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biologicals prescribing and automatic substitution
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Introduction: The European Union (EU) and the European Medicines Agency (EMA) have led the development of a regulatory
framework for biosimilars since 2004. By end of December 2019, 64 biosimilars of 15 originator biological medicines have a mar-
keting authorization in Europe. Now, for the second time, the Alliance for Safe Biologic Medicines (ASBM) asked European pre-
scribers for their views on the prescribing, adverse drug reaction reporting, automatic substitution and switching of biologicals
and biosimilars.

Methods: In March 2019, the ASBM surveyed 579 prescribers in France, Germany, ltaly, Spain, Switzerland and the UK. Prescribers
were asked for their views on authority over prescribing and dispensing of biologicals/biosimilars, reporting biological/biosimilar
use and adverse drug reactions (ADR) and switching. There were also questions related to their familiarity with, knowledge of,
attitudes to, and beliefs in, biosimilars.

Results: Since the previous European prescriber study conducted in 2013, the percentage of respondents considering themselves
highly familiar with biosimilar medicines has increased from 76% to 90%. Four out of five prescribers said they are legally required
to report ADR that are brought to their attention and they file detailed ADR reports taking 10-20 minutes. Four out of five pre-
scribers feel very strongly about having control over what is prescribed and dispensed to their patients. While highly comfortable
prescribing biosimilars to naive patients, physician comfort level decreased when switching a stable patient to a biosimilar. Com-
fort level decreased further when prescribers were asked about switching a patient to a biosimilar for non-medical reasons, e.g.
cost, and further still if the switch is initiated by a third party.

Conclusion: European physicians have increased their familiarity with biosimilars since the 2013 survey. Physicians increasingly
believe they should always have control of treatment decisions including the decision to switch to a biosimilar. It was also high-

lighted that governments should make multiple therapeutic options available through tenders.
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Introduction

Healthcare systems across the globe face resource and bud-
get constraints. Biosimilar drug products offer less expensive
alternatives to brand-name originator drug products and can
thus offer some relief to healthcare costs. Biosimilars are highly
similar and have no clinical meaningful differences; but are not
identical to originator biologicals. As countries seek to control
health costs and expand access to biological therapies, building
physician confidence in biosimilars is critical to promoting their
use and reaping the cost benefits.

The European Union (EU) and the European Medicines Agency
(EMA) have led the development of a regulatory framework
for biosimilars. In 2005, EMA established the first biosimilars
approval pathway that was distinct from generics approval [1].
Since then, EMA has developed and refined a comprehensive
set of regulatory guidelines on which biosimilar applications are
reviewed and approved or rejected. By the end of 2019, 58 bio-
similars of 15 originator biological medicines have a marketing
authorization in Europe [2]. The European biosimilars market is
currently the largest in the world, representing approximately
60% of the global biosimilar market and growing consistently
year on year [3].

At present, once authorized, EMA applies a ‘same-label’
(generic) approach to biosimilar product labels [4]. However,
there are concerns over whether this is sufficient to ensure
appropriate drug switching and product traceability. There is
ongoing debate about what information is appropriate in the

naming and labelling of biosimilars. In the US, FDA released
its requirements for the non-proprietary naming of biological
products in January 2017 [4]. Prior to this, the Alliance for Safe
Biologic Medicines (ASBM) carried out surveys of Australia
and EU prescribers and US pharmacist perspectives on the
naming of these products. Overall, both groups believed that
naming should make biosimilars distinguishable from origi-
nator products [5-7]. The ASBM is an organization composed
of diverse healthcare groups including patients, physicians
and medical innovators. It is funded by its many member
partners that are made up of international organizations and
companies [8].

The interchangeability of biosimilars is viewed differently in
countries across the world. This is particularly marked by the
approaches to interchangeability and substitution in the US and
Europe [9]. ‘In the US, insurance mandates can result in formu-
lary changes requiring patients to be switched from a reference
product to a biosimilar strictly for cost reasons’. In Europe, auto-
matic substitution of originator biologicals with biosimilars is
rare as this practice excludes physicians from decisions regard-
ing the treatment of patients. There have been a number of
surveys and workshops carried out across the world (Australia
[5], Europe [4, 6], South America [10] and the US [11]) that have
asked for prescriber opinions on prescribing practices, naming
and labelling of biologicals. In terms of naming, prescribers in
Australia, Europe and the US, overall, agreed that there is a
need for distinguishable non-proprietary names to be given to
all medications. In South America, knowledge about biosimilars
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varied in different countries surveyed (Argentina, Brazil, Colom-
bia and Mexico) and revealed gaps in understanding and in the
use of distinguishable names for biologicals.

In 2019, the ASBM commissioned 15-minute web-based sur-
veys to be carried out by biological prescribers in six Western
European countries (France, Germany, Italy, Spain, Switzerland
and the UK) to document their perspectives on biological sub-
stitution. This survey mirrors their previous European prescriber
survey conducted in 2013 [6] (both survey reports can be found
at www.safebiologics.org/surveys).

