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ABSTRACT
Objective: To establish, in the context of the revised
European Pharmacovigilance Directive and based on
physicians’ perspectives, how Summaries of Product
Characteristics (SmPCs) could be more user friendly
and better support physicians’ interactions with
patients, thereby improving patients’ own
understanding of their medicines.
Design: Qualitative focus group discussions (step 1),
development of an alternative SmPC (step 2) and an
online quantitative survey (step 3) comparing the
alternative SmPC to the currently approved version.
Setting: Office-based physicians (n=218) from all
federal states of Germany.
Participants: 218 German physicians participated,
with an equal representation of office-based general
practitioners and specialists. For step 1 (n=18),
physicians were recruited who frequently consulted
SmPCs.
Outcome measures: Planned and performed:
Mayring’s qualitative content analysis of focus group
discussions (step 1), rating on a five-point Likert scale of
preference of current versus alternative SmPCs (step 3).
Results: Physicians confirmed the importance of
SmPCs as a comprehensive source of medicinal product
information, but were moderately satisfied with the
current SmPCs, utilised it infrequently and were more
likely to engage additional sources of information. The
alternative SmPC was consistently preferred. It differed in
the way information for particular patient groups was
presented, included additional sections (synopsis,
checklist for patient information) and used a tabular
format. Physicians indicated that SmPCs should be
available with search and hyperlink functions, as well as
be automatically updated and integrated in available
practice software or similar solutions.
Conclusions: This research contributes to the
development of an official, reliable medicinal product
information system meeting the needs of a modern
information society while providing the reliability of an
officially authorised source. In the context of health
literacy, SmPCs should be established as the primary
information source for healthcare professionals to ensure
compliant and safe utilisation of medicinal products.

INTRODUCTION
Context of the study
Summaries of Product Characteristics
(SmPCs) and patient information leaflets
(PILs) are the only officially approved infor-
mation on prescription-only medicinal pro-
ducts addressing healthcare professionals
(HCPs) and patients.1 While considerable

ARTICLE SUMMARY

Article focus
▪ Explore physicians’ perspectives on Summaries of

Product Characteristics (SmPCs) in the context of
the newly revised (2010) Pharmacovigilance
Directive of the European Union.

▪ Create and test a more user-friendly SmPC to
better support physicians’ interactions with
patients, thereby contributing to a better under-
standing by patients about their medicines.

▪ In addition, explore the links to health literacy as
patient understanding is a component of the
multidimensional concept of health literacy.

Key messages
▪ Physicians confirmed the importance of SmPCs

as a comprehensive source of medicinal product
information and were only moderately satisfied
with the current SmPC.

▪ A newly created SmPC version was consistently
preferred over the current version. It differed in
the way information for particular patient groups
was presented, included additional sections (syn-
opsis and checklist for patient information) and
was in a tabular format.

▪ User-friendly SmPCs used in conjunction with
equally well-written patient information leaflets
can improve the dialogue between healthcare
professionals (HCPs) and their patients.
Improvement of SmPCs is also expected to con-
tribute indirectly to improving patient under-
standing. This, in turn, contributes to safer use
of medicines and improves decision making by
patients about their medicines.

Vromans L, Doyle G, Petak-Opel S, et al. BMJ Open 2013;3:e003033. doi:10.1136/bmjopen-2013-003033 1

Open Access Research

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2013-003033 on 21 A

ugust 2013. D
ow

nloaded from
 

http://dx.doi.org/10.1136/bmjopen-2013-003033
http://dx.doi.org/10.1136/bmjopen-2013-003033
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/


effort has been made to explore the patients’ needs in
terms of information content and to ensure that the
information is clear and understandable for the target
audience, few studies exist which focus on information
sources for medicinal products and SmPC usage by phy-
sicians. Nevertheless, SmPCs are an important primary
information source for HCPs and, together with PILs,
may also serve as a tool to enhance the HCP–patient
communication.
However, the usefulness and comprehensibility of

the current SmPCs and PILs remain questionable.2

The importance of this issue is reflected in the
Pharmacovigilance Directive (Directive 2010/84/EC,
amending Directive 2001/83/EC),3 which requires the
European Commission to have produced an assessment
report on the current shortcomings of SmPCs and PILs
by 1 January 2013. Further, the Commission shall, if
appropriate, make proposals to improve the readability,
layout and content of these documents involving rele-
vant stakeholders (article 59(4) of Directive 2001/83/
EC, as amended).3

This study enhances the existing knowledge of how
physicians assess and employ SmPCs in their current
format. On the basis of this information, an alternative
format has been developed through focus groups with
physicians and evaluated through a web-based survey.
Patient understanding is a component of health liter-

acy, which is defined as the set of competencies a person
possesses to access, understand, appraise and apply
health information in order to make judgements and
take decisions in everyday life concerning healthcare,
disease prevention and health promotion to maintain or
improve quality of life during the life course.4 A recent
European study found that across eight European coun-
tries, 47% of the population have limited health liter-
acy.5 This finding highlights the need for all
stakeholders to take action to optimise the health

literacy of their patient group. Improving the design and
readability of SmPCs for the purpose of enhancing phys-
ician–patient dialogue is one such action within this
multidimensional concept of health literacy.
Improvements in the readability of information on

medicinal products may improve patients’ understand-
ing of such products. In turn, this may improve adher-
ence to treatment regimens, health outcomes and
patient safety.6

Medicinal product information sources used
Research has shown that patients use a wide range of
information sources including HCPs, PILs, electronic
media (television and internet), other public media (eg,
magazines) and non-expert help (such as friends and
family).7 8 The primary source of information for
patients is direct consultation of the physician.7–12

Patients also assign physicians a central role in the man-
agement of information when discussing the additional
information they have retrieved from other sources with
them.8 13

In contrast, physicians use specialised internet-based
electronic databases, specialised press and websites as
research on information needs of physicians and infor-
mation sources used by physicians as shown.14 While a
wealth of information is available through these means,
considerable uncertainty exists over the reliability of
such information.14 Physicians still have some reserva-
tions regarding virtual information sources compared
with traditional media, such as journals and books.15 In
a recent study investigating physicians’ utilisation of
information presented in the SmPC email alerts, web
pages/portals and medicinal product compendiums
were considered as the best sources for receiving medi-
cinal product safety information and the level of knowl-
edge taken from SmPCs was found to be generally lower
than expected.16 In the USA, only 10% of physicians
were reported to have actually read the SmPCs or PILs
of the medicinal products they prescribed.17 Another
study showed that due to the use of other information
sources, physicians had knowledge of drug interactions
which were not adequately described in SmPCs. It was
found that the interactions were properly included in
the SmPCs related to the originator product but were
not (yet) considered in the SmPCs related to some
generic products.18 Computerised systems of informa-
tion on medicinal products integrated in prescribing
systems have successfully been introduced in some coun-
tries, for example, in the Anglo-American regions, but
such systems are not standard practice.19 20

The role of information in the health system (health
literacy)
Within the literature, health literacy has been viewed as
an asset and as a clinical risk.21 The conceptualisation of
health literacy as an asset implies that health literacy is
an empowering device, enabling patients to self manage
their disease. Health literacy is partly knowledge based

ARTICLE SUMMARY

Strengths and limitations of this study
▪ The outcome of this research may add to the development of a

medicinal product information system that will meet the needs
of a modern information society while providing the reliability
of an officially authorised source.

▪ The representative sample of physicians, as well as the the use
of focus groups together with a survey, provides a sufficient
degree of reliability, credibility, dependability and confirmability
of the research findings to allow a number of general conclu-
sions to be drawn.

▪ However, future research could investigate whether more
complex SmPC documents can also be transferred to the alter-
native template and whether electronic interactive media can
further address different information needs. Further research
should also take into account the perspectives and needs of
other HCPs, such as pharmacists, and of HCPs from other
European countries operating in a different context (eg, using
information embedded in electronic decision support systems).
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and may be enhanced through patient education and
effective health communication. The concept of health
literacy as a clinical risk stems from the notion that poor
health literacy skills may be a potential risk, which can
undermine effective clinical care. There is a need for
such a risk to be identified and managed within the
context of clinical care. Studies of patients with chronic
obstructive pulmonary disease and asthma suggest that
adherence to medication regimens may be less than
50%. In this domain, improved patient education
addressing complex treatment regimens and demanding
inhalation techniques might lead to increased adher-
ence rates.22

The existing literature indicates that information for
physicians which is used to enhance the physician–
patient dialogue is an important means of improving
health literacy and patient autonomy.23 However, studies
have demonstrated that physicians overestimate the liter-
acy levels of their patients24–26 and that patients often do
not understand the information provided by their phys-
ician.5 Furthermore, studies have found that patients
recall less than 50% of what they are told during consul-
tations27–29 and that patients and doctors often have
conflicting views surrounding the key messages from a
consultation.30–32

Rosenfeld et al33 highlighted the importance of com-
munication skills (speaking and listening) in the man-
agement of chronic illness. Effective communication can
be achieved through the use of a variety of techniques:
using plain language during physician–patient consulta-
tions, using the teachback or talkback method and using
images, diagrams and other visual aids to explain health
matters. Schillinger et al27 and Weiss et al34 found that
such techniques, which can improve physician–patient
dialogue, are infrequently employed by physicians.

METHODS
In order to investigate the demands physicians make on
SmPCs as the primary source of information on medi-
cinal products, a three-step approach was taken.
Office-based physicians were recruited for participation
in the study from all federal states of Germany. The
groups for steps 1 and 3 comprised general practitioners
(GPs) and physicians of medical specialties in order to
cover a variety of professional perspectives and to iden-
tify expected differences in their needs for information.
Step 1 comprised focus groups35 led by experienced
interviewers, in which physicians who frequently consult
SmPCs discussed the strengths and weaknesses of SmPCs
and provided suggestions on ways to improve the cur-
rently authorised SmPC format.36 Step 2 involved the sys-
tematic content analysis37 of the focus groups and an
alternative SmPC template was developed. Step 3
involved the completion of the alternative SmPC tem-
plate with specific product information. This was evalu-
ated and compared with the current version by
physicians via a survey. A process of ‘validation’ was also

undertaken due to the fact that information gathered
during the focus groups contained subjective statements
and, as such, it was necessary to independently confirm
and quantify all results.

Step 1: focus group discussions (qualitative part)
Eighteen physicians participated in four focus groups,
with four to five participants in each focus group. Each
group discussion lasted approximately 120 min. One
interviewer conducted non-directive interviews applying
projective and explorative techniques in order to obtain
unbiased and genuine statements from the physicians as
the experts in handling medicinal product information
regarding the following topics (for the detailed interview
guide, please refer to online supplementary appendix V):
▸ General significance, personal relevance of and satis-

faction with SmPCs;
▸ Positive and negative features of the currently

approved SmPC examples/suggestions for improve-
ments regarding content, structure and dissemination
of SmPCs;

▸ Relevance of patient information and package inserts;
▸ Relevance, logical structure, level of detail, density of

information and formal aspects of individual SmPC
sections;

▸ Final recommendations regarding the SmPC struc-
ture as a basis for a new template.
Two experts analysed the transcripts of each focus

group discussion according to Mayring’s qualitative
content analysis. This method of text analyses gives pri-
ority to intersubjective agreement while preserving the
richness of meanings.37

Step 2: development of an alternative SmPC
On the basis of the data gathered during the focus
groups (see section Shortcomings and potential for opti-
misation of SmPCs), an alternative SmPC template was
developed. This template was completed with informa-
tion related to a simvastatin product. Simvastatin was
chosen as a sample medicinal product because it is widely
known among physicians and thus ideal for presentation
to the group of study participants comprising GPs and
specialists. Furthermore, the complexity of SmPCs
related to simvastatin was considered average and repre-
sentative of a wider range of medicinal products.

Step 3: comparison of current and alternative SmPCs
(quantitative part)
The alternative and the currently approved versions of
SmPCs for a simvastatin product with identical informa-
tion content in the German language (see English trans-
lation in online supplementary appendices I and II)
were presented to 200 physicians for evaluation regard-
ing usability, appearance and time saving. This evalu-
ation was performed via a web-based survey. For details
about wording and scaling, please see the questionnaire
in online supplementary appendix III.
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Demographic data and data related to medicinal
product information retrieval (sources of medicinal
product information used and personal relevance of
sources) were explored, as well as the physician’s atti-
tude towards the current SmPCs (frequency of usage,
general satisfaction, frequency of updating and mode
of filing).
The questions related to the SmPC validation included

the following activities:
▸ Structure of SmPCs: intuitive ranking of selected

items by personal relevance (before and after evalua-
tions of the alternative SmPC);

▸ Usability and readability: evaluation of the new sec-
tions ‘summary’ and ‘checklist for patient education’
(alternative SmPCs for simvastatin film-coated
tablets);

▸ Preference of current versus alternative SmPCs,
selected sections (see figure 1);

▸ Usability: evaluation of the aggregate section ‘general
and administrative information’ (only the idea was
presented; no example was given in the alternative
SmPC and reference to standard classifications (eg,
drug risk classes like cytostatics or vulnerable popula-
tions like pregnant women);

▸ Preference of the current versus the alternative
SmPC: evaluation by different perception factors (see
figure 1B) and overall preference;

▸ Specification of the ideal medium and format of
SmPCs/impact on usage.
Physicians rated satisfaction, usability, readability and

prognosis of usage of the alternative SmPC on a five-
point Likert scale.
Physicians also expressed their preferences for the

current or the alternative SmPC on a five-point Likert
scale. Data were not only evaluated using descriptive sta-
tistics, but also recalculated to be displayed as mean dif-
ferences including 95% CI to a neutral midpoint which
indicate no preference for one or the other option.

RESULTS
Characteristics of participants and sources of medicinal
product information
The group of physicians participating in this study was
balanced in terms of gender and age (see online supple-
mentary appendix VI). An equal representation of office-
based GPs and specialists, mainly diabetologists and cardi-
ologists, was chosen. In step 3, physicians reported the
sources they used for information retrieval on medicinal
products (figure 2). Medical journals were the most fre-
quently reported source of information (69% of respon-
ders). However, only 37% found this source to be relevant.
Publishing house websites were chosen as the least popular
source (23%), and websites of the manufacturers as the
least relevant source (3%). While the usage of SmPCs was
indicated quite frequently (54%), their relevance ranked
at a lower level (24%). Likewise, among the internet
portals, SmPCs (http://www.fachinfo.de) constituted only
one source of medium usage (49%) among others.

SmPC usage profiles
In the recruitment process, eligibility to participate in
the focus group in step 1 required physicians to fre-
quently consult SmPCs. The analysis of the statements in
the focus group discussions revealed that physicians gen-
erally considered SmPCs to be a highly useful source of
medicinal product information because they contain all
important information on a medicinal product.
Physicians highlighted their need for information on
medicinal products particularly when prescribing new
active substances. They indicated that the use of SmPCs
on a regular basis was currently impractical. Rather than
consulting SmPCs repeatedly, they stated a preference
for other sources such as the ‘Rote Liste’ (German drug
compendium) or any software in practice.
In the survey (step 3), 54% of the physicians indicated

their use of SmPCs as an information source about
medicinal products but few attributed relevance (24%)

Figure 1 Preference of current

versus alternative Summaries of

Product Characteristics (SmPCs)

by (a) section and (b) perception

factors.
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to SmPCs. Approximately 33% stated that they read
SmPCs more than once a week, 22% read them once a
week, while 46% used them less frequently.
Overall (total N=200), more physicians were satisfied

with SmPCs (42% of respondents) than dissatisfied

(11%), but only 4% were very satisfied, which might be
due to the low relevance reported (table 1). Almost
equal proportions of the physicians using SmPCs
(N=107) indicated that they systematically filed SmPCs
or did not file or dispose of them (31%, 33% and 36%,

Table 1 Evaluation of additional sections to the Summaries of Product Characteristics (SmPCs)/satisfaction with current and

usage of ideal SmPCs

Percentage of responders (frequency)

Legend

Scale

Legend1 2 3 4 5

Brief summary

Not useful at all 1.0% (2) 4.5% (9) 21% (42) 51.5% (103) 22% (44) Very useful

Not user friendly at all 0% (0) 4.5% (9) 22.0% (44) 51.0% (102) 22.5% (45) Very user-friendly

Checklist for patient information

Not useful at all 2.0% (4) 3.0% (6) 10.0% (20) 49.0% (98) 36.0% (72) Very useful

Not user friendly at all 1.0% (2) 0.5% (1) 13.5% (27) 54.0% (108) 31.0% (108) Very user-friendly

General and administrative information

Not useful at all 0.5% (1) 4.5% (9) 23.0% (46) 55.0% (110) 17.0% (34) Very useful

Not useful at all 1.5% (3) 5.5% (11) 20.5% (41) 50.0% (100) 22.5% (45) Very useful

Current SmPCs: general satisfaction

Not satisfied at all 1.0% (2) 9.5% (19) 48.0% (96) 38.0% (76) 3.5% (7) Very satisfied

Ideal SmPCs: change in usage intensity

Using them much less intensively 0.0% (0) 0.0% (0) 31.8% (34) 50.5% (54) 17.8% (19) Using them much

more intensively

Ideal SmPCs: change in usage

frequency

Not using them at all 0.0% (0) 2.2% (2) 26.9% (26) 59.1% (55) 11.8% (11) Using them very

frequently

Figure 2 Sources of product

information by usage and

relevance.
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respectively). Some of the physicians retaining SmPCs
(N=68) reported their updating them once every
3 months (25%), 42% once or twice a year, 24% less
often than once a year and 10% never updating them.

