announced deci-
sion to publish manuscripts focusing on 

pharmacovigilance, traceability, immunoge-
nicity held on 15 November 2016 in Madrid, 
Spain. The meeting was designed to 
address concerns raised by physicians and 
pharmacists that have limited the uptake 
of biosimilars in Spain. Issues addressed 
included topics covered in other papers in 
this issue including physicians’ concerns 
and opinions concerning clinical use and 
outcomes, as well as regulatory review, 
approval and post-marketing pharmaco-
vigilance; including traceability and the use 
of registries. The meeting participants and 
faculty concluded that there ‘is a need for 
more interactions between regulators, phar-
macists, physicians and the medical societ-
ies (including patients) that they represent’ 
if this uptake is to be increased.

The second Meeting Report describes 
another multi-stakeholder workshop on 
the topic of ‘Biosimilar Labelling’; the 
workshop was funded in equal shares 
by European Biopharmaceutical Enter-
prises (EBE) and EuropaBio. Participants 
included representatives of the European 
Medicines Agency who attended (by phone) 
the workshop as observers. As the meet-
ing title indicates the workshop focused 
on Summary of Product Characteristics, 
the Patient Leafl et as well as labels on 
the outer product packaging. Discussions 
focused on the quantity and quality of 
information available on biosimilar label-
ling in Europe, the need for greater trans-
parency and cross-referencing, as well as 
the need for greater understanding of the 
concepts of biosimilarity by all stakehold-
ers and availability of educational materi-
als covering these issues.

To continue on page 6.
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was remarkably low in developing countries 
despite the tremendous benefi ts that would 
be brought to societies. Generics use can 
lessen the economic burden on consumers 
and payers; however, its low rate of pre-
scription is correlated to social beliefs and 
attitudes of both prescribers and consumers, 
to low profi t margins, and to lack of pro-
generics regulation.

Although many developing countries 
have implemented pricing strategies, it is 
vital that more research is conducted to 
ascertain the shortcomings of such poli-
cies, ultimately leading to the required 
reforms.

Table 1: Pharmaceutical pricing policies adopted in developing countries, target medicines and year of adoption (Continued )

Country Pharmaceutical pricing policies Target medicines Year of adoption

Mexico  • Application of cost-plus pricing formulae for 
pharmaceutical price setting

 • Use of external reference pricing

All medicines 2004

Mozambique  • Regulation of mark-ups in the pharmaceutical 
supply and distribution chain

 • Tax exemptions/reductions for pharmaceutical 
products

All medicines 1990, 1998 and 2003

Oman  • Regulation of mark-ups in the pharmaceutical 
supply and distribution chain

 • Use of external reference pricing

All medicines 1990

Sierra Leone  • Government subsidy (not classifi ed as policy 
by WHO)

Antimalarials 2004

South Korea  • Application of cost-plus pricing formulae for 
pharmaceutical price setting

 • Use of external reference pricing

New innovative drugs 1999–2000

South Korea  • Promotion of use of generic medicines
 • Use of health technology assessment

All medicines 2007

Turkey  • Use of external reference pricing All medicines Revised in 2011

ME: Middle Eastern; N/A: not available; WHO: World Health Organization.
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The meeting reports are followed by 
an Opinion by Dr Christoph Baumgärtel 
discussing the attitudes of the Austrian 
Medicines and Medical Devices Agency 
where he works towards biosimilar 
interchangeability. This generally posi-
tive, offi cially stated, position on both 
interchangeability and switching stands 
in contrast to the more skeptical views 
expressed by some other regulatory 
bodies, practitioners and patient groups 

but, as Dr Baumgärtel points out, is evi-
dence based.

A Pharma News summarizes and provides 
references for a number of important 
developments in biosimilars during 2016 
including naming, US substitution legisla-
tion, guidances, clinical trials, extrapola-
tion, switching, labelling, reimbursement, 
collaborations, as well as a look at the 
general issues.

Editor’s introduction to the initial issue of the sixth volume of GaBI Journal
Text (please see the full manuscript on page 3)

Again, I close with a plea to our readers to 
submit their comments or concerns about 
any of our manuscripts as well as their 
manuscripts.

Professor Philip D Walson, MD
Editor-in-Chief, 
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