Overall, the 2019 survey showed that awareness of biosimilars
in the countries had increased since the 2013 survey. Specifi-
cally, more physicians (90%) rated themselves as being ‘Famil-
iar’ or ‘Very familiar’ with biosimilars than did in 2013 (76%). A
strong majority of respondents (82%) felt that it is either ‘Very
important’ or ‘Critical’ for them to decide which biological med-
icine is dispensed to their patients, representing a 10% increase
over the results of the 2013 survey. Again, a strong majority of
respondents (84%) considered authority to prevent a substitu-
tion either ‘Very important’ or ‘Critical’, another 10% increase
over the 2013 findings. In 2019, physicians remained uncom-
fortable with switching a stable patient to a biosimilar for non-
medical reasons. Since the 2013 survey, there has also been a
sharp increase in physicians who are highly uncomfortable with
a non-medical substitution performed by a third party.

It is hoped that the findings of this study may serve as a resource
for other countries in developing biosimilar policies that can
build physician confidence in biosimilars. Confidence that will
increase biosimilar uptake and reduce government expendi-
tures on biological products.

Sample characteristics and methodology

In March 2019, 579 prescribers practising in six specified Euro-
pean countries (France, Germany, Italy, Spain, Switzerland and
the UK) completed the 15-minute web-based survey that was
administered in the respondents’ native language — French,
German, Italian, Spanish, or English. The survey was commis-
sioned by the ASBM and was a refreshed version of that carried
out in 2013 [6]. The questionnaires were developed as a col-
laboration among ASBM management, ASBM membership and
Industry Standard Research (ISR) management. No ‘validation’
was conducted as the instruments did not measure higher level
‘constructs’. They are purely direct measures of opinion and
attitude.

Potential respondents were identified in — and recruited from
—a large, global, commercial database/panel of healthcare pro-
fessionals. The response rate was high because people in this
database/panel have already indicated a willingness to par-
ticipate in market research. In addition, their specialties were
known prior to recruitment, which decreased the rate of dis-
qualification, as if someone was identified as representing a
specialty that did not qualify for the study, they were not invited.

Respondents were paid a stipend for their participation. Sti-

pends ranged from US$37.00 to US$48.00, depending on the
specialty.
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Prescriber eligibility criteria

1. Must prescribe biological medicines in their practice

2. Must practice in France, Germany, Italy, Spain, Switzerland,
or UK

3. Must specialize in one of 10 practice areas: Dermatology,
Endocrinology, Gastroenterology, Haematology-Oncology,
Immunology, Nephrology, Neurology, Oncology, Ophthal-
mology, Rheumatology

4. Must have been in practice for one year or more

Online survey

The surveys were administered by ISR. In summary, prescribers

were asked to rate:

1. The importance of retaining sole authority to decide the
most suitable biological for their patients.

2. The importance of retaining the authority to deny/prevent
a substitution by indicating “Do Not Substitute” or similar
language when prescribing.

3. Their comfort level with: a) prescribing a biosimilar to a new
(treatment-naive) patient; and b) switching a stable patient
from an originator biological to a biosimilar.

4. Their comfort level with a biosimilar switch for non-medical
reasons, e.g. cost, coverage, a) when performed by the phy-
sician; and b) when performed by a third party.

5. The importance of awarding government tenders on origi-
nator biologicals and biosimilars to multiple suppliers.

6. The importance of national tender offers including factors
besides price.

ISR provided statistical significance tests by country and practice
area for most questions. The information from these tests made
it possible to determine which answers were most significant
amongst prescribers from different countries and working in
different practice areas.

Information on survey participants

Participants were sourced from six countries and across 10
therapeutic areas. The detailed breakdown of this information
is as follows. Table 1 provides details of the survey sample
disposition.

A total of 579 responses were received:
e France: 97 (17%)

e Germany: 97 (17%)

e Ttaly: 97 (17%)

e Spain: 96 (17%)

o Switzerland: 95 (17%)

e United Kingdom: 97 (17%)

Table 1: Complete survey sample disposition

# invited 3,979
# did not respond 3,007
# responded 972
# screened out for lack of qualification 103
# started and did not complete 290
# completed responses 579
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The breakdown of the practitioner’s primary therapeutic areas
is as follows:

Neurology (14%), Rheumatology (14%), Gastroenterology (13%),
Ophthalmology (12%), Nephrology (12%), Endocrinology (11%),
Dermatology (10%), Oncology (6%), Immunology (5%) and
Haematology-Oncology (3%).

The largest group of prescribers (47%) practice in a hospital
setting, with the remainder in academic medical centres (23%),
private/family practice (18%), multi-specialty clinics (8%), com-
munity settings (3%), and other settings (1%).