Shortcomings and potential for optimisation of SmPCs
(step 1)
From the transcripts of the focus group sessions, physicians
identified the following obstacles in working with SmPCs.
1. The organisation of the content of SmPCs follows a

standard structure regulated by the European
Commission.38 Nevertheless, physicians do not recog-
nise the standard structure due to the fact that the
sections vary from product to product regarding
length and content. Also, the specific information on
one topic may be scattered over different sections.
Classification standards are experienced as inhomo-
geneous between SmPC documents.

2. The handling of hardcopy SmPCs is considered time
consuming, particularly the physical filing and the
search for information without a table of contents or
an index.

3. Updates of SmPCs are only sporadically received;
therefore, it is often unclear if the copy available is
the most up to date (especially in terms of additional
indications).

4. There is a general lack of awareness of the online
sources of SmPCs with the participants of these focus
groups.
Physicians identified the following aspects as crucial

for the development of an alternative SmPC template.
1. Structure: SmPCs should start with a new section and

a tabular summary covering safety issues such as
comedication and overdosing. Further, a new section
concentrating on special patient groups and a section
on information for doctor–patient consultations
should be introduced. The sequence of aspects
within the SmPC sections should be arranged on the
basis of their relevance as perceived by the physi-
cians. Elements that divert attention, such as legal
and administrative information, should be eliminated
from the main text.

2. Format: some information in SmPCs is better pre-
sented in a tabular format than in a text format.

3. Medium for dissemination: physicians expressed a
clear preference for electronic, internet-based ver-
sions of SmPCs presented in a Wikipedia-style website
layout allowing for the separation of material and the
use of hyperlinks to additional detailed information
that might not be needed in daily practice, such as
clinical pharmacology or PILs for printout. Further
assets would be an update service or integration of
SmPCs into practice software.

Development of an alternative SmPC (step 2)
The primary objective in redesigning the current SmPCs
was to apply a strict focus on the patient and the treat-
ment and not on the medicinal product. This resulted

in presentation of information in accordance to specific
patient groups, for example, within the ‘warnings’ and
‘dosing instructions’ sections. Furthermore, the alterna-
tive SmPC template differed from the currently
approved structure by the introduction of three add-
itional sections (a synopsis at the beginning, a section
comprising information related to and sorted by special
patient groups and a checklist for patient information/
consultation) and a tabular format for most sections
instead of continuous text. The testing of additional
interactive elements which could further enhance the
user-friendly nature of the template was not within the
scope of this study.

Comparison of current and alternative SmPCs (quantitative
part and ‘validation of alternative SmPC’ (step 3)
Ranking items of SmPCs
Physicians had indicated in step 1 of this project that
SmPCs would benefit from organising items in the order
of relevance to the treating physician. Figure 3 shows how
physicians rated selected items of SmPCs (most relevant
on top). As compared with the current structure, they
attributed higher relevance to ‘contraindications’ and
‘undesired effects’, while ‘posology and method of
administration’, ‘pharmaceutical form’, ‘shelf life’ and
‘special precautions for disposal’ were considered less
important. Interestingly, there was a very high consistency
between the first ranking and the second ranking before
and after comparison of the current and the alternative
SmPCs (Spearman rank correlation, r=0.99; p>0.001).

Evaluation of new sections
Physicians responded positively to the newly introduced
sections ‘synopsis’ and ‘checklist for patient information’
in the alternative SmPC (table 1). The majority of physi-
cians who evaluated the synopsis viewed the checklist as
useful and were satisfied with the readability of both.
The proposed improvements for presenting general and

administrative information and including references to
standard classifications were also considered to be useful.

Comparison of the alternative SmPC with the current SmPC
by selected sections and perception factors
Direct comparisons between the current and the alterna-
tive SmPC revealed that preferences for each of the indi-
vidual selected sections were all in favour of the
alternative SmPC (all p < 0.001; figure 1A).
A robust positive evaluation in favour of the alternative

SmPC was found for most of the perception factors
tested. Only for the factors ‘respectability’ and ‘compre-
hensiveness’ was there no clear advantage of the alterna-
tive over the current SmPC. Notably, there was no
positive tendency towards the current SmPC in any per-
ception factor (figure 1B).
Overall, that is, considering the structure and the way

the information is presented, physicians preferred the
alternative SmPC over the current version for use in real
life (p < 0.001; figure 1A).
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Ideal medium of SmPCs dissemination and impact of
supposed changes on usage
A total of 77% of physicians regarded the internet as the
best channel for distribution of SmPCs, followed by
manufacturer email newsletters (50%), manufacturer
mail services (40%), colleagues (39%) and medical
representatives (36%). Physicians favoured the availabil-
ity of a print copy in addition to an electronic version
(72%). Only 4% considered a print copy as sufficient,
while 20% of physicians would accept an electronic
version only.
A total of 68% of SmPCs users (total N=107) and 71%

of SmPCs non-users (total N=93) indicated that they
would use an ideal SmPC (SmPCs complying with the
respondents’ wishes regarding structure and format)
more intensely or more frequently (table 1).

SUMMARY AND DISCUSSION
In a three-step approach, this study addressed the
demands physicians made on SmPCs to become the
primary source of medicinal product information. In the
first step, the importance of SmPCs as a comprehensive
source for medicinal product information was confirmed
while deficits, such as disorganised information, poor
layout and unavailability of a modern, searchable format
containing hyperlinks, were identified. These hamper
readability and usability and render the officially
approved information on a medicinal product (SmPCs),
a document with only limited relevance in practice.
Comparable findings which identified the current struc-
ture as a major drawback of SmPCs were illustrated in a
study involving Swedish physicians.20 On the basis of the
findings, an alternative SmPC was created. When

compared with the current version, the alternative
SmPC developed during this study was unambiguously
preferred in nearly all of the aspects under investigation,
and options for the further development of SmPCs were
highlighted.

Innovative SmPC elements to target health literacy of
patients
In the focus group discussions and the assessments of
the current and proposed alternative SmPC, physicians
expressed their wish for a more patient-focused SmPC.
Suggestions for improvement had been addressed with
the presentation of information in a tabular format (see
online supplementary appendix II, sections ‘Special
warnings and precautions for use’, page 5, ‘Posology,
method and duration of administration’, page 2,
‘Clinical studies’, page 10), with the introduction of new
sections for quick orientation (see online supplementary
appendix II, section ‘synopsis’, page 1) and for support
of doctor–patient consultations (see online supplemen-
tary appendix II, section ‘Checklist for patient informa-
tion/consult, page 11). In addition, the need for a
printable PIL was suggested. As shown by the results of
the subsequent quantitative assessment, physicians
attested to the alternative SmPC for better comprehensi-
bility and usefulness as compared to the current version.
The provision of medical information in an easily

understandable format is a key recommendation of
health literacy experts.4 6 Although SmPCs are primarily
used by HCPs, they do not only contain all the necessary
information about a medicinal product to be communi-
cated to a patient but can also, in alignment with a user-
friendly PIL, serve as a tool to facilitate the doctor–

Figure 3 Organisation of Summaries of Product Characteristics (SmPC) items (selected items, N=200).
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patient dialogue. Since patients still prefer direct conver-
sation with doctors, improving the usability of SmPCs
may contribute to better doctor–patient communication
and ultimately increase the ability of patients to under-
stand the medicine concerned.
Interestingly, although the current SmPC is written

according to a fixed template of headings, physicians do
not perceive the documents as standardised because the
sections vary from product to product in terms of length
and content. This undermines the ability to locate infor-
mation. Therefore, it is important to develop a standard
format and structure that is independent of the amount
and complexity of the information to be presented. The
tabulated format used in our experiment was favourably
accepted. An electronic, Wikipedia-style website layout
could further reinforce the benefit of such a format.
The new structure should also take into account the
need voiced by HCPs to receive more clustered informa-
tion for special patient groups, while acknowledging at
the same time that many patients will belong to more
than one group, so the information should not be too
compartmentalised.

Limitations of the project: areas of future research
The representative sample of physicians (across
Germany, involving specialists and GPs), as well as the
use of focus groups together with a survey, provides a
sufficient degree of stability, reliability, credibility,
dependability and confirmability of the research find-
ings39 to allow a number of general conclusions to be
drawn. It was expected that the information on the
needs of GPs and specialists might differ, and therefore
evaluations would depend on the professional focus and
the different scope for prescribing medicinal products.
However, detailed analyses revealed only a few minor dif-
ferences in the extent of the positive evaluation of the
alternative SmPC between GPs, cardiologists and diabe-
tologists that seemed unrelated to professional needs
(see online supplementary appendix IV). These,
together with the fact that other specialist groups or
other HCPs were not engaged in the research, did not
enable further conclusions to be made. In addition, the
SmPC structure will be valid for all medicinal products.
Different information needs may be addressed by elec-
tronic interactive media.
In our study, the alternative version of SmPC pre-

served the content as required by current regulations
while optimising readability, which was confirmed
through a web-based survey. Superiority over the current
SmPC regarding usability in an applied context of
medical decision-making needs to be explored. In
further tests, it should also be investigated whether more
complex SmPC documents can be transferred to the
alternative template and whether they are evaluated as
positively as the alternative SmPC developed in this
study. In addition to personal preferences, alternative
SmPC versions might also be tested for
comprehensibility.

Beyond the perspectives and needs of German physi-
cians, the ideas of other HCPs, such as pharmacists, and
of HCPs from other European countries also need to be
studied. They may provide additional and differing per-
spectives on the use of information on medicinal pro-
ducts embedded in electronic decision support systems,
which are not yet generally established in Germany. The
existing applications are not harmonised as yet and have
not been a focus of this study. Further research is
needed to address these topics as well as systems for web-
based access and update handling. Version control and
the rapid provision of newly updated information to sta-
keholders have been flagged as a particular challenge to
be addressed.18 The extent to which a web-based
approach can solve this problem needs to be further
investigated. Integration of categorisation classes (eg, for
pregnancy, lactation or overdosing) will require stand-
ardisation activities at the European Union (EU) level.

Conclusions
This project was undertaken to engage with physicians
and to explore their perspectives as one stakeholder
contributing to the public debate of redesigning SmPCs
in the context of Directive 2010/84/EU. Physicians con-
sider SmPCs as one important source of medicinal
product information, but the actual usage ranks on a
lower level. In the context of health literacy, it is import-
ant to not only support physicians’ knowledge of medi-
cinal products, since they are a primary source of
information for patients, but also to consider SmPCs as
a tool to improve the doctor–patient conversation (to be
used in conjunction with a well-written PIL). Also, other
HCPs rely on SmPCs as a source of information and
knowledge base for patient consultations and their
needs regarding SmPCs should also be considered.
Ultimately, fulfilling these requirements should ensure
the compliant and safe utilisation of medicinal products.
The outcome of this research provides a validated

example of SmPCs with an innovative structure and
layout, as well as suggestions to access modalities in
order to comply with modern users’ requirements.
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Summary of Product Characteristics 

 
1. NAME OF THE 

MEDICINAL PRODUCT 

 

Simvastatin 5 mg film-coated tablets 

Simvastatin 10 mg film-coated 

tablets  

Simvastatin 20 mg film-coated 

tablets 

Simvastatin 40 mg film-coated 

tablets 

Simvastatin 80 mg film-coated 

tablets 

 

Active substance: Simvastatin 

 

 

2. QUALITATIVE AND 

QUANTITATIVE 

COMPOSITION 

 

Simvastatin 5 mg film-coated 

tablets: Each tablet contains 5 mg of 

simvastatin. 

Simvastatin 10 mg film-coated 

tablets: Each tablet contains 10 mg 

of simvastatin. 

Simvastatin 20 mg film-coated 

tablets: Each tablet contains 20 mg 

of simvastatin. 

Simvastatin 40 mg film-coated 

tablets: Each tablet contains 40 mg 

of simvastatin. 

Simvastatin 80 mg film-coated 

tablets: Each tablet contains 80 mg 

of simvastatin. 

 

Excipient: Lactose monohydrate 

Each simvastatin 5 mg film-coated 

tablet contains 75.7 mg of lactose 

monohydrate 

Each simvastatin 10 mg film-coated 

tablet contains 70.7 mg of lactose 

monohydrate 

Each simvastatin 20 mg film-coated 

tablet contains 141.5 mg of lactose 

monohydrate 

Each simvastatin 40 mg film-coated 

tablet contains 283.0 mg of lactose 

monohydrate 

Each simvastatin 80 mg film-coated 

tablet contains 565,8 mg of lactose 

monohydrate 

 

For a full list of excipients, see 

section 6.1. 

 

3. PHARMACEUTICAL 

FORM 

 

Film-coated tablet. 

 

Simvastatin 5 mg film-coated tablets 

Skin-coloured (leather-coloured), 

oval film-coated tablet marked “XX 

123“ on one side and “5“ on the 

other. 

 

Simvastatin 10 mg film-coated 

tablets 

Peach-coloured, oval film-coated 

tabled marked “XX 123“ on one 

side and “10“ on the other. 

 

Simvastatin 20 mg film-coated 

tablets 

Brownish, oval film-coated tabled 

marked “XX 123“ on one side and 

“20“ on the other. 

 

Simvastatin 40 mg film-coated 

tablets 

Brick-red, oval film-coated tablet 

marked “XX 123“ on one side and 

“40“ on the other. 

 

Simvastatin 80 mg film-coated 

tablets 

Brick-red, capsule-shaped film-

coated tablet marked ”XX 123“ on 

one side and ”80“ on the other. 

 

 

4. CLINICAL PARTICULARS 

 

4.1 Therapeutic indications 

 

Hypercholesterolaemia 

Treatment of primary or mixed 

hyperlipidaemia, as an adjunct to 

diet, when response to diet and other 

non-pharmacological treatments 

(e.g. exercise, weight reduction) is 

inadequate. 

 

Treatment of homozygous familial 

hypercholesterolaemia as an adjunct 

to diet and other lipid-lowering 

treatments (e.g. LDL apheresis) or if 

such treatments are not appropriate. 

 

Cardiovascular prevention 

Reduction of cardiovascular 

mortality and morbidity in patients 

with manifest atherosclerotic 

cardiovascular disease or diabetes 

mellitus, with either normal or 

increased cholesterol levels, as an 

adjunct to correction of other risk 

factors and other cardioprotective 

therapy (see section 5.1). 

 

4.2 Posology and method of 

administration 

 

The dosage range is 5-80 mg/day 

given orally as a single dose in the 

evening. Adjustments of dosage, if 

required, should be made at intervals 

of not less than 4 weeks, to a 

maximum of 80 mg/day given as a 

single dose in the evening. The 80-

mg dose is only recommended in 

patients with severe 

hypercholesterolaemia and at high 

risk for cardiovascular 

complications who have not 

achieved their treatment goals on 

lower doses and when the benefits 

are expected to outweigh the 

potential risks (see sections 4.4 and 

5.1). 

  

Hypercholesterolaemia  

The patient should be placed on a 

standard cholesterol-lowering diet, 

and should continue on this diet 

during treatment with simvastatin. 

The usual starting dose is 

10-20 mg/day given as a single dose 

in the evening. Patients who require 

a large reduction in LDL-C (more 

than 45 %) may be started at 

20-40 mg/day given as a single dose 

in the evening.  Adjustments of 

dosage, if required, should be made 

as specified above. 

 

Homozygous familial 

hypercholesterolaemia 

Based on the results of a controlled 

clinical study, the recommended 
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starting dosage is simvastatin 

40 mg/day in the evening. 

Simvastatin should be used as an 

adjunct to other lipid-lowering 

treatments (e.g. LDL apheresis) in 

these patients or if such treatments 

are unavailable. 

 

Cardiovascular prevention 

The usual dose of simvastatin is 20 

to 40 mg/day given as a single dose 

in the evening in patients at high risk 

of coronary heart disease (CHD, 

with or without hyperlipidaemia).
 

Drug therapy can be initiated 

simultaneously with diet and 

exercise. Adjustments of dosage, if 

required, should be made as 

specified above. 

 

Concomitant therapy 

Simvastatin is effective alone or in 

combination with bile acid 

sequestrants. Dosing should occur 

either > 2 hours before or > 4 hours 

after administration of abile acid 

sequestrant.. 

 

In patients taking simvastatin 

concomitantly with fibrates, other 

than gemfibrozil (see section 4.3) or 

fenofibrate, the dose of simvastatin 

should not exceed 10 mg/day. In 

patients taking amiodarone, 

amlodipine, verapamil, or diltiazem 

concomitantly with simvastatin, the 

dose of simvastatin should not 

exceed 20 mg/day. (See sections 4.4 

and 4.5.). 

 

Dosage in renal insufficiency  

No modification of dosage should be 

necessary in patients with moderate 

renal insufficiency.  In patients with 

severe renal insufficiency (creatinine 

clearance  30 ml/min), dosages 

above 10 mg/day should be carefully 

considered and, if deemed 

necessary, implemented cautiously.  

 

Use in the elderly  

No dosage adjustment is necessary. 

 

 

 

Use in children and adolescents (10 

to 17 years of age) 

For children and adolescents (boys 

Tanner Stage II and above and girls 

who are at least one year post-

menarche, 10-17 years of age) with 

heterozygous familial 

hypercholesterolaemia, the 

recommended usual starting dose is 

10 mg once a day in the evening. 

Children and adolescents should be 

placed on a standard cholesterol-

lowering diet before simvastatin 

treatment initiation; this diet should 

be continued during simvastatin 

treatment.  

 

The recommended dosing range is 

10-40 mg/day; the maximum 

recommended dose is 40 mg/day. 

(siehe Abschnitt 4.4). Doses should 

be individualized according to the 

recommended goal of therapy as 

recommended by the paediatric 

treatment recommendations (see 

section 4.4). Adjustments should be 

made at intervals of 4 weeks or 

more. 

 

The experience with simvastatin in 

pre-pubertal children is limited. 

 

 

4.3 Contraindications 

 

 Hypersensitivity to simvastatin or 

to any of the excipients. 

 Active liver disease or 

unexplained persistent elevations 

of serum transaminases. 

 Pregnancy and lactation (see 

section 4.6). 

  Concomitant administration of 

potent CYP3A4 inhibitors 

(e.g. itraconazole, ketoconazole, 

posaconazole), HIV protease 

inhibitors (e.g. nelfinavir), 

erythromycin, clarithromycin, 

telithromycin and nefazodone (see 

sections 4.4 and 4.5). 

 Concomitant administration of 

gemfibrozil, ciclosporin, or 

danazol (see sections 4.4 and 4.5). 

 

4.4 Special warnings and 

precautions for use  

 

Myopathy/Rhabdomyolysis 

Simvastatin, like other inhibitors of 

HMG-CoA reductase, occasionally 

causes myopathy manifested as 

muscle pain, tenderness or weakness 

with creatine kinase (CK) above 

ten times the upper limit of normal 

(ULN). Myopathy sometimes takes 

the form of rhabdomyolysis with or 

without acute renal failure 

secondary to myoglobinuria, and 

very rare fatalities have occurred. 

The risk of myopathy is increased 

by high levels of HMG-CoA 

reductase inhibitory activity in 

plasma. 

 

As with other HMG-CoA reductase 

inhibitors, the risk of 

myopathy/rhabdomyolysis is dose 

related. In a clinical trial database in 

which 41,413 patients were treated 

with simvastatin, 24,747 

(approximately 60 %) of whom were 

enrolled in studies with a median 

follow-up of at least 4 years, the 

incidence of myopathy was 

approximately 0.03 %, 0.08 % and 

0.61 % at 20, 40 and 80 mg/day, 

respectively. In these trials, patients 

were carefully monitored and some 

interacting medicinal products were 

excluded. 

 

In a clinical trial in which patients 

with a history of myocardial 

infarction were treated with 

simvastatin 80 mg/day (mean 

follow-up 6.7 years), the incidence 

of myopathy was approximately 

1.0 % compared with 0.02 % for 

patients on 20 mg/day. 

Approximately half of these 

myopathy cases occurred during the 

first year of treatment. The 

incidence of myopathy during each 

subsequent year of treatment was 

approximately 0.1 %. (See sections 

4.8 and 5.1.) 

 

The risk of myopathy is greater in 

patients on simvastatin 80 mg 

compared with other statin-based 
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therapies with similar LDL-C-

lowering efficacy. Therefore, the 

80-mg dose of simvastatin should 

only be used in patients with severe 

hypercholesterolemia and at high 

risk for cardiovascular 

complications who have not 

achieved their treatment goals on 

lower doses and when the benefits 

are expected to outweigh the 

potential risks. In patients taking 

simvastatin 80 mg for whom an 

interacting agent is needed, a lower 

dose of simvastatin or an alternative 

statin-based regimen with less 

potential for drug-drug interactions 

should be used (see below Measures 

to reduce the risk of myopathy 

caused by medicinal product 

interactions and sections 4.2, 4.3, 

and 4.5). 

 

 

Creatine Kinase measurement  

Creatine Kinase (CK) should not be 

measured following strenuous 

exercise or in the presence of any 

plausible alternative cause of CK 

increase as this makes value 

interpretation difficult. If CK levels 

are significantly elevated at baseline 

( 5 x ULN), levels should be re-

measured within 5 to 7 days later to 

confirm the results. 

 

Before treatment 

All patients starting therapy with 

simvastatin, or whose dose of 

simvastatin is being increased, 

should be advised of the risk of 

myopathy and told to report 

promptly any unexplained muscle 

pain, tenderness or weakness.  

 

Caution should be exercised in 

patients with pre-disposing factors 

for rhabdomyolysis. In order to 

establish a reference baseline value, 

a CK level should be measured 

before starting a treatment in the 

following situations: 

 

 Elderly (age  65 years) 

 Female gender 

 Renal impairment 

 Uncontrolled hypothyroidism 

 Personal or familial history of 

hereditary muscular disorders  

 Previous history of muscular 

toxicity with a statin or fibrate  

 Alcohol abuse. 

 

In such situations, the risk of 

treatment should be considered in 

relation to possible benefit, and 

clinical monitoring is recommended. 

If a patient has previously 

experienced a muscle disorder on a 

fibrate or a statin, treatment with a 

different member of the class should 

only be initiated with caution. If CK 

levels are significantly elevated at 

baseline ( 5 x ULN), treatment 

should not be started. 

 

Whilst on treatment 

If muscle pain, weakness or cramps 

occur whilst a patient is receiving 

treatment with a statin, their CK 

levels should be measured. If these 

levels are found, in the absence of 

strenuous exercise, to be 

significantly elevated ( 5 x ULN), 

treatment should be stopped. If 

muscular symptoms are severe and 

cause daily discomfort, even if CK 

levels are  5 x ULN, treatment 

discontinuation may be considered. 

If myopathy is suspected for any 

other reason, treatment should be 

discontinued. 

 

If symptoms resolve and CK levels 

return to normal, then re-

introduction of the statin or 

introduction of an alternative statin 

may be considered at the lowest 

dose and with close monitoring.  

 

A higher rate of myopathy has been 

observed in patients titrated to the 

80 mg dose (see section 5.1). 

Periodic CK measurements are 

recommended as they may be useful 

to identify subclinical cases of 

myopathy. However, there is no 

assurance that such monitoring will 

prevent myopathy. 

 

Therapy with simvastatin should be 

temporarily stopped a few days prior 

to elective major surgery and when 

any major medical or surgical 

condition supervenes. 

 

Measures to reduce the risk of 

myopathy caused by medicinal 

product interactions (see also 

section 4.5) 

The risk of myopathy and 

rhabdomyolysis is significantly 

increased by concomitant use of 

simvastatin with potent inhibitors of 

CYP3A4 (such as itraconazole, 

ketoconazole, posaconazole, 

erythromycin, clarithromycin, 

telithromycin, HIV protease 

inhibitors (e.g. nelfinavir), 

nefazodone), as well as gemfibrozil, 

ciclosporin, and danazol. Use of 

these medicinal products is 

contraindicated (see section 4.3). 

 

The risk of myopathy and 

rhabdomyolysis is also increased by 

concomitant use of amiodarone, 

amlodipine, verapamil, or diltiazem 

with certain doses of simvastatin 

(see sections 4.2 and 4.5). The risk 

of myopathy, including 

rhabdomyolysis, may be increased 

by concomitant administration of 

fusidic acid with statins (see 

section 4.5). 

 

Consequently, regarding CYP3A4 

inhibitors, the use of simvastatin 

concomitantly with itraconazole, 

ketoconazole, posaconazole, HIV 

protease inhibitors (e.g. nelfinavir), 

erythromycin, clarithromycin, 

telithromycin and nefazodone is 

contraindicated (see sections 4.3 and 

4.5). If treatment with itraconazole, 

ketoconazole, posaconazole, 

erythromycin, clarithromycin or 

telithromycin is unavoidable, 

therapy with simvastatin must be 

suspended during the course of 

treatment. Moreover, caution should 

be exercised when combining 

simvastatin with certain other less 

potent CYP3A4 inhibitors: 

fluconazole, verapamil, diltiazem 

(see sections 4.2 and 4.5). 
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Concomitant intake of grapefruit 

juice and simvastatin should be 

avoided. 

 

The use of simvastatin with 

gemfibrozil is contraindicated (see 

section 4.3). Due to the increased 

risk of myopathy and 

rhabdomyolysis, the dose of 

simvastatin should not exceed 10 mg 

daily in patients taking simvastatin 

with other fibrates, except 

fenofibrate. (See sections 4.2 and 

4.5). 

Caution should be used when 

prescribing fenofibrate with 

simvastatin, as either agent can 

cause myopathy when given alone. 

 

The combined use of simvastatin at 

doses higher than 20 mg daily with 

amiodarone, amlodipine, verapamil, 

or diltiazem should be avoided (see 

sections 4.2 and 4.5). 

 

Patients taking other medicines 

labeled as having a moderate 

inhibitory effect on CYP3A4 

concomitantly with simvastatin, 

particularly higher simvastatin 

doses, may have an increased risk of 

myopathy. 

 

Rare cases of 

myopathy/rhabdomyolysis have 

been associated with concomitant 

administration of HMG-CoA 

reductase inhibitors and 

lipid-modifying doses ( 1 g/day) of 

niacin (nicotinic acid), either of 

which can cause myopathy when 

given alone. Physicians 

contemplating combined therapy 

with simvastatin and 

lipid-modifying doses ( 1 g/day) of 

niacin (nicotinic acid) or products 

containing niacin should carefully 

weigh the potential benefits and 

risks and should carefully monitor 

patients for any signs and symptoms 

of muscle pain, tenderness, or 

weakness, particularly during the 

initial months of therapy and when 

the dose of either medicinal product 

is increased. 

In an interim analysis of an ongoing 

clinical outcomes study, an 

independent safety monitoring 

committee identified a higher than 

expected incidence of myopathy in 

Chinese patients taking simvastatin 

40 mg and nicotinic acid/laropiprant 

2000 mg/40 mg. Therefore, caution 

should be used when treating 

Chinese patients with simvastatin 

(particularly doses of 40 mg or 

higher) co-administered with 

lipid-modifying doses ( 1 g/day) of 

niacin (nicotinic acid) or products 

containing niacin. Because the risk 

of myopathy with statins is dose-

related, the use of simvastatin 80 mg 

with lipid-modifying doses 

( 1 g/day) of niacin (nicotinic acid) 

or products containing niacin is not 

recommended in Chinese patients. It 

is unknown whether there is an 

increased risk of myopathy in other 

Asian patients treated with 

simvastatin co-administered with 

lipid-modifying doses ( 1 g/day) of 

niacin (nicotinic acid) or products 

containing niacin. 
 

If the combination proves necessary, 

patients on fusidic acid and 

simvastatin should be closely 

monitored (see section 4.5). 

Temporary suspension of 

simvastatin treatment may be 

considered. 

 

Hepatic effects 

In clinical studies, persistent 

increases (to > 3 x ULN) in serum 

transaminases have occurred in a 

few adult patients who received 

simvastatin. When simvastatin was 

interrupted or discontinued in these 

patients, the transaminase levels 

usually fell slowly to pre-treatment 

levels. 

 

It is recommended that liver 

function tests be performed before 

treatment begins and thereafter 

when clinically indicated. Patients 

titrated to the 80-mg dose should 

receive an additional test prior to 

titration, 3 months after titration to 

the 80-mg dose, and periodically 

thereafter (e.g., semi-annually) for 

the first year of treatment. Special 

attention should be paid to patients 

who develop elevated serum 

transaminase levels, and in these 

patients, measurements should be 

repeated promptly and then 

performed more frequently. If the 

transaminase levels show evidence 

of progression, particularly if they 

rise to 3 x ULN and are persistent, 

simvastatin should be discontinued. 

Note that ALT may emanate from 

muscle, therefore ALT rising with 

CK may indicate myopathy (see 

above Myopathy/Rhabdomyolysis). 

 

The product should be used with 

caution in patients who consume 

substantial quantities of alcohol. 

 

As with other lipid-lowering agents, 

moderate ( 3 x ULN) elevations of 

serum transaminases have been 

reported following therapy with 

simvastatin. These changes appeared 

soon after initiation of therapy with 

simvastatin, were often transient, 

were not accompanied by any 

symptoms and interruption of 

treatment was not required. 

 

Interstitial lung disease 

Cases of interstitial lung disease 

have been reported with some 

statins, including simvastatin, 

especially with long term therapy 

(see section 4.8). Presenting features 

can include dyspnoea, non-

productive cough and deterioration 

in general health (fatigue, weight 

loss and fever). If it is suspected a 

patient has developed interstitial 

lung disease, statin therapy should 

be discontinued. 

 

Use in children and adolescents 

(10-17 years of age) 

Safety and effectiveness of 

simvastatin in patients 10-17 years 

of age with heterozygous familial 

hypercholesterolaemia have been 

evaluated in a controlled clinical 

trial in adolescent boys Tanner Stage 

II and above and in girls who were 

at least one year post-menarche.  
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Patients treated with simvastatin had 

an adverse experience profile 

generally similar to that of patients 

treated with placebo. Doses greater 

than 40 mg have not been studied 

in this population. In this limited 

controlled study, there was no 

detectable effect on growth or sexual 

maturation in the adolescent boys or 

girls, or any effect on menstrual 

cycle length in girls. (See sections 

4.2, 4.8). Adolescent females should 

be counselled on appropriate 

contraceptive methods while on 

simvastatin therapy (see sections 4.3 

and 4.6). In patients aged < 18 years, 

efficacy and safety have not been 

studied for treatment periods > 48 

weeks' duration and long-term 

effects on physical, intellectual, and 

sexual maturation are unknown. 

Simvastatin has not been studied in 

patients younger than 10 years of 

age, nor in pre-pubertal children and 

pre-menarchal girls. 

 

Excipient  

This product contains lactose. 

Patients with rare hereditary 

problems of galactose intolerance, 

the Lapp lactase deficiency or 

glucose-galactose malabsorption 

should not take this medicine. 

 

4.5 Interaction with other 

medicinal products and other 

forms of interaction 

 

Interaction studies have only been 

performed in adults. 

 

Pharmacodynamic interactions  

 

Interactions with lipid-lowering 

medicinal products that can cause 

myopathy when given alone 

The risk of myopathy, including 

rhabdomyolysis, is increased during 

concomitant administration with 

fibrates. Additionally, there is a 

pharmacokinetic interaction with 

gemfibrozil resulting in increased 

simvastatin plasma levels (see below 

Pharmacokinetic interactions and 

sections 4.3 and 4.4). When 

simvastatin and fenofibrate are 

given concomitantly, there is no 

evidence that the risk of myopathy 

exceeds the sum of the individual 

risks of each agent. Adequate 

pharmacovigilance and 

pharmacokinetic data are not 

available for other fibrates. Rare 

cases of myopathy/rhabdomyolysis 

have been associated with 

simvastatin co-administered with 

lipid-modifying doses ( 1 g/day) of 

niacin (see section 4.4).  

 

Pharmacokinetic interactions 

Prescribing recommendations for 

interacting agents are summarized in 

the table below (further details are 

provided in the text; see also 

sections 4.2, 4.3, and 4.4). 

 
Table 1: 

Drug Interactions Associated with 

Increased  

Risk of Myopathy/Rhabdomyolysis 

 

Interacting agents Prescribing 

recommendations 

Itraconazole 

Ketoconazole 

Posaconazole 

Erythromycin 

Clarithromycin 

Telithromycin 

HIV protease 

inhibitors (e.g. 

nelfinavir) 

Nefazodone 

Ciclosporin 

Danazol 

Gemfibrozil 

 

Contraindicated 

with simvastatin 

Other fibrates 

(except 

fenofibrate) 

Do not exceed 10 mg 

simvastatin daily 

Amiodarone 

Amlodipine 

Verapamil 

Diltiazem 

Do not exceed 20 mg 

simvastatin daily 

Fusidic acid Patients should be 

closely monitored. 

Temporary suspension 

of simvastatin 

treatment may be 

considered. 

Grapefruit juice Avoid grapefruit juice 

when taking 

simvastatin 

 

 

 

 

Effects of other medicinal products 

on simvastatin 

 

Interactions involving inhibitors of  

CYP3A4  

Simvastatin is a substrate of 

cytochrome P450 3A4. Potent 

inhibitors of cytochrome P450 3A4 

increase the risk of myopathy and 

rhabdomyolysis by increasing the 

concentration of HMG-CoA 

reductase inhibitory activity in 

plasma during simvastatin therapy. 

Such inhibitors include itraconazole, 

ketoconazole, posaconazole, 

erythromycin, clarithromycin, 

telithromycin, HIV protease 

inhibitors (e.g. nelfinavir), and 

nefazodone. Concomitant 

administration of itraconazole 

resulted in a more than 10-fold 

increase in exposure to simvastatin 

acid (the active beta-hydroxyacid 

metabolite). Telithromycin caused 

an 11-fold increase in exposure to 

simvastatin acid. 

 

Combination with itraconazole, 

ketoconazole, posaconazole, HIV 

protease inhibitors (e.g. nelfinavir), 

erythromycin, clarithromycin, 

telithromycin and nefazodone is 

contraindicated, as well as 

gemfibrozil, ciclosporin, and 

danazol (see section 4.3). If 

treatment with itraconazole, 

ketoconazole, posaconazole, 

erythromycin, clarithromycin or 

telithromycin is unavoidable, 

therapy with simvastatin must be 

suspended during the course of 

treatment.  Caution should be 

exercised when combining 

simvastatin with certain other less 

potent CYP3A4 inhibitors: 

fluconazole, verapamil, or diltiazem 

(see sections 4.2 and 4.4). 

 

Fluconazole 

Rare cases of rhabdomyolysis 

associated with concomitant 

administration of simvastatin and 

fluconazole have been reported (see 

section 4.4). 
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Ciclosporin 

The risk of 

myopathy/rhabdomyolysis is 

increased by concomitant 

administration of ciclosporin with 

simvastatin; therefore, use with 

ciclosporin is contraindicated (see 

sections 4.3 and 4.4). Although the 

mechanism is not fully understood, 

ciclosporin has been shown to 

increase the AUC of HMG-CoA 

reductase inhibitors. The increase in 

AUC for simvastatin acid is 

presumably due, in part, to 

inhibition of CYP3A4. 

 

Danazol 

The risk of myopathy and 

rhabdomyolysis is increased by 

concomitant administration of 

danazol with simvastatin; therefore, 

use with danazol is contraindicated. 

(see sections 4.3 and 4.4). 