Respondents” mean experience level was 15.5 years in practice.
Forty per cent of responders had been practising medicine for
11-20 years, 24% for more than 21 years, 23% for 6-10 years,
and 13% for 1-5 years.

Seventy-nine per cent of responders said they commonly treat
patients who are using biological medicines prescribed by
another healthcare provider.

Respondents use different sources to learn about the details of a
medicine for prescribing and monitoring, see Figure 1.

All data refer only to those who completed the survey. All data
were analysed in MS Excel and checked manually.

Results

Familiarity with biosimilars

Familiarity with biologicals versus biosimilars

When asked about familiarity with biological medicines, 58% of
prescribers said they are ‘Very familiar’, and have a complete
understanding of them, compared to 41% who said the same
about biosimilars. Thirty-seven per cent of prescribers said they
are “Familiar”, with a basic understanding of biologicals, com-
pared to 49% who said the same about biosimilars. And 4%
had heard of biologicals but could not define them, compared
to 8% who said the same about biosimilars. All prescribers had
heard of biologicals whereas 2% of prescribers have not heard
of biosimilars.

Figure 1: Sources to learn details of a medicine for prescribing and monitoring

Since the 2013 European prescribers study, familiarity with bio-
similar medicines increased from 76% to 90%; and a prescriber’s
awareness that a biosimilar may be approved for several or all
indications of the reference product on the basis of clinical trials
in only one of those indications increased from 63% (2013) to
83% (2019.) Strongest familiarity with biosimilars was among
prescribers in Italy, Spain and Germany (48%, 47% and 44% are
very familiar/have complete understanding). Prescribers in Swit-
zerland had the lowest familiarity with only 31% stating they are
very familiar/have complete understanding of biosimilars; 19%
of Swiss prescribers either could not define biosimilars or have
never heard of biosimilars.

Strongest familiarity with biological medicines was among Rheu-
matology and Gastrointestinal prescribers (96% and 88% are
very familiar/have complete understanding) when compared to
the other practice areas. Strongest familiarity of biosimilars was
also among Rheumatology, Gastrointestinal and Endocrinology
prescribers (70%, 61% and 60% are very familiar/have complete
understanding).

Preferred route to familiarity

Of the respondents (n = 517) that said they were very famil-
iar/familiar with biosimilar medicines. The top five sources of
information were: 1) scientific publications (70%); 2) national
medical conferences/symposia (70%); 3) international medical
conferences/symposia (61%); 4) self-study (42%); and 5) CME/
IME (40%).

The sources varied among the countries. For example, prescrib-
ers in the UK became more familiar with biosimilars through
self-study (66%) and scientific publications (56%), while in Spain
scientific publications (73%) and CME/IME (66%) were the most
utilized.

The top five sources to learn about biosimilars among the
respondents (n = 62) who had never heard of, nor could define
biosimilar medicines were: 1) scientific publications (68%); 2)
international medical conferences/symposia (61%); 3) national
medical conferences/symposia (55%); 4) CME/IME (37%); and
5) reference product company spon-
sored education (35%).

Q7. How often do you use each of the following sources to learn about the details of a medicine for There were no significant differences
prescribing and monitoring? (n = 579) in the preferred method for becoming
= Always m Occasionally = Never familiar with biosimilars among practi-
Published literature 65% 34% [ tioners in different countries.
SmPC / Labe! G ™ - Biosimilar approval awareness
) ) Prescribers in Italy (94%) had sig-
National or hospital formulary 49% 1% o . L
nificantly higher biosimilar approval
. awareness compared to the rest of the
Information from manufacturer | . d 1o the .
countries. The specialties with the high-
Colleagues I TR | ! Diosimilar approval awareness were
Rheumatology  (96%), Endocrinology
EPAR IR (95%), Oncology (94%) and Gastroin-
0% 20% 40% 60% 80% 100% testinal (92%) prescribers. All had sig-
nificantly higher awareness than other
EPAR: European Public Assessment Report; SmPC: summary product characteristics. . .
specialties.
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Adverse drug reaction reporting: mechanism, recording,
information required, barriers

The survey showed that four out of five prescribers are legally
required to report adverse drug reactions (ADRs) that are
brought to their attention.

Italian prescribers rated the highest percentage for being
required to report ADRs (96%), and French prescribers the
lowest (69%). The practice areas in which the highest number
of prescribers are required to report ADRs were Oncology (91%)
and Immunology (90%).

More than half (54%) of prescribers said they are most likely to
report an ADR to the National Competent Authority (NCA). The
UK is significantly more likely to report to a combination of the
NCA, the Marketing Authorization Holder (MAH), i.e. the manu-
facturer, and EMA (54%) as opposed to the NCA alone (29%).