 

Gemfibrozil 

Gemfibrozil increases the AUC of 

simvastatin acid by 1.9-fold, 

possibly due to inhibition of the 

glucuronidation pathway (see 

sections 4.3 and 4.4). Concomitant 

administration with gemfibrozil is 

contraindicated. 

 

Amiodarone 

The risk of myopathy and 

rhabdomyolysis is increased by 

concomitant administration of 

amiodarone with simvastatin (see 

section 4.4). In a clinical trial, 

myopathy was reported in 6 % of 

patients receiving simvastatin 80 mg 

and amiodarone. Therefore, the dose 

of simvastatin should not exceed 

20 mg daily in patients receiving 

concomitant medication with 

amiodarone. 

 

Calcium Channel Blockers 
 

 Verapamil 

The risk of myopathy and 

rhabdomyolysis is increased by 

concomitant administration of 

verapamil with simvastatin 40 mg 

or 80 mg (see section 4.4). In a 

pharmacokinetic study, 

concomitant administration with 

verapamil resulted in a 2.3-fold 

increase in exposure of 

simvastatin acid, presumably due, 

in part, to inhibition of CYP3A4. 

Therefore, the dose of simvastatin 

should not exceed 20 mg daily in 

patients receiving concomitant 

medication with verapamil.  
 

 Diltiazem 

The risk of myopathy and 

rhabdomyolysis is increased by 

concomitant administration of 

diltiazem with simvastatin 80 mg 

(see section 4.4). In a 

pharmacokinetic study, 

concomitant administration of 

diltiazem caused a 2.7-fold 

increase in exposure of 

simvastatin acid, presumably due 

to inhibition of CYP3A4. 

Therefore, the dose of simvastatin 

should not exceed 20 mg daily in 

patients receiving concomitant 

medication with diltiazem.  
 

Amlodipine 

Patients on amlodipine treated 

concomitantly with simvastatin 

have an increased risk of 

myopathy. In a pharmacokinetic 

study, concomitant 

administration of amlodipine 

caused a 1.6-fold increase in 

exposure of simvastatin acid. 

Therefore, the dose of 

simvastatin should not exceed 

20 mg daily in patients receiving 

concomitant medication with 

amlodipine. 

 

Moderate inhibitors of CYP3A4  

Patients taking other medicines 

labeled as having a moderate 

inhibitory effect on CYP3A4 

concomitantly with simvastatin, 

particularly higher simvastatin 

doses, may have an increased risk of 

myopathy. 

 

Niacin (nicotinic acid) 

Rare cases of 

myopathy/rhabdomyolysis have 

been associated with simvastatin 

co-administered with 

lipid-modifying doses ( 1 g/day) of 

niacin (nicotinic acid). In a 

pharmacokinetic study, the 

co-administration of a single dose of 

nicotinic acid prolonged-release 2 g 

with simvastatin 20 mg resulted in a 

modest increase in the AUC of 

simvastatin and simvastatin acid and 

in the Cmax of simvastatin acid 

plasma concentrations . 

 

Fusidic acid 

The risk of myopathy may be 

increased by concomitant 

administration of fusidic acid with 

statins, including simvastatin. 

Isolated cases of rhabdomyolysis 

have been reported with simvastatin. 

Temporary suspension of 

simvastatin treatment may be 

considered. If it proves necessary, 

patients on fusidic acid and 

simvastatin should be closely 

monitored (see section 4.4).  

 

Grapefruit juice 

Grapefruit juice inhibits cytochrome 

P450 3A4. Concomitant intake of 

large quantities (over 1 litre daily) of 

grapefruit juice and simvastatin 

resulted in a 7-fold increase in 

exposure to simvastatin acid. Intake 

of 240 ml of grapefruit juice in the 

morning and simvastatin in the 

evening also resulted in a 1.9-fold 

increase. Intake of grapefruit juice 

during treatment with simvastatin 

should therefore be avoided. 

 

Colchicine 

There have been reports of 

myopathy and rhabdomyolysis with 

the concomitant administration of 

colchicine and simvastatin in 

patients with renal insufficiency.  

Close clinical monitoring of such 

patients taking this combination is 

advised.  

 

Rifampicin 

Because rifampicin is a potent 

CYP3A4 inducer, patients 

undertaking long-term rifampicin 

therapy (e.g. treatment of 

tuberculosis) may experience loss of 

efficacy of simvastatin.  In a 
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pharmacokinetic study in normal 

volunteers, the area under the 

plasma concentration curve (AUC) 

for simvastatin acid was decreased 

by 93% with concomitant 

administration of rifampicin.           

Effects of simvastatin on the 

pharmacokinetics of other 

medicinal products   
Simvastatin does not have an 

inhibitory effect on cytochrome 

P450 3A4. Therefore, simvastatin is 

not expected to affect plasma 

concentrations of substances 

metabolised via cytochrome P450 

3A4. 

 

Oral anticoagulants 

In two clinical studies, one in 

normal volunteers and the other in 

hypercholesterolaemic patients, 

simvastatin 20-40 mg/day modestly 

potentiated the effect of coumarin 

anticoagulants: the prothrombin 

time, reported as International 

Normalized Ratio (INR), increased 

from a baseline of 1.7 to 1.8 and 

from 2.6 to 3.4 in the volunteer and 

patient studies, respectively. Very 

rare cases of elevated INR have 

been reported. In patients taking 

coumarin anticoagulants, 

prothrombin time should be 

determined before starting 

simvastatin and frequently enough 

during early therapy to ensure that 

no significant alteration of 

prothrombin time occurs. Once a 

stable prothrombin time has been 

documented, prothrombin times can 

be monitored at the intervals usually 

recommended for patients on 

coumarin anticoagulants. If the dose 

of simvastatin is changed or 

discontinued, the same procedure 

should be repeated. Simvastatin 

therapy has not been associated with 

bleeding or with changes in 

prothrombin time in patients not 

taking anticoagulants.  

 

4.6 Pregnancy and lactation 

 

Pregnancy  

Simvastatin is contraindicated 

during pregnancy (see section 4.3). 

Safety in pregnant women has not 

been established. No controlled 

clinical trials with simvastatin have 

been conducted in pregnant women. 

Rare reports of congenital anomalies 

following intrauterine exposure to 

HMG-CoA reductase inhibitors have 

been received. However, in an 

analysis of approximately 

200 prospectively followed 

pregnancies exposed during the first 

trimester to simvastatin or another 

closely related HMG-CoA reductase 

inhibitor, the incidence of congenital 

anomalies was comparable to that 

seen in the general population. This 

number of pregnancies was 

statistically sufficient to exclude a 

2.5-fold or greater increase in 

congenital anomalies over the 

background incidence. Safety in 

pregnant women has not been 

established. No controlled clinical 

trials with simvastatin have been 

conducted in pregnant women. Rare 

reports of congenital anomalies 

following intrauterine exposure to 

HMG-CoA reductase inhibitors have 

been received. However, in an 

analysis of approximately 

200 prospectively followed 

pregnancies exposed during the first 

trimester to simvastatin or another 

closely related HMG-CoA reductase 

inhibitor, the incidence of congenital 

anomalies was comparable to that 

seen in the general population. This 

number of pregnancies was 

statistically sufficient to exclude a 

2.5-fold or greater increase in 

congenital anomalies over the 

background incidence. 

 

Although there is no evidence that 

the incidence of congenital 

anomalies in offspring of patients 

taking simvastatin or another closely 

related HMG-CoA reductase 

inhibitor differs from that observed 

in the general population, maternal 

treatment with simvastatin may 

reduce the foetal levels of 

mevalonate which is a precursor of 

cholesterol biosynthesis. 

Atherosclerosis is a chronic process, 

and ordinarily discontinuation of 

lipid-lowering medicinal products 

during pregnancy should have little 

impact on the long-term risk 

associated with primary 

hypercholesterolaemia. For these 

reasons, simvastatin must not be 

used in women who are pregnant, 

trying to become pregnant or suspect 

they are pregnant. Treatment with 

simvastatin must be suspended for 

the duration of pregnancy or until it 

has been determined that the woman 

is not pregnant. (See sections 4.3 

and 5.3.). 

  

Lactation  

It is not known whether simvastatin 

or its metabolites are excreted in 

human milk. Because many 

medicinal products are excreted in 

human milk and because of the 

potential for serious adverse 

reactions, women taking simvastatin 

must not breast-feed their infants 

(see section 4.3). 

 

4.7 Effects on ability to drive and 

use machines 

 

Simvastatin has no or negligible 

influence on the ability to drive and 

use machines. However, when 

driving vehicles or operating 

machines, it should be taken into 

account that dizziness has been 

reported rarely in post-marketing 

experiences. 
 

4.8 Undesired effects 

 

The frequencies of the following 

adverse events, which have been 

reported during clinical studies 

and/or post-marketing use, are 

categorized based on an assessment 

of their incidence rates in large, 

long-term, placebo-controlled, 

clinical trials including HPS and 4S 

with 20,536 and 4,444 patients, 

respectively (see section 5.1). For 

HPS, only serious adverse events 

were recorded as well as myalgia, 

increases in serum transaminases 

and CK. For 4S, all the adverse 

events listed below were recorded. If 
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the incidence rates on simvastatin 

were less than or similar to that of 

placebo in these trials, and there 

were similar reasonably causally 

related spontaneous report events, 

these adverse events are categorized 

as “rare”. 

 

In HPS (see section 5.1) involving 

20,536 patients treated with 

40 mg/day of simvastatin 

(n = 10,269) or placebo 

(n = 10,267), the safety profiles 

were comparable between patients 

treated with simvastatin 40 mg and 

patients treated with placebo over 

the mean 5 years of the study. 

Discontinuation rates due to side 

effects were comparable (4.8 % in 

patients treated with simvastatin 

40 mg compared with 5.1 % in 

patients treated with placebo). The 

incidence of myopathy was < 0.1 % 

in patients treated with simvastatin 

40 mg. Elevated transaminases 

( 3 x ULN confirmed by repeat 

test) occurred in 0.21 % (n = 21) of 

patients treated with simvastatin 

40 mg compared with 0.09 % (n = 9) 

of patients treated with placebo. 

 

The frequencies of adverse events 

are ranked as follows: 

 

Very common (>1/10), common 

(1/100, <1/10), uncommon 

(1/1.000, <1/100), rare 

(1/10.000, <1/1.000), very rare 

(<1/10.000), not known (cannot be 

estimated from the available data). 

 

Blood and lymphatic system 

disorders: 

Rare: anaemia 

 

Psychiatric disorders: 
Very rare: insomnia 

Not known: depression 

 

Nervous system disorders: 

Rare: headache, paresthesia, 

dizziness, peripheral neuropathy 

Very rare: memory impairment 

 

Respiratory, thoracic and 

mediastinal disorders: 

Not known: interstitial lung disease 

(see section 4.4) 

 

Gastrointestinal disorders: 

Rare: constipation, abdominal pain, 

flatulence, dyspepsia, diarrhoea, 

nausea, vomiting, pancreatitis 

 

Hepatobiliary disorders: 

Rare: hepatitis/jaundice 

Very rare: hepatic failure 

 

Skin and subcutaneous tissue 

disorders: 

Rare: rash, pruritus, alopecia 

  

Musculoskeletal and connective 

tissue disorders: 

Rare: myopathy* (including 

myositis), rhabdomyolysis with or 

without acute renal failure (see 

section 4.4), myalgia, muscle 

cramps 

* In a clinical trial, myopathy 

occurred commonly in patients 

treated with simvastatin 80 mg/day 

compared to patients treated with 

20 mg/day (1.0 % vs. 0.02 %, 

respectively) (see sections 4.4 and 

4.5). 

Not known: tendinopathy, 

sometimes complicated by rupture 

 

Reproductive system and breast 

disorders: 

Not known: erectile dysfunction 

 

General disorders and 

administration site conditions: 

Rare: asthenia 

 

An apparent hypersensitivity 

syndrome has been reported rarely 

which has included some of the 

following features: angioedema, 

lupus-like syndrome, polymyalgia 

rheumatica, dermatomyositis, 

vasculitis, thrombocytopenia, 

eosinophilia, ESR increased, 

arthritis and arthralgia, urticaria, 

photosensitivity, fever, flushing, 

dyspnoea and malaise. 

 

 

Investigations 

Rare: increases in serum 

transaminases (alanine 

aminotransferase, aspartate 

aminotransferase, -glutamyl 

transpeptidase) (see section 4.4 

Hepatic effects), elevated alkaline 

phosphatase; increase in serum CK 

levels (see section 4.4). 

 

The following additional adverse 

events have been reported with some 

statins: 

 

 Sleep disturbances, including 

nightmares 

 Memory loss 

 Sexual dysfunction 

 

Children and adolescents (10 to 17 

years of age) 
In a 48-week study involving 

children and adolescents (boys 

Tanner Stage II and above and girls 

who were at least one year post-

menarche) 10-17 years of age with 

heterozygous familial 

hypercholesterolaemia (n = 175), the 

safety and tolerability profile of the 

group treated with simvastatin was 

generally similar to that of the group 

treated with placebo. The long-term 

effects on physical, intellectual, and 

sexual maturation are unknown. No 

sufficient data are currently 

available after one year of treatment. 

(See sections 4.2 and 4.4). 

 

4.9 Overdose 

 

To date, a few cases of overdosage 

have been reported; the maximum 

dose taken was 3.6 g. All patients 

recovered without sequelae. There is 

no specific treatment in the event of 

overdose. In this case, symptomatic 

and supportive measures should be 

adopted. 
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5. PHARMACOLOGICAL 

PROPERTIES 

 

5.1 Pharmacodynamic properties 

 

HMG-CoA reductase inhibitor  

 

ATC code: C10A A01 

 

After oral ingestion, simvastatin, 

which is an inactive lactone, is 

hydrolyzed in the liver to the 

corresponding active 

beta-hydroxyacid form which has a 

potent activity in inhibiting 

HMG-CoA reductase (3 hydroxy –

 3 methylglutaryl CoA reductase). 

This enzyme catalyses the conversion 

of HMG-CoA to mevalonate, an early 

and rate-limiting step in the 

biosynthesis of cholesterol. 

 

Simvastatin has been shown to 

reduce both normal and elevated 

LDL-C concentrations. LDL is 

formed from very-low-density 

protein (VLDL) and is catabolised 

predominantly by the high affinity 

LDL receptor. The mechanism of 

the LDL-lowering effect of 

simvastatin may involve both 

reduction of VLDL-cholesterol 

(VLDL-C) concentration and 

induction of the LDL receptor, 

leading to reduced production and 

increased catabolism of LDL-C. 

Apolipoprotein B also falls 

substantially during treatment with 

simvastatin. In addition, simvastatin 

moderately increases HDL-C and 

reduces plasma TG. As a result of 

these changes the ratios of total- to 

HDL-C and LDL- to HDL-C are 

reduced. 

 

High Risk of Coronary Heart 

Disease (CHD) or Existing 

Coronary Heart Disease 

In the Heart Protection Study (HPS), 

the effects of therapy with 

simvastatin were assessed in 

20,536 patients (age 40-80 years), 

with or without hyperlipidaemia, 

and with coronary heart disease, 

other occlusive arterial disease or 

diabetes mellitus. In this study, 

10,269 patients were treated with 

simvastatin 40 mg/day and 

10,267 patients were treated with 

placebo for a mean duration of 

5 years. At baseline, 6,793 patients 

(33 %) had LDL-C levels below 

116 mg/dL; 5,063 patients (25 %) 

had levels between 116 mg/dL and 

135 mg/dL; and 8,680 patients 

(42 %) had levels greater than 

135 mg/dL. 

 

Treatment with simvastatin 

40 mg/day compared with placebo 

significantly reduced the risk of all 

cause mortality (1328 [12.9 %] for 

simvastatin-treated patients versus 

1507 [14.7 %] for patients given 

placebo; p = 0.0003), due to an 18 % 

reduction in coronary death rate 

(587 [5.7 %] versus 707 [6.9 %]; 

p = 0.0005; absolute risk reduction 

of 1.2 %). The reduction in non-

vascular deaths did not reach 

statistical significance. Simvastatin  

also decreased the risk of major 

coronary events (a composite 

endpoint comprised of non-fatal MI 

or CHD death) by 27 % 

(p < 0.0001). Simvastatin reduced 

the risk of stroke by 25 % 

(p < 0.0001), attributable to a 30 % 

reduction in ischemic stroke 

(p < 0.0001). In addition, within the 

subgroup of patients with diabetes, 

simvastatin reduced the risk of 

developing macrovascular 

complications, including peripheral 

revascularisation procedures 

(surgery or angioplasty), lower limb 

amputations, or leg ulcers by 21 % 

(p = 0.0293). The proportional 

reduction in event rate was similar 

in each subgroup of patients studied, 

including those without coronary 

disease but who had cerebrovascular 

or peripheral artery disease, men and 

women, those aged either under or 

over 70 years at entry into the study, 

presence or absence of hypertension, 

and notably those with LDL 

cholesterol below 3.0 mmol/l at 

inclusion. 

 

In the Scandinavian Simvastatin 

Survival Study (4S), the effect of 

therapy with simvastatin on total 

mortality was assessed in 

4,444 patients with CHD and 

baseline total cholesterol 

212-309 mg/dL (5.5-8.0 mmol/L). In 

this multicenter, randomised, 

double-blind, placebo-controlled 

study, patients with angina or a 

previous myocardial infarction (MI) 

were treated with diet, standard care, 

and either simvastatin 20-40 mg/day 

(n = 2,221) or placebo (n = 2,223) 

for a median duration of 5.4 years. 

simvastatin reduced the risk of death 

by 30 % (absolute risk reduction of 

3.3 %). The risk of CHD death was 

reduced by 42 % (absolute risk 

reduction of 3.5 %). Simvastatin 

also decreased the risk of having 

major coronary events (CHD death 

plus hospital-verified and silent 

nonfatal MI) by 34 %. Furthermore, 

simvastatin significantly reduced the 

risk of fatal plus nonfatal 

cerebrovascular events (stroke and 

transient ischemic attacks) by 28 %. 