ADR report mechanisms, time spent and follow-up

Email was utilized by almost half (49%) of prescribers (n = 550)
to report ADRs to the NCA or MAH. However, when looking
at specific countries, prescribers in Germany (58%) and the UK
(52%) had a majority preference for paper. Prescribers in France
(57%) and Ttaly (60%) had a preference for email, while Spain
(53%) preferred a web-based tool/app.

Two-thirds (65%) of prescriber respondents said that the amount
of time spent on filing a report ranged from 10 to 20 minutes,
with 25% requiring less than 10 minutes and 10% requiring
more than 20 minutes (average 36 minutes) While prescribers
do file detailed reports, the time varies among the specialties:
Dermatology (38%) prescribers need less time to file compared
to other practice areas, whilst Neurology (19%), Immunology
(17%) and Nephrology (14%) prescribers need more than 20
minutes to file the ADR report.

In terms of follow up from the NCA or MAH, 24% of prescribers
responded they always receive follow-up, 21% very often, 30%
sometimes, 19% rarely and 6% never. Prescribers in Switzerland
have one of the highest rates of follow up from reporting enti-
ties (Always, 35%) compared to several other countries.

Information included in the ADR reporis

When ADR reports are filed for a biological medication, 92%
of practitioners responded that information about the ADR
experienced by the patient are included, 84% include brand
name of the biological suspected to have caused the incident,
80% include date and time of report, 72% include the non-
proprietary name of the biological suspected to have caused
the incident, 69% include batch number of the biological sus-
pected to have caused the incident, including the manufac-
turer of the product suspected to have been associated with
the reaction.

Prescribers in Ttaly (79%) are better about including batch
number in the ADR report; Germany (74%) prescribers are better
about including the manufacturer of the product; prescribers in
the UK (90%) are better about including date and time.
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When asked about how frequently the NCA or MAH follow-up
to request the brand name or manufacturer of the product, 55%
of prescribers responded either always or very often, 28% said
sometimes, while 18% said rarely or never.

Fifty-five per cent of practitioners said that the level of detail
required in ADR reports deters them from reporting minor
events. When looking at the country specific data, prescribers
in France are significantly more deterred from reporting minor
events, while those in Italy are significantly less deterred.

Barriers to reporting ADRs

Fifty-five per cent of the prescribers responded that the amount
of information necessary to report an adverse drug reaction
deters them from reporting minor events. France (74%) is sig-
nificantly more deterred from reporting minor events, while
Italy (38%) is significantly less deterred.

More than half (56%) of prescribers responded that reporting
infrastructure, e.g. the mechanism of reporting ADRs, was the
biggest barrier to accurate reporting; another 20% responded no
barriers exist. When looking at the country specific data, pre-
scribers in Spain identified reporting infrastructure (70%) and
lack of integration of electronic health records (55%) as barriers
to accurate reporting more so than most countries.

Nearly all prescribers responded that they were somewhat con-
fident (62%) or highly confident (36%) in the European phar-
macovigilance system’s ability to accurately identify the specific
product at the brand-name level that might be responsible for
the ADR. However, prescribers in the UK were less confident
in the European pharmacovigilance system than the other
countries surveyed, with only 24% reporting they were ‘highly
confident’ the system would be able to accurately identify the
product responsible.

Frequency of including batch number when reporting adverse
events was mixed; 37% always, 27% very often, 20% sometimes,
17 % rarely/never. The survey showed that prescribers in Italy
(55%) were best about including batch number (always) when
compared to most of other countries. Of the prescribers who said
they only included batch number sometimes, rarely, or never,
more than half (53%) of prescribers responded that the reason
for this was due to not having it available at time of reporting.

Automatic substitution, switching and physician choice

A high majority of prescribers (82%) feel very strongly about
having control over what is prescribed and dispensed to their
patients.

Opinion on sole authority for prescribers

Most prescribers agreed that it is either critical or very impor-
tant (82%) that they had the sole authority, together with their
patients, to decide on the most suitable biological medicine
for their disease. When looking at each country, it is signifi-
cantly more critical to have sole authority in deciding medicine
for prescribers in Italy (94%), Switzerland (91%) and Germany
(84%). When looking at specific fields, it was most important/
critical to have sole authority in deciding biological medicine
for Immunology (86%), Dermatology (86%) and Ophthalmology
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(86%) prescribers. It was least important/critical for Haematol-
ogy-Oncology prescribers, 20% of whom considered it slightly/
not important, compared to an average of 2% across all special-
ties which thought this, see Figure 2.

Endocrinology.