There was no statistically significant 

difference between groups in non-

cardiovascular mortality. 

 

The Study of the Effectiveness of 

Additional Reductions in 

Cholesterol and Homocysteine 

(SEARCH) evaluated the effect of 

treatment with simvastatin 80 mg 

versus 20 mg (median follow-up 6.7 

yrs) on major vascular events 

(MVEs; defined as fatal CHD, non-

fatal MI, coronary revascularisation 

procedure, non-fatal or fatal stroke, 

or peripheral revascularisation 

procedure) in 12,064 patients with a 

history of myocardial infarction. 

There was no significant difference 

in the incidence of MVEs between 

the 2 groups; simvastatin 20 mg 

(n = 1553; 25.7 %) vs. simvastatin 

80 mg (n = 1477; 24.5 %); RR 0.94, 

95 % CI: 0.88 to 1.01. The absolute 

difference in LDL-C between the 

two groups over the course of the 

study was 0.35 ± 0.01 mmol/L. The 

safety profiles were similar between 

the two treatment groups except that 

the incidence of myopathy was 

approximately 1.0 % for patients on 
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simvastatin 80 mg compared with 

0.02 % for patients on 20 mg. 

Approximately half of these 

myopathy cases occurred during the 

first year of treatment. The 

incidence of myopathy during each 

subsequent year of treatment was 

approximately 0.1 %. 

 

5.2 Pharmacokinetic properties 

 

Simvastatin is an inactive lactone 

which is readily hydrolyzed in vivo 

to the corresponding 

beta-hydroxyacid, a potent inhibitor 

of HMG-CoA reductase. Hydrolysis 

takes place mainly in the liver; the 

rate of hydrolysis in human plasma 

is very slow. 

 

The pharmacokinetic properties 

have been evaluated in adults. 

Pharmacokinetic data in children 

and adolescents are not available. 

 

Absorption 

In man simvastatin is well absorbed 

and undergoes extensive hepatic 

first-pass extraction. The extraction 

in the liver is dependent on the 

hepatic blood flow. The liver is the 

primary site of action of the active 

form. The availability of the 

beta-hydroxyacid to the systemic 

circulation following an oral dose of 

simvastatin was found to be less 

than 5 % of the dose. Maximum 

plasma concentration of active 

inhibitors is reached approximately 

1-2 hours after administration of 

simvastatin. Concomitant food 

intake does not affect the absorption. 

 

The pharmacokinetics of single and 

multiple doses of simvastatin 

showed that no accumulation of 

medicinal product occurred after 

multiple dosing.   

 

Distribution 

The protein binding of simvastatin 

and its active metabolite is > 95 %.  

 

Elimination 

Simvastatin is a substrate of 

CYP3A4 (see sections 4.3 and 4.5). 

The major metabolites of 

simvastatin present in human plasma 

are the beta-hydroxyacid and four 

additional active metabolites. 

Following an oral dose of 

radioactive simvastatin to man, 

13 % of the radioactivity was 

excreted in the urine and 60 % in the 

faeces within 96 hours. The amount 

recovered in the faeces represents 

absorbed medicinal product 

equivalents excreted in bile as well 

as unabsorbed medicinal product. 

Following an intravenous injection 

of the beta-hydroxyacid metabolite, 

its half-life averaged 1.9 hours. An 

average of only 0.3 % of the IV dose 

was excreted in urine as inhibitors.  

 

5.3 Preclinical safety data 

 

Based on conventional animal 

studies regarding 

pharmacodynamics, repeated dose 

toxicity, genotoxicity and 

carcinogenicity, there are no other 

risks for the patient than may be 

expected on account of the 

pharmacological mechanism. At 

maximally tolerated doses in both 

the rat and the rabbit, simvastatin 

produced no foetal malformations, 

and had no effects on fertility, 

reproductive function or neonatal 

development. 

 

 

6. PHARMACEUTICAL 

PARTICULARS 

 

6.1 List of excipients 

 

Tablet core: 

butylated hydroxyanisole (E320) 

ascorbic acid (E300) 

citric acid monohydrate (E330) 

microcrystalline cellulose (E460) 

pregelatinized starch 

magnesium stearate (E572) 

lactose monohydrate 

 

Tablet coating: 

hypromellose (E464) 

hydroxypropylcellulose (E463) 

titanium dioxide (E171) 

talc (E553b) 

yellow ferric oxide (E172) (5, 10, 

and 20 mg tablets) 

red ferric oxide (E172) (10, 20, 40, 

and 80 mg tablets) 

 

6.2 Incompatibilities 

 

Not applicable. 

 

6.3 Shelf life 

 

2 years. 

 

6.4 Special precautions for 

storage 

 

No special storage requirements. 

 

6.5 Nature and contents of 

container 

 

Simvastatin 5 mg film-coated tablets 

Packages of 50 or 100 film-coated 

tablets. 

 

Simvastatin 10 mg film-coated 

tablets 

Packages of 100 film-coated tablets. 

 

Simvastatin 20 mg film-coated 

tablets 

Packages of 30, 50 or 100 film-

coated tablets. 

 

Simvastatin 40 mg film-coated 

tablets 

Packages of 30, 50 100 film-coated 

tablets. 

 

Simvastatin 80 mg film-coated 

tablets 

Packages of 50 or 100 film-coated 

tablets. 

 

6.6 Special precautions for 

disposal 

 

No special requirements. 
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7. MARKETING 

AUTHORISATION 

HOLDER 

 

MusterPharma GmbH 

Musterstr. 1 

D-01234 Musterstadt 

 

Phone:  +49 1234 56789-0 

Fax:  +49 1234 56789-10 

Email: info@musterpharma.de 

 

 

8. MARKETING 

AUTHORISATION 

NUMBERS 

 

Simvastatin 5 mg film-coated 

tablets: 12345.00.00 

Simvastatin 10 mg film-coated 

tablets: 12345.01.00 

Simvastatin 20 mg film-coated 

tablets: 12345.02.00 

Simvastatin 40 mg film-coated 

tablets: 12345.03.00 

Simvastatin 80 mg film-coated 

tablets: 12345.04.00 

 

 

9. DATE OF FIRST 

AUTHORISATION/ 

RENEWAL OF 

AUTHORISATION 

 

March 19, 2005/April 10, 2009 

 

 

10. DATE OF (PARTIAL) 

REVISION OF THE TEXT 

 

February 2012 

 

 

11. LEGAL CATEGORY 

 

Prescription-only medicine. 
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Simvastatin Film-Coated Tablets 
 
 

Information on the Medicinal Product “Simvastatin Film-Coated Tablets“ 
 

 
Active substance 

 
Simvastatin 

 

Pharmacotherapeutic group 
 

HMG-CoA reductase inhibitor, cholesterol reducer 

 
Indication 

 

Hypercholesterolaemia, CHD prevention  

 
Contraindications  

 

• Hypersensitivity to simvastatin or to any of the excipients. 

• Active liver disease or unexplained persistent elevations of serum transaminases.  

• Pregnancy and lactation. 

• Concomitant administration of potent CYP3A4 inhibitors (e.g. itraconazole, 
ketoconazole, posaconazole, HIV protease inhibitors (e.g. nelfinavir), 
erythromycin, clarithromycin, telithromycin and nefazodone). 

• Concomitant administration of gemfibrozil, ciclosporin or danazol. 

 
Pharmaceutical form(s)  

 

Film-coated tablets 

Simvastatin 5 mg film-coated tablets 

Simvastatin 10 mg film-coated tablets 

Simvastatin 20 mg film-coated tablets – scored, divisible 

Simvastatin 40 mg film-coated tablets 

 

 

 

 

 

 

Simvastatin 80 mg Filmtabletten 

 
Method of administration / 
posology 

 

Oral administration 

Once a day in the evening. Dosage range: 5–80mg. 

Adjustments of dosage in intervals of 4 weeks. 

 
Effects 

 

• Significant reduction of the LDL cholesterol level  

• Significant reduction of apolipoprotein B 

• Moderate increase in HDL  

• Reduction of triglycerides 

• Reduction in the LDL/HDL ratio  

 

 

 

 

 

 

 
Safety  

 

Safety has been documented in clinical long-term studies with up to approx. 30,000 patients  

The following serious undesired effects have been documented: 

• Rhabdomyolysis / myalgia, increase in CK value 

• Increase in serum transaminases  
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Simvastatin Film-Coated Tablets  
 

 

Therapeutic indications 
 

 
Hypercholesterolaemia: 

 

Treatment of primary or mixed hyperlipidaemia as an adjunct to diet, when response to diet and other 
non-pharmacological treatments (e.g. exercise and weight reduction) is inadequate. 

Treatment of homozygous familial hypercholesterolaemia as an adjunct to diet and other lipid-
lowering treatments (e.g. LDL apheresis) or if such treatments are not appropriate. 

 
Cardiovascular prevention: 

 

Reduction of cardiovascular mortality and morbidity in patients with manifest atherosclerotic 

cardiovascular disease or diabetes mellitus, with either normal or increased cholesterol levels, as an 

adjunct to correction of other risk factors and other cardioprotective therapy. 

 

Posology, method and duration of administration 
 

 
Posology  

According to indication: 

 
Hypercholesteroleaemia: 

 

• Adults aged 18 and above: 

o Initial dose: simvastatin 10-20 mg/day, possibly also simvastatin 

40mg/day 

o Adjustments of dosage in intervals of 4 weeks to reach target 

values  

o Maximum dose: simvastatin 80 mg/day – only for patients with high CHD risk 

• Children < 10 years of age: Use not recommended 

• Children and adolescents 10 - 17 years of age: Initial Dose 10 mg 
simvastatin/day, maxi 40 mg simvastatin/day  

 
Homozygous familial 
hypercholesterolaemia: 

 

• Adults aged 18 and above: 40mg/day   

• Children: no recommendations 

 
Cardiovascular prevention: 

 

• Adults with a high CHD risk: simvastatin 20-40mg/day  

 
Adjustments of dosage when 
administered together with 
other medical products: 

 

• Fibrates (except fenofibrate): do not exceed a maximum dose of 10mg/day  

• Amiodarone, amlodipine, verapamil, diltiazem: do not exceed 20mg/day  

• Do not use together with: 

 itraconazole, ketoconazole, posaconazole, erythromycin, clarithromycin, telithromycin, HIV protease 
inhibitors (e.g. nelfinavir), nefazodone, ciclosporin, danazol, gemfibrozil. 
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Special patient groups 
 

Hepatic insufficiency Contraindicated 

Renal failure 
GFR 
> 89 
60-89 

30-59 

15-29 
< 15 

 
 
 
• Kreatinin clearance > 30 ml/min: no adjustment of dosage required 

 

 
• Kreatinin clearance < 30mlg/min avoid dosage above 10mg/day  

Elderly patients No adjustment of dosage 

Children and adolescents Data support administration to patients aged 10-17. Safety profile as in adults. 

No long-term data. Posology: see above. 

Pregnancy Contraindicated. Risk of congenital anomalies. 

Lactation  Contraindicated. It is not known whether the substance is excreted in human milk. 

Gender  Increased risk of myopathy in women  

Weight  Weight-related adjustment of dosage not required  

Ethnical particularities Chinese patients: maximum dose: 40mg/day   
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Simvastatin Film-Coated Tablets  
 
 

Method of administration: 
 

General: Oral intake 

Single dose given in the evening 

Influence of food on absorption: No influence 

Particularities of any of the methods of 
administration: 

Not applicable 

 
Duration of treatment:  

Long term treatment 

 
 

Preparation No special requirements 

Incompatibilities: None  
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Risks 
 

Contraindications 

Hypersensitivity to simvastatin or any of the excipients. 
Active liver disease or unexplained persistent elevation of serum transaminases. 
Pregnancy and lactation. 
Concomitant administration of potent CYP3A4 inhibitors (e.g. itraconazole, ketoconazole, posaconazole, HIV protease inhibitors (e.g. 

nelfinavir), erythromycin, clarithromycin, telithromycin and nefazodone). 
Concomitant administration of gemfibrozil, ciclosporin or danazo 

 

Special warnings and precautions for use 
 

Description of risk Risk group Measures  

Myopathy/rhabdomyolysis with 

or without renal failure (also 

lethal)  

 

• Patients over 65 years of age  

• Female patients 

• Patients with renal dysfunction  

• Patients with untreated hypothyreosis  

• Patients with hereditary muscle diseases  

• Patients with muscular symptoms 
while on statin or fibrate 

treatments  

• Alcohol abuse 

• Risk depends on dosage 

• Chinese patients 

• Patient information 

• CK measurements at the beginning of treatment  

• CK measurements in the course of treatment  

• Discontinuation of treatment in the event 
of increased CK values or incidence of 
muscular pain  

• It is absolutely necessary to consider interactions  

Chinese Patientse: maximum 
dose 40 mg/day 

Effects on the liver, elevation 

of serum transaminases  

 

• Especially alcohol abuse • Liver function tests at the beginning of 
treatment and afterwards, if clinically 
necessary 

• Additional test in the event of a dose increase 

to 80mg  

• Moderate elevations are often reversible  

• Discontinue treatment in the event of elevations 

above 3 times the upper limit of normal 

Interstitial lung disease • Observed in long-term statin 
therapies  

• Check if there are symptoms such as 
dyspnoea, unproductive cough and general 
dysfunctions, discontinue therapy when 
suspecting interstitial lung disease 

Film-coated tablets contain 

lactose 

• Galactose intolerance, lactase 
deficieny , glucose-galactose 
malabsorption 

 

• Product not appropriate 

Limited capacity of reaction • Ability to drive and operate machines  
• Special caution, especially in conjunction with 
alcohol consumption  
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Simvastatin Film-Coated Tablets  
 
 

Interactions  

 

Drug by therapeutic 
area  
 

Interaction  
 

Recommendations for 
concomitant administration 

Antimycotics    

Itraconazole Potent cytochrome P450 3A4 inhibitor, increase in 
HMG-CoA activity in the plasma, risk of 
myalgia/rhabdomyolysis 

Contraindicated   

 

Ketoconazole Potent cytochrome P450 3A4 inhibitor, increase in 
HMG-CoA activity in the plasma, risk of 
myalgia/rhabdomyolysis  

Contraindicated  

 

Posaconazole 

 

Potent cytochrome P450 3A4 inhibitor, increase in 
HMG-CoA activity in the plasma, risk of 
myalgia/rhabdomyolysis  

Contraindicated 

 

Fluconazole Cytochrome P450 3A4 inhibitor, increase in HMG-CoA 
activity in the plasma, risk of myalgia/rhabdomyolysis 

Caution is advised 

HIV protease inhibitors   

E.g. indinavir, nelfinavir, 

ritonavir and saquinavir 

Potent cytochrome P450 3A4 inhibitor, increase in 
HMG-CoA activity in the plasma, risk of 
myalgia/rhabdomyolysis  

 

Contraindicated 

Antibiotics    

Erythromycin Potent cytochrome P450 3A4 inhibitor, increase in 
HMG-CoA activity in the plasma, risk of 
myalgia/rhabdomyolysis 

Contraindicated 

Clarithromycin Potent cytochrome P450 3A4 inhibitor, increase in 
HMG-CoA activity in the plasma, risk of 
myalgia/rhabdomyolysis 

Contraindicated 

Telithromycin Potent cytochrome P450 3A4 inhibitor, increase in 
HMG-CoA activity in the plasma, risk of 
myalgia/rhabdomyolysis 

 

Contraindicated   

Fusidic acid 
 

Increased risk of myopathy 
Close monitoring, possibly consider a 
temporary interruption of simvastatin 
therapy  

Immunosuppressants   

Ciclosporin Increases the AUC of HMG-CoA reductase inhibitors, 

increased risk of myopathy 

Contraindicated   

Gynaecology    

Danazol Increased risk of myopathy/rhabdomyolysis Contraindicated 
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Drug by therapeutic 
area  
 

Interaction  
 

Recommendations for 
concomitant administration 

Cholesterol reducers   

Niacin Moderate increase in the AUC of simvastatin Caution is advised 

Fibrates   

Gemfibrozil 
Significant increase in the AUC of the simvastatin acid, 
increased risk of myopathy/rhabdomyolysis Contraindicated 

 

Fenofibrate 

 

 Administer with caution 

 

Other fibrates Increased risk of myopathy Maximum dose of simvastatin: 10 mg  

Antidepressants    

Nefazodone Potent cytochrome P450 3A4 inhibitor, increase in 

HMG-CoA activity in the plasma, risk of 

myalgia/rhabdomyolysis 

Contraindicated 

Antiarrhythmics    

Amiodarone Increased risk of myopathy Maximum dose of simvastatin: 20mg 

Calcium channel blockers   

Verapamil Increased exposition with simvastatin acid, increased risk 

of myopathy  

Maximum dose of simvastatin: 20mg 

Diltiazem Increased exposition with simvastatin acid, increased risk 

of myopathy 

Maximum dose of simvastatin: 20mg 

Amlodipine Increased exposition with simvastatin acid, increased risk 

of myopathy  

Maximum dose of simvastatin: 20mg 

Gout   

Colchicine Increased risk of myopathy / rhabdomyolysis in patients with 

renal dysfunctions  

Close monitoring 

Anticoagulants   

Coumarin derivatives Increased prothrombin time (as INR) Determine INR prior to the 
beginning of treatment and 
afterwards in regular intervals and 
adjust dosage if appropriate  