Q25. How important is it to you to have the sole authority to decide, together with your patients, the most
suitable biological medicine for their disease? (n = 579)

Derm Endo Gastro
N =56 N =65 N=74
G H |

o, o, 9 9
Critical 40% RS <X 34% 20% 3 30% 35% 41% 40% £

Rheum
N =80

Immun Neph Neur
N =30 N =69 N =81
K L M

JL J JL JL
o
Very important 42% 38% 38% 475 45% 33% 5,2,_.{" 41% 41% 46% 36%
9
Some what important ~ 14% 13% 15% 12% 15% 13% 13% 2:," 15% 13% 9%
Slightly important 2% 2% 0% 4% 5% 0% 0% 4% 0% 1% 4%
o
Not important 2% 0% 0% 3% G:‘f_/ﬁo 0% 1% 0% 3% 0% 3%

It is significantly more critical to have sole authority in deciding medicine for Immunology, Rheumatology,
Dermatology, and Endocrinology.

Figure 3: Authority to deny substitution (practice area)

Q28. In a situation where substitution by a pharmacist was an option in your country, how important would
it be to you to have the authority to designate a biological medicine as “DISPENSE AS WRITTEN” or “DO
NOT SUBSTITUTE"? (n = 579)

Total Gastro Neph Rheum
N =579 N=74 N=69 N =80
I L 3
. .
Critical a6%  50% 2P 4% 2% A% 48%  40% 3% 41% o
Very important 38%  38%  20%  42%  35%  40% A%  43%  44%  37%  35%
Somewhat important  12% 1% 'L” 5% 20% 10% 12% 4% 18% 4% 6%
Slightly important 3% 2% 2% w20k L 3% 0% 4% 0% 1% 4%
Not important 1% 0% 0% 1% 0% 0% 0% 0% 6% 0% 0%

It is significantly less important for Haematology oncology to be able to deny substitution than almost all
other practice areas.

Figure 4: Identify medicine by brand name (country, practice area)

Q29. When you prescribe medicine, including biologicals, do you identify the medicine in the patient record
by brand name? (n = 579)

Total France Germany Italy Spain Switzerland UK
N =579 N=97 N =97 N=97 N=96 N=95 N =97
A B [ D E B
Yes 8 8 8 9 6

85% 90% F 6% F 7% F 8% F 4% F 8%
No 15% 10% 14% 13% 13% 6% 32% ABCDE
Total Gastro Neph Ophth Rheum
N =579 N=74 N=69 N=70 N =280
I L o P
Yes 85% 9};& Bf‘% Bt:‘% 70% Ql:l% 8:‘% 8::‘% 56% 8:% Hii‘;\ﬁn
15% 30% 17% 17% 44%
No 15% 9% P 12% GP 10% P P GHIKLMop  13% 4%

UK and Oncology identify medicine in a patient’s record by brand name significantly less than other
countries and practice areas.
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It is significantly more critical to have sole authority in deciding
medicine for Immunology, Rheumatology, Dermatology and

Government tenders

Most  prescribers stated that they
believe it is very important or critical
(63%) that government tenders for bio-
similars are awarded to multiple sup-
pliers. Prescribers in Spain and the UK,
while considering this very important,
do not think it is as critical for gov-
ernment tenders to be awarded when
compared to the other countries sur-
veyed. Only 7% and 9% considered this
‘critical” compared to an 18% average
across all other respondents.

Most prescribers agreed that it is either
critical or very important (83%) that
factors besides price to be taken into
account in national tender offers, e.g.
reliability of supply, patient support
services, manufacturer reputation.

Prescriber authority to deny
substitution

Most prescribers agreed that it is either
critical or very important (84%) that,
in a situation where substitution by
a pharmacist was an option in their
country, they have the authority to
designate a biological medicine as
‘DISPENSE AS WRITTEN’ or ‘DO NOT
SUBSTITUTE’. It was significantly
more critical for those in Switzerland
(94%) to have authority to deny sub-
stitution for a biological medicine, and
least so for those in the UK (73%),
compared to those in the other coun-
tries. It was significantly less important
for Haematology-Oncology prescribers
to be able to deny substitution when
compared to almost all other practice
areas, see Figure 3.

Identifying medicines

Eighty-five per cent of prescribers
said that, when prescribing medicine
including biologicals, they identify the
medicine in the patient record by brand
name. When looking at country and
practice area responses, UK (68%) and
Oncology (56%) identify medicine in a
patient’s record by brand name signifi-
cantly less than those in other countries
and practice areas, see Figure 4.

Forty-three per cent of prescribers
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responded they rarely or never prescribe biological products by
non-proprietary name only. When compared to the other coun-
tries, prescribers in Switzerland (40%) are most likely never to use
the non-proprietary name of a product. When compared to those
in other practice areas, Dermatology (32%) and Rheumatology
(28%) prescribers are more likely never to use the non-proprie-
tary name of a product, see Figure 5.

When asked about how confident a prescriber can be in their
ability to know exactly what product is dispensed to a patient

Figure 5: Use of non-proprietary name in practice area

Q30. How often do you prescribe biological products by non-proprietary name only? (n = 579)

Neph
N=69
L

Total Gastro
N =579 N=74
I

Always 5% 4% 6% 8% 0% 3% 3%

Very often 22% 23% 7% 8%  25% 23% 2%

Sometimes 31% 21% 28% 30% 35% 40% 29%
9 5

Rarely 26% 0% S 2R oy, 0%  23%

Never 17% 2% 2 % 15% 13% 16%

a product more so.