Tuberculosis    

Rifampicin 

 

Significant reduction of the AUC of 

simvastatin, loss of efficacy  

 

 

Bile acid sequestrants  
Delayed intake, simvastatin 2h before 

or 4h after intake of a bile acid 
sequestrant 

Food / beverages   

 Grapefruit juice CYP3A4 inhibitor, increased risk of myopathy Avoid consumption of grapefruit 

juice 
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Simvastatin Film-Coated Tablets  
 

 
Side effects 

 

System organ class Frequency* Side effects 

Blood and lymphatic system 
disorders 

Rare Anaemia 

Psychiatric disorders Very rare Insomnia  

 Not known Depression 

 Class-specific   Memory loss 

Nervous system disorders Rare 

Very rare 

Class-specific 

Headache, paresthesia, vertigo, peripheral neuropathy 

Memory impairment 

Sleep disturbances, including nightmares 

Respiratory, thoracic and 
mediastinal disorders 

Not known Interstitial lung disease  

Gastrointestinal disorders Rare  Constipation, abdominal pain, flatulence, dyspepsia, diarrhoea, 
nausea, vomiting, pancreatitis 

Hepatobiliary disorders Rare  

Very rare 

Hepatitis/jaundice 

Hepatic failure 

Skin and subcutaneous tissue 
disorders  

Rare  Rash, pruritus, alopecia 

Musculoskeletal and 

connective tissue disorders 
Rare  

 

 
Not known 

Myopathy (including myositis), rhabdomyolysis with or without 

acute renal failure, myalgia, muscle cramps 
 

Tendinopathy, occasionally up to rupture  

Reproductive system and 

breast disorders  
Not known 

 

 
Class-specific 

Erectile dysfunction 

 
Sexual function disorders 

General disorders and 

administrative site conditions   

Rare  Asthenia 

Immune system disorders Rare  Syndrome of hypersensitivity going along with one or several of 
the following symptoms: angioneurotic oedema, syndrome similar 
to lupus, rheumatic polymyalgia, dermatomyositis, vasculitis, 
thrombocytopenia, eosinophilia, increased ESR, arthritis and 
arthralgia, urticaria, photosensitivity, fever, flushing, dyspnoea and 
general malaise  

Investigations  Rare  Increases in serum transaminases (ALT, AST, γ-GT), elevated 
alkaline phosphatase and increase in serum CK values  

* Very common (10%); common (1% to < 10%), uncommon (0,1% to < 1%);  not known (frequency cannot be estimated based on available data); 

Class-specific (known for other substances of the same class) 
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Simvastatin Film-Coated Tablets  
 
 

Overdose  
 

Risk category Overdoses of up to 3.6 g have been reported without sequelae   

Symptoms See section Side effects 

Measure / antidote Symptomatic therapy 

Dialysis yes/no Not known 

 
 

Clinical pharmacology 
 

Pharmacology 
 

Mode of action:  

 

The main metabolite of simvastatin is a potent HMG-CoA reductase inhibitor. 

• This enzyme catalyses the conversion of HMG-CoA to mevalonate, an early and rate-limiting step in the biosynthesis of cholesterol. 

Significant reduction of the LDL cholesterol level  

Significant reduction of apolipoprotein B  

Moderate increase in HDL 

Reduction of triglycerides 

Reduction of LDL/HDL ratio 

 

Pharmacokinetics: 

 

Absorption/metabolism/elimination: 

• Significant first-pass effect in the liver  

• No influence of food intake on absorption 

• No accumulation 

• Particulars: Simvastatin is a CYP3A4 substrate 

consider interactions! 
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Clinical studies 

 
Therapeutic indication 

Hypercholesterolaemia 

Heart Protection 

Study (HPS) 
Criteria  

40 mg simvastatin per day in patients with/without 
hyperlipidaemia, with CHD, vascular occlusive diseases with 
diabetes mellitus 

N 

20,536 

Results  

Reduction of coronary death rate by 18%, absolute risk reduction by 1.2%  

The reduction in non-vascular deaths did not reach statistical significance. 

Simvastatin also decreased the risk of major coronary events (composite endpoint comprised of non-fatal myocardial infarction 
or CHD death) by 27 % (p <0.0001). 

Simvastatin reduced the need for undergoing coronary revascularization procedures (including artery bypass grafting or percutaneous 

transluminal coronary angioplasty) by 30% (p <0.0001). 

Simvastatin reduced the risk of strokes by 25% (p <0.0001), attributable to a 30% reduction (p <0,0001) of the risk of ischemic stroke. 

Within the subgroup of patients with diabetes, simvastatin reduced the risk of developing macrovascular complications, including 
peripheral revascularization procedures (surgery or angioplasty), lower limb amputation or leg ulcers by 21% (p = 0,0293).  
 
The risk reduction attributable to simvastatin was comparable for all patient subgroups, including those without CHD, but with 
cerebrovascular or peripheral artery disease, women and men, patients older or younger than 70 years at entry into the study, 
presence or absence of hypertension, and notably those with LDL cholesterol below 3.0mmol/l at inclusion. 

 

Therapeutic indication 

CHD prevention 

Scandinavian 
Simvastatin Survival 

Study (4S) 

Criteria  

Patients with CHD, baseline total cholesterol of 

212 – 309 mg/dl (5.5 – 8.0 mmol/l), angina pectoris 
or previous myocardial infarction (MI) 

N 

4,444 

Results  

Simvastatin reduced the risk of death by 30% (absolute risk reduction of 3.3%). 

The risk of CHD death was reduced by 42% (absolute risk reduction of 3.5%). 

Simvastatin also decreased the risk of having major coronary events (CHD death or hospital-verified and silent non-fatal MI) 
by 34%. 

Furthermore, simvastatin reduced the risk of fatal or nonfatal cerebrovascular events (stroke and transient ischemic attacks) by 28%. 

There was no statistically significant difference between both groups in non-cardiovascular mortality. 

 Therapeutic indication 

CHD prevention 

Study of the 

Effectiveness of 

Additional Reductions 
in Cholesterol and 
Homocysteine 

(SEARCH) 

Criteria  

Effect of treatment with 80mg simvastatin versus 20mg 
(median follow-up of 6.7 years) on major vascular events 
(MVEs; defined as fatal CHD, non-fatal MI, coronary 
revascularization procedures, non-fatal or fatal stroke, peripheral 
revascularization procedures) 

N 

12,064 

Results  

No significant difference between both groups in the incidence of these events: 

20 mg simvastatin (n = 1,553; 25.7 %) vs. 80 mg simvastatin (n = 1,477; 24.5 %); RR 

0.94, 95 % KI: 0.88 – 1.01. 

The absolute difference in LDL cholesterol between both groups over the course of the study was 0.35 ± 0.01 mmol/l. 

The safety profiles were similar in both treatment groups, except that the incidence of myopathy was approximately 1.0% for patients on 

80mg simvastatin compared with 0.02% for patients on 20mg. Approximately half of these cases of myopathy occurred during the first year 

of treatment. The incidence of myopathy during each subsequent year was approximately 0.1%. 
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Checklist for patient information/consultation  

 
Does the patient belong to one 

of the following risk groups, 

that is, patients…:   

 
 
 
 
 
 
 
Consider and explain 

dose limitations 

• who consume significant amounts of alcohol  

• with kidney problems 

• with thyroid problems  

• over 65 years of age 

• female patients 

• who have had muscle problems during treatment with cholesterol-lowering medicines called 

statins or fibrates  

• with hereditary muscle disorders or hereditary muscle disorders in the family. 

 
• Specify the dose; intake once a day in the evening, as cholesterol production in the liver 

primarily occurs at night. Intake is independent from meals, delayed intake (2 hours before or 
4 hours after taking acic bile sequestrants) 

 

Mention interactions, find out 

whether the patient takes any of the 

following medicines: 

• Drugs to suppress the immune system (immosuppressants) containing the active substance 
ciclosporin, which are often administered after organ transplants   

• Drugs to treat proliferations of the endometrium (endometriosis) containing the active 

substance    danazol  

• Drugs to treat fungal infections containing active substances like itroconazole, ketoconazole, 
fluconazole or posaconazole  

• Cholesterol-lowering drugs containing active substances from the class of fibrates, like 
gemfibrozil and bezafibrate  

• Another cholesterol-lowering drug from the group of fibrates containing the active substance 

fenofibrate  

• Another cholesterol-lowering drug containing the active substance niacin  

• Drug to treat bacterial infections containing the active substances erythromycin, carithromycin, 
telithromycin or fusidic acid  

• Drugs to treat the immunodeficiency disorder AIDS from the substance class of HIV protease 
inhibitors, like indinavir, nelfinavir, ritonavir and saquinavir  

• Drugs to treat depression containing the active substance nefazodone  

• Drugs to treat arrhythmia containing the active substance amiodarone  

• Drugs to treat high blood pressure, chest pain caused by heart disease or other heart 
disorders containing the active substances verapamil, diltiazem or amlodipine   

• Drugs to treat gout containing the active substance colchicine 

• Drugs to prevent blood clotting containing active substances as warfarin, phenprocoumon or 

acenocoumarol (anticoagulants) 

• Drugs to treat tuberculosis with the active substance rifampicin 

. 

It is absolutely necessary to 

inform patients that…  
• they must keep a diet 

• unexplained muscle pain, muscle sensitivity, muscle weakness and malaise must be reported  

• that the treatment must be discontinued prior to any surgery  

• blood tests might be necessary  

• the consumption of grapefruit juice must be avoided 

 
Any further issues should be addressed depending on medical history and patient particulars. 
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Simvastatin Film-Coated Tablets  
 
 

General and Administrative Information   
 

Con-
cen-
tration  

Pharma-
ceutical form 

Excipients  Description  
[including image] 

Pack sizes Shelf 
life 

5 mg Film-coated tablet Butylated hydroxyanisole (E 320), ascorbic acid (E 
300), citric acid monohydrate (E 330), 
microcrystalline cellulose (E 460), pregelatinized 
starch, magnesium stearate (E 572) and lactose 
monohydrate. The tablet coating contains 
hypromellose (E 464) hydroxypropylcellulose (E 
463), titanium dioxide (E 171), talc (E 553b) 

Skin-coloured 
(leather-coloured), 
oval, film-coated 
tablets marked “xx 
726“ on one side 
and “Simva 5” on 
the other [image]  

Blister packs 
containing 30 or 
100 tablets  
 

3 years 

10 mg Film-coated tablet Butylated hydroxyanisole (E 320), ascorbic acid (E 
300), citric acid monohydrate (E 330), 
microcrystalline cellulose (E 460), pregelatinized 
starch, magnesium stearate (E 572) and lactose 
monohydrate. The tablet coating contains 
hypromellose (E 464), hydroxypropylcellulose (E 
463), titanium dioxide (E 171), talc (E 553b) 

Peach-coloured, 
oval, film-coated 
tablet marked “xx 
735“ on one side 
 

Blister packs 
containing 30, 
50 or 100 
tablets  
 

2 years 

20 mg Film-coated tablet Butylated hydroxyanisole (E 320), ascorbic acid (E 
300), citric acid monohydrate (E 330), 
microcrystalline cellulose (E 460), pregelatinized 
starch, magnesium stearate (E 572) and lactose 
monohydrate. The tablet coating contains 
hypromellose (E 464), hydroxypropylcellulose (E 
463), titanium dioxide (E 171), talc (E 553b) 

Brownish, oval, film-

coated tablet 

marked “Simva 20 

on one side and a 

break score on the 

other 

Blister  packs 
containing 30, 
50 or 100 
tablets  
 

3 years 

40 mg Film-coated tablet Butylated hydroxyanisole (E 320), ascorbic acid (E 
300), citric acid monohydrate (E 330), 
microcrystalline cellulose (E 460), pregelatinized 
starch, magnesium stearate (E 572) and lactose 
monohydrate. The tablet coating contains 
hypromellose (E 464), hydroxypropylcellulose (E 
463), titanium dioxide (E 171), talc (E 553b) 

Brick red, oval, film-

coated tablet 

marked “xx 749” on 

one side 

Blister packs 
containing 30 or 
100 tablets  
 

2 years 

80 mg Film-coated tablet Butylated hydroxyanisole (E 320), ascorbic acid (E 
300), citric acid monohydrate (E 330), 
microcrystalline cellulose (E 460), pregelatinized 
starch, magnesium stearate (E 572) and lactose 
monohydrate. The tablet coating contains 
hypromellose (E 464), hydroxypropylcellulose (E 
463), titanium dioxide (E 171), talc (E 553b) 

Brick red, capsule-
shaped, film-coated 
tablet marked “543” 
on one side and 
“80” on the other 

Blister packs 
containing 30, 
50 or 100 
tablets  
 

3 years 

 

 

Storage: Store in the original packaging to protect form light and moisture  

 Disposal: No special requirements, please consider local regulations. 
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Marketing authorisation 
holder: 

MusterPharma 

GmbH Musterstr. 1 

D-01234 Musterstadt 
 

Phone: +49 1234 56789-0 

Fax: +49 1234 56789-10 

Email: info@musterpharma.de 

Marketing authorisation 
numbers: 

Simvastatin 5 mg film-coated tablets: 12345.00.00 

Simvastatin 10 mg film-coated tablets: 12345.01.00 

Simvastatin 20 mg film-coated tablets: 12345.02.00 

Simvastatin 40 mg film-coated tablets: 12345.03.00 

Simvastatin 80 mg film-coated tablets: 12345.04.00 

Date of first 

authorisation / 

renewal of 

authorisation 

March 19, 2005/April 10, 2009 

Emergency phone 

numbers: 
Phone.: +49 1234 56789-0 

Fax: +49 1234 56789-10 

Email: info@musterpharma.de 

Phone number of poison 
control centre: Phone: +49 1234 56789-0 

Date of last revision of the 
text: February 2012 

mailto:info@musterpharma.de
mailto:info@musterpharma.de
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Simvastatin Film-Coated Tablets  
 
 

Appendix: 
Classifications: 

 

 
Pregnancy:  

 

Categories with short descriptions (not to be printed here) in analogy with the German Drug Compendium ROTE LISTE*  
 

Category  Description  

Gr 1 No suspected embryotoxic / teratogenic effects during extensive use in humans. Animal experiments 

did not yield any evidence of embryotoxic / teratogenic effects. 

Gr 2 
No suspected embryotoxic / teratogenic effects during extensive use in humans. 

Gr 3 No suspected embryotoxic / teratogenic effects during extensive use in humans. However, animal 
experiments did yield evidence of embryotoxic / teratogenic effects which seem insignificant for 
humans. 

Gr 4 There is no sufficient experience of use in humans. Animal experiments did not yield any evidence 
of embryotoxic / teratogenic effects. 

Gr 5 There is no sufficient experience of use in humans. 

Gr 6 
There is no sufficient experience of use in humans. Animal experiments did yield evidence of 
embryotoxic / teratogenic effects. 

Gr 7 Embryotoxic / teratogenic risk in humans (1st trimenon). 

Gr 8 Fetotoxic risk in humans (2nd and 3rd trimenon). 

Gr 9 Risk of perinatal complications or damage in humans. 

Gr 10 Risk of undesired hormone-specific effects on human embryos or foetuses. 

Gr 11 Risk of mutagenic / carcinogenic effects. 

 
 

Lactation:  
 

Categories with short descriptions (not to be printed here) in analogy with the German Drug Compendium Rote Liste*  
 

Category  Description  

La 1 It is not known whether the substance excretes into human milk. 

La 2 Substance excretes into human milk. Damage to the infant has not been reported so far. 

L 3 Substance excretes into human milk. There may be a transient impact on the infant’s state of 
health depending on dose, method of administration and duration of medication. 

La 4 Substance excretes into human milk. There may be severe damage to the infant depending on dose, 

method of administration and duration of medication. 

La 5 Substance results in a decrease in milk production. 

 
* Categories would have to be defined on European level. 
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Questionnaire 

Proj. number P12-0018 

Project name MSD Summary of Product Characteristics 

Version date  

Introduction First of all, I would like to thank you for taking your time to participate in this 

survey. 

I would briefly like to give you some information on the background / objective of 

this survey as well as on data protection and the obligation to report any 

undesired drug effects. 

 

Background / objective:  

The European Commission is planning an amendment to the legal requirements 

concerning summaries of product characteristics. The associations of the 

pharmaceutical industry intend to issue a statement on this topic. 

Their objective is to increasingly orient their recommendations at the physicians’ 

concrete needs. 

It is especially the format, structure and type of representation of the SPC which 

are on trial.    

This is why we need your help in this study involving a well-known medical drug 

(Simvastatin) to compare current and alternative options of representation. 

The objective is to optimize the current summaries of product characteristics 

taking into account the physicians‘ perspective. 

Data protection:  

This study will strictly comply with the current data protection regulations. 

Your answers will exclusively be used for statistical purposes. Your personal data / 

answers will not be disclosed to third parties.  

About undesired drug effects:  

We are conducting this study on behalf of a pharmaceutical company. This 

company wants to be involved in the elaboration of the associations’ 

recommendations to the EU Commission which will take into consideration the 

physicians’ wishes. 

We are obliged to notify our client about any undesired drug effects which are 

mentioned in the course of a market research project with their products.  

If, in the course of this online survey, you mention any undesired drug effect with 

Simvastatin in a particular patient (e.g. in an open question) or want to report 

such an effect independently from this concrete survey, we are obliged to submit 

this information to the company, even though you might have already notified 

the company or the responsible authorities directly. In order to avoid double 

notifications, you will then be asked whether you are willing to renounce the 

confidentiality we guarantee you (according to the market research guidelines of 

the Federal Association of German Market and Social Researchers and according 

to data protection provisions) in the special context of these undesired drug 

effects.   