1%

21%

38%
GP

25%

15%

Compared to other practice areas, Dermatology and Rheumatology never use the non-proprietary name of
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when using a non-proprietary name, 63% were very or some-
what confident, while 38% were slightly confident or not confi-
dent at all. Prescribers in Switzerland (26% are not confident at
alD) noted that they are significantly less confident in knowing
what is dispensed when a non-proprietary name is used than
those in Italy, Spain and the UK. Prescribers in the fields of Der-
matology (55%) and Rheumatology (42%) are significantly less
confident in knowing what is dispensed when a non-proprietary
name is used compared to those in several other practice areas,
see Figure 6.

Dispensing in pharmacies

When asked about biological products
dispensed directly to patients in a phar-
macy, 61% of prescribers said that they
were either very confident or some-
what confident that, if the pharmacy
dispenses a drug that is different from
the one that is prescribed (whether it
is biosimilar 1, 2, or 3 or even the ref-
erence product), they have the ability
to identify exactly what drug was dis-
pensed to the patient. Thirty-nine per
cent were either slightly confident or
not confident at all. Prescribers in the
UK (73%) said they are significantly
more confident in knowing what is

15%

LMO

44%
GHIMOP

1%

8%

24% 13%

40%
GP

27%

29% 23%

30%
N

28%
HMNO

9%

3% 7%

Figure 6: Confidence in what is dispensed using non-proprietary name (practice area)

Q31. If you prescribed a product using the non-proprietary name, how confident are you in your ability to

know exactly what product will be dispensed to the patient? (n = 579)

proprietary name is used than several other practice areas.

Total Gastro Neph Neur
N =579 N=74 N=69 | N=81
1 L M
Very confident 15% 9% 18% 12% 20% 20% 14% 10%
Somewhat confident ~ 48%  36%  45%  43%  40% 6% saw  aa%
o o
Slightly confident 4% BE oy 7% 0% 3% 2% oo
N ; 9 23% o 9 o o o o
ot confident at all 14% KLNO 15% 18% 10% 3% 10% 1%

Dermatology and Rheumatology are significantly less confident in knowing what is dispensed when a non-

dispensed by pharmacy than those in
Germany (49%) and Spain (60%); and
those in Switzerland (24% not confi-
dent at all) are significantly less con-
fident than several countries. It was
shown that Oncology (82%) prescrib-
ers are significantly more confident in
knowing what is dispensed than those
in almost all of the other practice
areas, see Figure 7.

21%

13%

18%

61%

59%
G GIMP ks

15%  16%  19% Eighty-three per cent of prescribers
said it was critical or very important
to be notified by the pharmacist if a
patient has received a biological other

than the one prescribed, if the patient

23%
6% 10% KLNO

Figure 7: Confidence in what is dispensed (biological product) by pharmacy (practice area)

dispensed to the patient? (n = 579)

Total Gastro
N =579 N=74
I

13%

Neph
N=69

5% 12% 1%

20%

Very confident 13% 7%

Somewhat confident ~ 48% 41% 49% 53% 40% 60% 58%

32%
N

21%
KP

Slightly confident 26% 25% 24% 30% 27% 25%

Not confident at all 13% 14% 12% 10% 0% 10%.

Q32. This question pertains only to biological products dispensed directly to a patient from a pharmacy. If
the pharmacy dispenses a drug that is different from the one that is prescribed (whether it is biosimilar 1, 2
or 3 or even the reference product), how confident are you inyour ability to identify exactly what drug was

1%

42%
27%
N

20%
KP

Oncology is significantly more confident in knowing what is dispensed than almost all other countries.

was receiving chronic (repeated) treat-
ment. It was shown to be significantly
more critical for prescribers in Switzer-
land (80%) to be notified that a differ-
ent biological was prescribed than for
those in all other surveyed countries. It
was also shown that it is significantly
more critical for Rheumatology (84%)
prescribers to be notified that a dif-
ferent biological was prescribed than

38% g 20% those in several other practice areas;
GHIKLMOP ° GL i s e .
and it is significantly less important for
449 449 469 .
* * * Haematology-Oncology prescribers to
o N 5% be notified.