For this purpose, please click on the respective box and fill out the online form. 

Everything else you will evaluate in the further course of the online survey will 

remain strictly confidential.   
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PROG ANSWERS ARE SINGLE ANSWERS UNLESS SPECIFIED OTHERWISE  
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Screening Questionnaire 

 

 

Good mix! 

 

Good mix! 

 

QUOTA: 50% general medicine, 25% diabetology, 25% cardiology  
 

 

S1  

Topic  GENDER 

FILTER ALL 

QUESTION Are you... 

ANSWERS  Code QUOTA 

 Male 1  

 Female  2  

S2  

Topic  AGE 

FILTER ALL 

QUESTION How old are you? 

ANSWERS  Code QUOTA 

   

 
years 

  

 under 25 1 CLOSE 

 between 25-29 2  

 between 30-39 3  

 between 40-49 4  

 between 50-59 5  

 over 60 6 CLOSE 

S3  

Topic MEDICAL SPECIALTY 

FILTER ALL 

QUESTION What is your medical specialty? 

ANSWERS  Code Next 

 General medicine 1 Quota: 50% 

 Diabetology 2 Quota: 25% 

 Cardiology 3 Quota: 25% 

 Other specialty  4 CLOSE 

S4  

Topic HOSPITAL 

FILTER ALL 

QUESTION Do you work in... 

ANSWERS  Code Next 

  A practice 1  

 A hospital 2 CLOSE 

S5  
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TOPIC STATE 

FILTER ALL 

QUESTION What state are you based in? 

PROG  

ANSWERS  Code Next 

 Baden Wuerttemberg 1  

 Bavaria 2  

 Berlin 3  

 Brandenburg 4  

 Bremen 5  

 Hamburg 6  

 Hesse 7  

 Mecklenburg-Western Pomerania  8  

 Lower Saxony 9  

 North-Rhine Westphalia 10  

 Rhineland-Palatinate 11  

 Saarland 12  

 Saxony 13  

 Saxony-Anhalt 14  

 Schleswig-Holstein 15  

 Thuringia 16  

 None of them  [EXCLUSIVE] 17 CLOSE 
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S6  

TOPIC USE OF SUMMARIES OF PRODUCT CHARACTERISTICS - SOURCES 

FILTER ALL 

QUESTION Which of the sources below do you use at least occasionally to inform yourself about 

medical drugs? 

PROG MULTIPLE ANSWERS POSSIBLE. ROTATE. 

ANSWERS  Code Next 

 Summary of product characteristics 1  

 Sales rep 2  

 Online, on manufacturers‘ pages   3  

 Online, on pages of associations / publishing houses  4  

 Online, using search engines (e.g. google)  5  

 Medical journals 6  

 Practice information systems / data bases (e.g. 

medatixx, COMPUMED) 

7  

 Package insert 8  

 Colleagues 9  

 Events, e.g. congresses, symposia, specialist 

conferences (regional / national)  

10  

 Red list 11  

 Yellow list 12  

 None of these [EXCLUSIVE] 13 CLOSE 

S7  

TOPIC USE OF SUMMARIES OF PRODUCT CHARACTERISTICS – PERSONAL RELEVANCE OF 

SOURCES OF INFORMATION ON MEDICAL DRUGS  

FILTER ALL 

PROG ONLY SHOW SOURCES OF INFORMATION WHICH ARE USED ACCORDING TO S7   

QUESTION And which of these sources of information are most relevant for you personally? You 

can name up to four sources of information. 

PROG MULTIPLE ANSWERS POSSIBLE. ROTATE. 

ANSWERS  Code Next 

 Summary of product characteristics 1  

 Sales rep 2  

 Online, on manufacturers‘ pages   3  

 Online, on pages of associations / publishing houses  4  

 Online, using search engines (e.g. google)  5  

 Medical journals 6  

 Practice information systems / data bases (e.g. medatixx, 

COMPUMED) 

7  

 Package insert 8  

 Colleagues 9  

 Events, e.g. congresses, symposia, specialist conferences 

(regional / national)  

10  

 Red list 11  

 Yellow list 12  

 None of these [EXCLUSIVE] 13 CLOSE 
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S8  

TOPIC AWARENESS – INTERNET PORTALS 

FILTER ALL 

QUESTION Which of these websites containing information on medical drugs or summaries of 

product characteristics do you know, even though only by name?   

PROG MULTIPLE ANSWERS POSSIBLE. ROTATE. 

ANSWERS  Code Next 

 www.fachinfo.de 1  

 www.pharmnet-bund.de 2  

 www.ema.europa.eu 3  

 www.nelm.nhs.uk 4  

 www.rote-liste.de 5  

 www.gelbe-liste.de 6  

 www.univadis.de 7  

 www.iqwig.de 8  

 Other, please specify:_____________ 9  

 I don’t know any website containing summaries of 

product characteristics [EXCLUSIVE] 

10  
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Main Interview 

Status Quo (incl. usage behavior) 
 
 

 

 

 

 

 

 This survey is about the possible improvement of summaries of product characteristics. 
 

The text variants presented here only serve as examples to illustrate the current and 

the possible future structure / format of summaries of product characteristics.  

 

They have not been approved by the authorities and may only be used in the context of 

this survey. For the prescription of Simvastatin products, please use the currently valid 

SPCs of the respective manufacturer. 

 

Please confirm that you have taken into account this note by clicking on the box below. 

Please then click on “continue”. 

 

[PROG: CLICKING ON THE BOX WITH TEXT "HAVE TAKEN INTO ACCOUNT THIS 

INFORMATION“ IS MANDATORY TO CONTINUE ]  

Q1  

TOPIC SATISFACTION WITH SPCs 

FILTER ALL 

QUESTION How satisfied are you generally with the current SPCs? 

Please use the scale below for your answer. 1 means “not satisfied at all“ and 5 “very 

satisfied“. You can use the values in-between to grade your answer. 

ANSWERS  

 Not satisfied at 

all 

   Very satisfied 

 1 2 3 4 5 

Q2  

TOPIC FREQUENCY OF READING 

FILTER ONLY IF SPCs (CODE 1) ARE USED ACCORDING TO S7   

QUESTION How frequently do you use summaries of product characteristics according to your 

estimation? 

ANSWERS  Code Next 

 Several times a week 1  

 Once a week  2  

 Every two weeks  3  

 Once a month 4  

 Once every two months 5  

 Once in three months 6  

 Less frequently  7  
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Q3  

TOPIC ARCHIVING – STORAGE  

FILTER ONLY IF SPCs (CODE 1) ARE USED ACCORDING TO S7   

QUESTION Now I would like to ask you about how you store SPCs. Which of the following answer 

options describes best your storage behavior regarding SPCs? 

ANSWERS  Code Next 

 I archive them systematically (e.g. in a folder, a file 

system) 

1  

 I store them, but not in a systematic way (e.g. in a loose 

pile)  

2  

 I throw them away 3  

Q4  

TOPIC ARCHIVING – FREQUENCY OF UPDATING  

FILTER ONLY IF SPCs (CODE 1) ARE USED ACCORDING TO S7 AND ARE ARCHIVED OR STORED 

ACCORDING TO Q3 (CODE 1 OR 2)  

QUESTION How frequently do you usually update these summaries of product characteristics? If 

you don’t update them, please select ‘Never‘  

ANSWERS  Code Next 

 Quarterly (every 3 months)  1  

 Once every half year 2  

 Once a year 3  

 Less frequently 4  

 Never 5  
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Structure 
 

 

 

 

Q5  

TOPIC IDEAL FORMAT / STRUCTURE   

FILTER ALL 

QUESTION This part is about the ideal structure of a summary of product characteristics. 

 

In the following, you will see all the headings of the individual blocks of topics. In terms 

of the structure of an SPC which is ideal for you personally, what should be the order of 

these blocks of topics in your opinion?  

 

Please first click on the block of topics which should be the first one and drag it to the 

desired position (drag/drop), then click on the block which should follow etc. until you 

get to the last block. This way, you can bring all topics in the right sequence. 

PROG ROTATE 

ANSWERS  Code Next 

 Therapeutic indications 1  

 Marketing authorization number 2  

 Posology 3  

 Method and duration of administration 4  

 Undesired effects  5  

 Interactions 6  

 Contraindications 7  

 Information on special patient groups 8  

 Checklist for patient information 9  

 Pharmacology / clinical studies / pharmacokinetics    10  

 Pack sizes 11  

 List of excipients  12  

 Shelf life 13  

 Storage 14  

 Disposal 15  

 Pharmaceutical form  16  

 Contact data of the pharmaceutical company / 

emergency phone numbers (e.g. poison control center)  
17 
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Evaluation of the Chapters 
 

 

[QUESTION BLOCK – CHAPTER ONLY AVAILABLE IN THE ALTERNATIVE VERSION] 

 

[PROG: SHOW THE FOLLOWING QUESTION ON THE SAME PAGE]   

 

 1 2 3 4 5 

 In the following, we will show you individual chapters of a summary of product 

characteristics about a Simvastatin product in two different versions. One is the current 

version and the other one an alternative way of representing the information. The 

alternative version also has some additional chapters. 

 

The first version we will present to you for a direct comparison is the current version. 

 

What we are particularly interested in is your opinion on the type of representation, 

not on the medical content.  

 You will now see the “Information on the medicinal product” chapter. This is a brief 

summary of the central product characteristics which may precede the actual SPC. This 

brief summary doesn’t exist in the current version of the SPC.  

 

Please have a look at this chapter. 

[PROG: SHOW CHAPTER “Information on the medicinal product“] 

 
[BETTER RESOLUTION UNDER “INSTRUMENTS“] 
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[QUESTION BLOCK – CHAPTER AVAILABLE IN BOTH VERSIONS] 

[PROG: PLESE ROTATE “CURRENT VERSION“ AND “ALTERNATIVE VERSION“ 

Q6  

TOPIC CHAPTER / SUMMARY – USEFULNESS 

FILTER ALL 

QUESTION And how useful do you consider this brief summary to be altogether? 

 

Please use the scale below for your answer. 1 means “not useful at all“ and 5 “very 

useful“. You can use the values in-between to differentiate your answer.  

ANSWERS  

 Not useful at 

all 

 Neutral  Very useful  

 1 2 3 4 5 

Q7 Q 

TOPIC CHAPTER - READABILITY 

FILTER ALL 

QUESTION Now that you have read this text: 

 

How user-friendly or readable is this summary (with regard to structure, type of 

presentation etc.) in your opinion? 

 

Please use the scale below for your answer. 1 means “not user-friendly at all“ and 5 

“very user-friendly“. You can use the values in-between to differentiate your answer. . 

ANSWERS  

 Not user-

friendly at all 

 Neutral   Very user-

friendly 

 1 2 3 4 5 

 We will now compare some chapters and excerpts of the SMP as examples. We will first 

show you the current version and then the alternative. 

 

You will first see the current “Therapeutic indications“ chapter and then an alternative 

version of it.  

 Current version 

 

Please have a look at the current version and then click on “continue“. 

 

[PROG: SHOW CHAPTER  “Therapeutic indications“] 
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[PROG: BETTER RESOLUTION UNDER “INSTRUMENTS“] 

 Alternative version 

 

Please have a look at this alternative version and then click on “continue“. 

 

[PROG: SHOW CHAPTER “Therapeutic indications“] 

 
[ PROG: BETTER RESOLUTION UNDER “INSTRUMENTS“ 
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Q8 Q 

TOPIC CHAPTER COMPARISON – PREFERENCE   

FILTER ALL 

You will now see both versions alongside each other.    

 

[PORG: SHOW BOTH SPCs IN TWO WINDOWS ALONGSIDE EACH OTHER] [PLEASE 

ROTATE CURRENT / ALTERNATIVE] 

Current Version 

 

Alternative Version 

 

QUESTION 

Which of these two versions would you prefer to use in real life? 

 

Please use the scale below for your answer. 1 means “the current version” and 5 “the 

alternative version“. 3 stands for “no preference”. You can use the values in-between 

to grade your answer. [PLEASE ROTATE CURRENT / ALTERNATIVE IN THE SCALE] 

PROG ROTATE CURRENT / ALTERNATIVE IN THE SCALE 

ANSWERS  

 Current  

version 

 No preference  Alternative 

version 

 1 2 3 4 5 
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QUESTION BLOCK – CHAPTER AVAILABLE IN BOTH VERSIONS] 

 

 You will now first see the current version of the chapter “Posology, method and 

duration of administration“ and then an alternative version of it.  

 Current version 

 

Please have a look at the current version and then click on “continue“. 

 

[PROG: SHOW CHAPTER  “Posology“] 

 
[PROG: BETTER RESOLUTION UNDER “INSTRUMENTS“] 
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 Alternative version 

 

Please have a look at this alternative version and then click on “continue“. 

 

[PROG: SHOW CHAPTER  “Posology“] 

 

 
[ PROG: BETTER RESOLUTION UNDER “INSTRUMENTS“] 
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Q9  

TOPIC CHAPTER COMPARISON – PREFERENCE  

FILTER ALL 

You will now see both versions alongside each other.  

 

[PORG: SHOW BOTH SPCs IN TWO WINDOWS ALONGSIDE EACH OTHER] [PLEASE 

ROTATE CURRENT / ALTERNATIVE]   

Current version 

 

Alternative version 

 
 

 

 

 

QUESTION 

Which of these two versions would you prefer to use in real life? 

 

Please use the scale below for your answer. 1 means “the current version” and 5 “the 

alternative version”. 3 stands for “no preference”. You can use the values in-between 

to grade your answer. [PLEASE ROTATE CURRENT / ALTERNATIVE IN THE SCALE]   

PROG ROTATE CURRENT / ALTERNATIVE IN THE SCALE 

ANSWERS  

 Current  

version 

 No preference  Alternative 

version 

 1 2 3 4 5 
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QUESTION BLOCK – CHAPTER AVAILABLE IN BOTH VERSIONS] 

 You will now first see the current version of “Special warnings and precautions for use“ 

and then an alternative version of it. 

 Current Version 

 

Please have a look at the current version and then click on “continue”. 

 

[PROG: SHOW CHAPTER “Special warnings and precautions for use“] 
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[PROG: BETTER RESOLUTION UNDER “INSTRUMENTS”] 
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 Alternative version 

 

Please have a look at this alternative version and then click on “continue”. 

 

[PROG: SHOW CHAPTER “Special warnings and precautions for use“] 

 

 
 

 

[ PROG: BETTER RESOLUTION UNDER “INSTRUMENTS”] 
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QUESTION BLOCK – CHAPTER AVAILABLE IN BOTH VERSIONS] 
[] 

Q10 

TOPIC CHAPTER COMPARISON - PREFERENCE 

FILTER ALL 

You will now see both versions alongside each other.  

 

[PORG: SHOW BOTH SPCs IN TWO WINDOWS ALONGSIDE EACH OTHER] [PLEASE 

ROTATE CURRENT / ALTERNATIVE] 

Current version 

 

[PROG: TEXT SEE ABOVE] 

Alternative version 

 

[PROG: TEXT SEE ABOVE] 

 

QUESTION 

Which of these two versions would you prefer to use in real life? 

 

Please use the scale below for your answer. 1 means “the current version” and 5 “the 

alternative version”. 3 stands for “no preference”. You can use the values in-between 

to grade your answer. [PLEASE ROTATE CURRENT / ALTERNATIVE IN THE SCALE] 

PROG ROTATE CURRENT / ALTERNATIVE IN THE SCALE 

ANSWERS  

 Current 

version 

 No preference  Alternative 

version 

 1 2 3 4 5 

 Now you will first see the current version of “Interactions” and then an alternative 

version of it. [PROG: PLEASE rotate “current version” and “alternative version”] 

 Current version 

 

Please have a look at the current version and then click on “continue“. 

[PROG: SHOW CHAPTER  “Interactions“] 
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[PROG: BETTER RESOLUTION UNDER “INSTRUMENTS”] 
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 Alternative version 

 

Please have a look at this alternative version and then click on “continue“. 

[PROG: SHOW CHAPTER  “Interactions“ ] 

 

 
 

 
 

[ PROG: BETTER RESOLUTION UNDER “INSTRUMENTS”] 
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Q11 

TOPIC CHAPTER COMPARISON – PREFERENCE 

FILTER ALL 

You will now see both versions alongside each other.    

 

[PORG: SHOW BOTH SPCs IN TWO WINDOWS ALONGSIDE EACH OTHER] [PLEASE 

ROTATE CURRENT / ALTERNATIVE]   

Current version 

 

[PROG: TEXT SEE ABOVE] 

Alternative version 

 

[PROG: TEXT SEE ABOVE] 

 

QUESTION 

Which of these versions would you prefer to use in real life? 

 

Please use the scale below for your answer. 1 means “the current version“ and 5 “the 

alternative version“. 3 stands for “no preference”. You can use the values in-between 

to grade your answer. [PLEASE ROTATE CURRENT / ALTERNATIVE IN THE SCALE] 

PROG ROTATE CURRENT / ALTERNATIVE IN THE SCALE 

ANSWERS  

 Current 

version 

 No preference  Alternative 

version 

 1 2 3 4 5 
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 You will now first see an excerpt of the current version of the chapter “Pharmacology”  

chapter and then an alternative version of it. The representation of individual studies 

was ommitted here, as this issue will be dealt with in a separate question.  

 Current version 

 

Please have a look at the current version and then click on “continue”. 

 

[PROG: SHOW CHAPTER “Pharmacology“ ] 

 
 

 

[PROG: BETTER RESOLUTION UNDER “INSTRUMENTS”] 
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 Alternative version 

 

Please have a look at this alternative version and then click on “continue”. 