9% 13% 9%

Only 5% of prescribers thought it was
totally acceptable for a pharmacist to
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Figure 8: Can pharmacist make decision (practice area)

Q34. How acceptable would it be for you if the pharmacist made the determination which biologic (reference
product or biosimilar) to dispense to your] patient on initiation of treatment? (n = 579)

Total Gastro Neph Oncol Rheum
N =579 N=74 N=69 N=34 N =80
I L N P
Totally acceptable 5% 5% 1% 5% 10% 0% 4% 4% 12% 3% 4%
Acceptable, provided
such exchange has
been agreed with 58% 55% 70% 62% 7% 74% 59%
clinicians for these SEiD S P P GP i GP GHIKOP GP P St
biologicals in
advance
52% 39% 43% 33% 39% 60%
Not acceptable 37%  poLmn 31% MN 20% VN N 20% 15% MN  HIJLMNO

It is significantly not acceptable for a pharmacist to make decision more so for Rheumatology and
Dermatology compared to other practice areas.

Figure 9: Prescribe biosimilar to naive patient (practice area)

Q36. How comfortable are you in prescribing a biosimilar to a treatment ‘naive’ patient? (n = 579)

Total Gastro Neph Rheum
N =579 N= 74 N= 69 N =80
P
27% 37% 46% 50% 26% 50% 60%
Very comfortable 34% KMO GKLMO KLMO 17% 21%  gmo 1% GHKLMO
o o o o
fg:;ﬁz;te 50% b SV gzw oasy O SER 6% gy STHR gy
Somewhat 20% 20% 16% 31%
uncomfortable 15% R 11% 1% 10% e 14% B 3%  umnp | 5%
Very uncomfortable 2% 2% 2% 0% 5% 3% 1% 1% 0% 1% 5%

Rheumatology is more comfortable (very) than many other practice areas in prescribing a biosimilar to a
naive patient; Ophthalmology is least comfortable.

Q37. How comfortable are you with switching a stable patient from one medicine to a biosimilar? (n = 579)

Total Gastro Neph Neur
N=579 N=74 N=6o | N=a1
I
Very comfortable 17% 13% 2% qsy (3SR g0y, 14% ™% 2y, 2%
> >
fgg;"rt"gslte 43% R as% 4% 40% ool ag%  47% 3% M% 3%
Somewhat 0 o o 0 9 0 0 9 0 43% o
e 31% 25%  26% 5%  25%  20%  33%  36%  29% g 26%
=
Very uncomfortable 9% 1% 3% 8% 0% 7% 4% 10% 3% 1w 1%

Haematology-Oncology and Oncology are more comfortable (very) switching a stable patient to a biosimilar
than several other practice areas; Ophthalmology and Rheumatology are less comfortable.

Figure 10: Switch patient to biosimilar (practice area)

product or biosimilar) to dispense to a patient at the initiation
of treatment. Fifty-eight per cent thought this was acceptable if
the pharmacist’s ability to determine the product was agreed to
by clinicians in advance, and 37% thought it not acceptable. It
was shown to be significantly not acceptable for a pharmacist
to make the decision for prescribers in Spain (52%) and Swit-
zerland (51%) when compared to the other countries surveyed.
It was shown to be significantly not acceptable for a pharmacist
to make decision more so for Rheumatology (60%) and Derma-
tology (52%) prescribers compared to those in other practice
areas, see Figure 8.
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Prescribing biosimilars and
switching

Seventy-four per cent of prescribers
agreed that the correct definition for
a ‘naive’ patient is: a patient that has
never received any biological treatment
from this class of medicines. Eighty-
four per cent of prescribers said they
were very comfortable or somewhat
comfortable in prescribing biosimilars
to treat naive patients. Prescribers in
France, Germany, Italy, Switzerland
and the UK are significantly more
comfortable (very) than those in Spain
(18%) in prescribing a biosimilar to a
naive patient. Rheumatology (60%)
prescribers are more comfortable
(very) than those of many other prac-
tice areas in prescribing a biosimilar to
a naive patient; Ophthalmology (10%)
prescribers are the least comfortable.

Comfort level decreases when asked
about switching a stable patient to a
biosimilar versus to a naive patient.
While 17% are uncomfortable in pre-
scribing a biosimilar to a naive patient,
see Figure 9; twice as many (40%) are
uncomfortable with switching a stable
patient from an originator to a bio-
similar. Spain (54%) prescribers are
the least comfortable with switching a
stable patient to a biosimilar. Haema-
tology-Oncology prescribers are more
comfortable switching a stable patient
from an originator to a biosimilar than
those in several other practice areas;
Ophthalmology and Rheumatology
prescribers are less comfortable, see
Figure 10.

Comfort level decreases further when
asked about switching a patient to a
biosimilar for non-medical reasons.
More than half of prescribers (58%) said
they are uncomfortable with switching
their patients to a biosimilar for non-
medical reasons. Prescribers in France
are significantly more comfortable

(very) switching a patient to a biosimilar for non-medical rea-
sons than several other countries; prescribers in Italy and Spain
are the least comfortable. Haematology-Oncology prescribers
are significantly more comfortable (very) switching a patient to
a biosimilar for non-medical reasons than those in most other
practice areas, see Figure 11.