 

[PROG: SHOW CHAPTER “Clinical pharmacology“] 

 
 

[ PROG: BETTER RESOLUTION UNDER “INSTRUMENTS”] 
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Q12 

TOPIC CHAPTER COMPARISON – PREFERENCE 

FILTER ALL 

You will now see both versions alongside each other.  

 

[PORG: SHOW BOTH SPCs IN TWO WINDOWS ALONGSIDE EACH OTHER] [PLEASE 

ROTATE CURRENT / ALTERNATIVE] 

Current version Alternative version 

 

 

QUESTION 

Which of these two versions would you prefer to use in real life? 

 

Please use the scale below for your answer. 1 means “the current version” and 5 “the 

alternative version”. 3 stands for “no preference“. You can use the values in-between 

to grade your answer. [PLEASE ROTATE CURRENT / ALTERNATIVE IN THE SCALE] 

PROG ROTATE CURRENT / ALTERNATIVE IN THE SCALE 

ANSWERS  

 Current 

version 

 No preference  Alternative 

version 

 1 2 3 4 5 
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 You will now first see an example of the representation of clinical studies in the current 

version and then an alternative version of it. ] 

 

Note: This text is an excerpt from the ‘Pharmacology’ chapter and is only represented in 

part here. 

 Current version 

 

Please have a look at the current version and then click on “continue”. 

 

[PROG: SHOW CHAPTER “Clinical studies”] 

 
 

 

[PROG: BETTER RESOLUTION UNDER “INSTRUMENTS”] 
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 Alternative version 

 

Please have a look at this alternative version and then click on “continue”. 

 

[PROG: SHOW CHAPTER “Clinical studies“ ] 

 
 

[ PROG: BETTER RESOLUTION UNDER “INSTRUMENTS”] 
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Q13 

TOPIC CHAPTER COMPARISION – PREFERENCE  

FILTER ALL 

You will now see both versions alongside each other.  

 

[PORG: SHOW BOTH SPCs IN TWO WINDOWS ALONGSIDE EACH OTHER] [PLEASE 

ROTATE CURRENT / ALTERNATIVE] 

Current version 

 

Alternative version 

 

 
 

QUESTION 

Which of these two versions would you prefer to use in real life? 

 

Please use the scale below for your answer. 1 means “the current version” and 5 “the 

alternative version”. 3 stands for “no preference”. You can use the values in-between 

to grade your answer. [PLEASE ROTATE CURRENT / ALTERNATIVE IN THE SCALE] 

PROG ROTATE CURRENT / ALTERNATIVE IN THE SCALE 

ANSWERS  

 Current  

version 

 No preference  Alternative 

version 

 1 2 3 4 5 
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[QUESTION BLOCK – CHAPTER ONLY AVAILABLE IN THE ALTERNATIVE VERSION] 

 

[PROG: SHOW THE FOLLOWING QUESTION ON THE SAME PAGE]   

 

 

 

 

 

 

 

 You will now see an additional possible list called “Checklist for patient information“ 

which doesn’t exist in the current SPC version in the same way.  

 

Please have a brief look at this list and then evaluate its benefit: 

 

[PROG: SHOW “Checklist for patient information“] 

 

 
 

[BETTER RESOLUTION UNDER “INSTRUMENTS”] 

Q14 

TOPIC CHAPTER - USEFULNESS 

FILTER ALL 

QUESTION And how useful do you consider this checklist to be altogether? 

 

Please use the scale below for your answer. 1 means “not useful at all“ and 5 “very 

useful“. You can use the values in-between to grade your answer. 

ANSWERS  

 Not useful at 

all 

   Very useful 

 1 2 3 4 5 
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Q15 

TOPIC CHAPTER - READABILITY 

FILTER ALL 

QUESTION After you have read this text: 

 

How user-friendly or readable is this checklist in your opinion (in terms of structure, 

type of presentation etc.)? 

 

Please use the scale below for your answer.  1 means “not user-friendly at all” and 5 

“very user-friendly”. You can use the value in-between to grade your answer. 

ANSWERS  

 Not user-

friendly at all 

   Very user-

friendly 

 1 2 3 4 5 
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[PROG: SHOW THE FOLLOWING QUESTION ON THE SAME PAGE] 

 

 

 You will now see an additional possible summary named “General and administrative 

information“. In the current SPC version, these bits of information can be found in 

different places. 

Please read the following topics the chapter “General and administrative information“ 

is intended to contain. You will then be asked to evaluate the usefulness of this chapter. 

 

Topics of the chapter: 

- Potency  

- Pharmaceutical form 

- Excipients 

- Visual description 

- Pack sizes 

- Shelf life 

- Storage 

- Disposal 

- Marketing authorization holder 

- Marketing authorization numbers 

- Emergency phone number (e.g. poison control center)   

 

 

[PROG: DON’T SHOW THE CHAPTER FROM THE SPC HERE, BUT THE TEXT FROM ABOVE] 

Q16 

TOPIC CHAPTER - USEFULNESS 

FILTER ALL 

QUESTION And how useful do you consider this general and administrative information to be 

altogether? 

 

Please use the scale below for your answer. 1 means “not useful at all“ and 5 “very 

useful“. You can use the values in-between to grade your answer. 

ANSWERS  

 Not useful at 

all 

   Very useful 

 1 2 3 4 5 
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Q17 

TOPIC Classifications / schemes 

FILTER ALL 

QUESTION As you might have noticed, the alternative representation of the SPC refers to standard 

classifications at some points (which, of course, would have to be established, 

published and/or linked / added as an attachment) in order to assign the drug to a 

particular risk group.  

This is the case with information on pregnancy and lactation, which have been classified 

in analogy with the Red List here.   

This is supposed to allow for a quick risk assessment and the comparability with other 

medical drugs. 

 

(Show example and classification).  

  

How useful do you consider a reference to standard classifications to be?  

 

Please use the scale below for your answer. 1 means “not useful at all“ and 5 “very 

useful“. You can use the values in-between to grade your answer. 

ANSWERS  

 Not useful at 

all 

   Very useful 

 1 2 3 4 5 
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Comparison - Overall 
 

Q18 

TOPIC IDEAL FORMAT / STRUCTURE 

FILTER ALL 

QUESTION In the beginning, you developed the ideal structure of an SPC. This structure is shown 

below. 

 

If you want to change the order of chapters you have personally established before, 

you can do so now. Please first click on the block of topics which you want to appear at 

the beginning, and drag it there (drag /drop), then click on the block which should 

follow etc. until you’ve gotten to the last block. 

 

If you don’t want to change this order anymore, please click on “continue“ to get to the 

next question.  

PROG PRESENT ITEMS IN THE ORDER ESTABLISHED IN Q5  

ANSWERS  Code Next 

 Therapeutic indications  1  

 Marketing authorization numbers 2  

 Posology 3  

 Method and duration of administration  4  

 Undesired effects  5  

 Interactions 6  

 Contraindications 7  

 Special patient groups 8  

 Checklist for patient information 9  

 Pharmacology / clinical studies / pharmacokinetics  10  

 Pack sizes 11  

 List of excipients  12  

 Shelf life 13  

 Storage  14  

 Disposal 15  

 Pharmaceutical form 16  

 Contact data of the pharmaceutical company / 

emergency phone numbers (e.g. poison control center) 
17 
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Q19  

TOPIC OVERALL COMPARISON - DETAILS 

FILTER ALL 

The following section is about comparing both versions again as a whole, that is, 

to compare the structure and the way the information is presented here. 

 

You will see both versions again alongside each other and can scroll down the 

texts using the scroll bar. 

[PORG: SHOW BOTH SPCs HERE ALONGSIDE EACH OTHER WITH SCROLL BARS] 

[PLEASE ROTATE CURRENT / ALTERNATIVE. IF THE TWO VERSIONS CANNOT BE 

PRESENTED SIMULTANEOUSLY, THERE MUST BE A POSSIBILITY TO ‘SWITCH BACK 

AND FORTH‘] 

Current version Alternative version 

QUESTION 

In the following, you will find several characteristics which might apply to the SPC. 

Please indicate whether they rather apply to the current or the alternative type of 

presentation.  

 

Please use the scale below for your answer. 1 means “rather applies to the 

current version“ and 5 “rather applies to the alternative version“. You can use the 

values in-between to grade your answer. 

[PLEASE ROTATE CURRENT / ALTERNATIVE IN SCALE DESCRIPTION AND SCALE] 

PROG ROTATE STATEMENTS; ROTATE CURRENT / ALTERNATIVE IN THE SCALE   

ANSWERS  

  Rather applies 

to the current 

version  

 Applies 

to both 

versions 

equally 

 Rather applies to 

the alternative 

version  

 1 Is appealing 1 2 3 4 5 

 3 Is easy to read 1 2 3 4 5 

 
4 

Has a logical 

structure 
1 2 3 4 5 

 
5 

Has a clear and 

logical layout 
1 2 3 4 5 

 6 Helps me save time 1 2 3 4 5 

 7 Is intuitive  1 2 3 4 5 

 8 Is comprehensive 1 2 3 4 5 

 9 Seems respectable 1 2 3 4 5 

 10 Is modern 1 2 3 4 5 
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Q20 

TOPIC NEW / CURRENT SPC – PREFERENCE   

FILTER ALL 

QUESTION Now that you have analyzed both versions of an SPC in detail:  

 

Which of these two SPCs would you prefer to use in real life? 

 

Please use the scale below for your answer. 1 means “the current version“ and 5 “the 

alternative version“. 3 stands for “no preference”. You can use the values in-between 

to grade your answer. 

 

 

ANSWERS  

 Current 

version 

 No preference  Alternative 

version 

 1 2 3 4 5 
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Ideal Format and Sources 
 

 

 

 

 

Q21 Q 

TOPIC IDEAL FORMAT  

FILTER ALL 

QUESTION The following section is about your wishes and requirements regarding the 

formats of SPCs.  

 

In what form should SPCs ideally be available? 

ANSWERS  Code Next 

 Only in print format 1  

  Only in digital format (e.g. online, CD with the 

respective links, bookmarks etc.) 

2  

 Both in print and digital formats   3  

 I don’t care 4  

Q22 

TOPIC  IDEAL SOURCES OF INFORMATION   

FILTER ALL 

QUESTION Please now imagine that SPCs meet your requirements and expectations. 

 

Through which of these information channels / sources would you like to receive SPCs? 

You can choose one or several of the following channels.  

PROG MULTIPLE ANSWERS POSSIBLE. ROTATE. 

ANSWERS  Code Next 

 From the manufacturer through the sales rep   1  

 From the manufacturer per mail 2  

 Over the internet 3  

 In the form of an email / newsletter from the 

manufacturer 

4  

 From colleagues 5  

 Other, please specify: _________________________ 6  

 None of these [EXCLUSIVE] 7  
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Impact on usage – the ideal SPC 
 

 

 

 

Q23 

TOPIC IMPACT ON FREQUENCY OF USE – IDEAL STATE  

FILTER ONLY IF SPCs (CODE 1) ARE USED ACCORDING TO S7   

QUESTION Now please imagine that SPCs were available in precisely the way you want them to in 

terms of structure, format and medium.   

To what extent would this change your usage intensity regarding SPCs? 

 

Please use the scale below for your answer. 1 means “would use it much less 

intensively“ and 5 “would use it much more intensively“. You can use the values in-

between to grade your answer. 

ANSWERS  

 Use it much 

less intensively 

 Use it just as 

intensively 

 Use it much 

more 

intensively 

 1 2 3 4 5 

Q24 

TOPIC IMPACT ON FREQUENCY OF USE – IDEAL STATE   

FILTER ONLY IF SPC ARE NOT USED ACCORDING TO S7 (NOT CODE 1)  

QUESTION Now please imagine that SPCs were available in precisely the way you want them to in 

terms of structure, format and medium.  

 

How frequently would you then use these SPCs? 

 

Please use the scale below for your answer. 1 means “wouldn’t use them at all” and 5 

“would use them very frequently”. You can use the values in-between to grade your 

answer. 

ANSWERS  

 Not use them 

at all 

   Use them very 

frequently  

 1 2 3 4 5 
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Appendix IV: Table: Differences in preferences between medical specialties 

Section of SmPC / perception 

factor of evaluation  
Specialty Mean diff SE p CI 

GP-Diabetologist .55 .160 .002 .16 to .94 

GP-Cardiologist .25 .160 .361 -.14 to .64 Overall preference 

Diabetologist-Cardiologist -.30 .185 .319 -.75 to .15 

GP-Diabetologist .29 .183 .342 -.15 to .73 

GP-Cardiologist .05 .183 1.000 -.39 to .49 Therapeutic indications 

Diabetologist-Cardiologist -.24 .211 .770 -.75 to .27 

GP-Diabetologist .69 .167 <.001 -.29 to 1.09 

GP-Cardiologist .11 .167 1.000 -.29 to .51 Posology 

Diabetologist-Cardiologist -.58 .193 .009 -1.05 to -.11 

GP-Diabetologist .48 .188 .034 .03 to .93 

GP-Cardiologist .20 .188 .867 -.25 to .65 
Special warnings and 

precautions for use 
Diabetologist-Cardiologist -.28 .217 .597 -.80 to .24 

GP-Diabetologist .63 .165 .001 .23 to 1.03 

GP-Cardiologist .41 .165 .041 .01 to .81 Interactions 

Diabetologist-Cardiologist -.22 .190 .748 -.68 to .24 

GP-Diabetologist .48 .172 .018 .06 to .90 

GP-Cardiologist .26 .172 .400 -.16 to .68 Pharmacology 

Diabetologist-Cardiologist -.22 .199 .812 -.70 to .26 

GP-Diabetologist .53 .160 .003 .14 to .92 

GP-Cardiologist .25 .160 .358 -.14 to .64 Clinical studies 

Diabetologist-Cardiologist -.28 .185 .393 -.73 to .17 

GP-Diabetologist .90 .146 <.001 .55 to 1.25 

GP-Cardiologist .48 .146 .004 .13 to .83 Is appealing 

Diabetologist-Cardiologist -.42 .168 .040 -.83 to -.01 

GP-Diabetologist .28 .157 .230 -.10 to .66 

GP-Cardiologist .34 .157 .096 -.04 to .72 Is easy to read 

Diabetologist-Cardiologist .06 .182 1.000 -.38 to .50 

GP-Diabetologist .20 .138 .444 -.13 to .53 

GP-Cardiologist .14 .138 .931 -.19 to .47 Has a logical structure 

Diabetologist-Cardiologist -.06 .159 1.000 -.44 to .32 

GP-Diabetologist .67 .142 <.001 .33 to 1.01 

GP-Cardiologist .29 .142 .126 -.05 to .63 Has a clear and logical layout 

Diabetologist-Cardiologist -.38 .163 .063 -.77 to .01 

GP-Diabetologist 1.07 .150 <.001 .71 to 1.43 

GP-Cardiologist .55 .150 .001 .19 to .91 Helps me save time 

Diabetologist-Cardiologist -.52 .173 .009 -.94 to -.10 

GP-Diabetologist .39 .150 .030 .03 to .75 

GP-Cardiologist .31 .150 .121 -.05 to .67 Is intuitive 

Diabetologist-Cardiologist -.08 .173 1.000 -.50 to .34 

GP-Diabetologist .40 .192 .116 -.06 to .86 

GP-Cardiologist .62 .192 .004 .16 to 1.08 Is comprehensive 

Diabetologist-Cardiologist .22 .222 .968 -.32 to .76 

GP-Diabetologist .38 .175 .094 -.04 to .80 

GP-Cardiologist .56 .175 .005 .14 to .98 Seems respectable 

Diabetologist-Cardiologist .18 .202 1.000 -.31 to .67 

GP-Diabetologist .88 .145 <.001 .53 to 1.23 

GP-Cardiologist .42 .145 .013 .07 to .77 Is modern 

Diabetologist-Cardiologist -.46 .167 .020 -.86 to -.06 
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Introduction and practice characteristics 
• Description of the practice situation: individual or group practice, number of 

patients, priorities etc.  

Significance and relevance of SmPC 
• Spontaneous reactions 

• Personal relevance and satisfaction (10-point scale) 

• Relevant information, evaluation criteria 

Need gaps: ideal SmPC in the physicians’ view 
• Reference to the homework: good and bad SmPC 

• Presentation for the EU: annoying aspects of current SmPC 

• Future scenario: suggested improvements 

Digression: patient information and package inserts 
• Sources of information to inform the patient 

• Relevance of package inserts in patient consultation 

Potentials for optimization 
• Recommendations regarding new SmPC as basis for new  template 

Discussion of the structure / composition of SmPC in terms 

of formal aspects and MSD template 
• Evaluation of the aspects according to relevance 

• Logical structure / arrangement of the topics 

• Evaluation of the density of information / degree of detail 

• Evaluation of ways of representing information: tables, graphics...  

• Clustering of information 

• Expectations of information in the respective chapters /  

discussion of the MSD template 

http://www.siebert-objekt.de/media/arztpraxis3full.jpg
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Appendix VI:  Demographics of participating physicians 

 Step 1 Step 3 

Number of 

participants 

18 200 

Gender Female: ≤ 50% 

 

Male: 64.5%, female: 35.5% 

Age Representation of all age groups;  

cut-off: 61 years 

Representation of all age groups;  

25-59 years 

Location Office-based physicians working in their own 

practices for at least 2 years  

Office-based physicians 

 

Region Munich, Heidelberg Practices located in all German states 

represented 

Specialties 9 GPs (50%), 1 rheumatologist, 2 diabetes 

experts, 1 oncologist, 3 cardiologists, 2 

orthopaedists 

50% GPs, 25% diabetes experts, 25% 

cardiologist 

Interest in medicinal 

product information 

All frequently read SmPCs and patient 

information of drugs 

54% SmPC user, 46% non-user 
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