Even more prescribers are uncomfortable (73%) when asked
about a third party initiating such a switch. In the UK and France,
prescribers were shown to be most comfortable with switching
their patients (40% and 35% comfortable, respectively), while
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scribers were shown to be significantly

Figure 11: Switch to biosimilar for non-medical reasons (practice area) more comfortable with a third party

Q 1tehi y - 11 , 1 Q1 1]~
Q38. How comfortable are you with switching your patient to a biosimilar for non-medical reasons, i.e. 5W1Khm£{ a patient to a biosimilar for
coverage? (n = 579) non-medical reasons (60% versus an
average of 27%) than those in several
Total Neph Rh . .
e S S other practice areas, see Figure 12,
L P
Conclusion
15% 45% 21% 18%
Very comfortable 12% 9% 9% 7% 9% 4% 9%
i M SHIKENOR M M In summary, the survey reveals that
Somewhat .. .
e 30% 27% 32% 34% 30% 33% 32% 36% 24% 26% % Eur.opedn. .pl’.lymu‘.ms l.ldv.e .11’](11‘6(:156(_1
Somewhat we B am ww ame a6 4% s e their familiarity with biosimilars since
uncomfortable u J J J J last surveyed in 2013. After 13 years of
Very uncomfortable  20% 6%  15%  27% 0% 20% 7%  20%  12%  23%  29% experience with biosimilars in Europe,
physicians:
Haematology—Oncology is significantly more comfortable (very) switching a patient to a biosimilar for non- ° Increasingly consider maintaining
medical reasons than most other practice areas. .. )
physician control of treatment deci-

sions to be highly important
e Are more than twice as uncomfort-

Figure 12: Third-party switch to biosimilar for non-medical reasons
able switching a stable patient to a

Q39. How comfortable are you with a third party switching your patient to a biosimilar for non-medical biosimilar than they are prescribing
reasons, i.e. coverage? (n = 579) a biosimilar to a treatment-naive
Gastro Neph | Neur Ophth patient
N NTE N NS e Remain uncomfortable with switch-
ing a patient to a biosimilar for non-
Very comfortable 7% T 8l a2 o W g TR gy 1o medical reasons
Somewhat 0% o B g 3% 2% oo 3% e Are highly uncomfortable with a
ESlibr=hE P Lop P Lop non-medical substitution performed
f:gmgg;ble s % my B ggy  S0% ey 2R gy W% gy by a third party. This figure has
R 0 increased sharply since the 2013
Very uncomfortable 37% 36% 32% 35% 15% 23% J 36% 35% 40% HIK
survey
Haematology-Oncology is significantly more comfortable (very) with a third party switching a patient to a e Consider it highly important for gov-
biosimilar for non-medical reasons than several other practice areas. ernments to make multiple thera
peutic choices available in tenders;
in Spain, prescribers are the least comfortable with having a and believe these tenders should take into account factors
third party make the switch (14%). Haematology-Oncology pre- besides price.
Key points of the 2019 European prescribers survey on biosimilar
More than half of prescribers are most likely to report an ADR expressed the least. Having this level of control was most
to the National Competent Authority important to Immunology, Rheumatology, Endocrinology
e Two-thirds of prescribers said amount of time spent on and Dermatology prescribers.
filing a report is 10 to 20 minutes e Product Name and Pharmacist Control
e Prescribers do file detailed reports; this level of detail in o More than 40% of prescribers said they rarely or never
turn deters 55% from reporting minor events prescribe biological products by non-proprietary name
e More than half of prescribers said reporting infrastructure only
was the biggest barrier to accurate reporting; another 20% o More than one-third said confidence would be lacking
said no barriers exist in knowing exactly what was dispensed to patient if
e Frequency of including batch number is mixed; not having they prescribed a product using non-proprietary name
the number available at time of reporting was selected by o Four out of five prescribers said it would be critical
more than half of prescribers who said sometimes, rarely, or very important to be notified by pharmacist that
or never patient received a biological medication other than
e Control over prescribing and dispensing — four out of five one they prescribed
prescribers feel very strongly about having control over o Fifty-eight per cent of prescribers said it would be
what is prescribed AND dispensed to their patients. Italy acceptable for a pharmacist to determine which bio-
prescribers expressed the highest importance in hav- logical to dispense on initiation of treatment, but
ing sole authority to decide the medicine, while France would require clinician agreement in advance

prescribers expressed the least. Switzerland prescribers
expressed the highest importance in having the ability
to deny a pharmacist’s substitution, while UK prescribers
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naive patient. About 20% are uncomfortable in prescrib-
ing a biosimilar to a naive patient; twice as many (40%)
are uncomfortable with switching a stable patient from
an originator to a biosimilar. France, Switzerland and
UK prescribers are most comfortable with prescribing a
biosimilar to a naive patient, while Spain prescribers are
the least comfortable with switching a stable patient to a
biosimilar.

e Prescriber Switch versus Third-Party Switch — Comfort
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