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Qualified Statisticians in the European Pharma
Industry: Present and Future Directions

An EFSPI Qualifications Working Party ques-
tionnaire was completed by the boards of 10
EFSPI-affiliated organizations. Questions con-
cerned responsibilities, qualifications, training,
continuing professional development (CPD),
and professional certification of statisticians
in the pharmaceutical industry. A master’s de-
gree in statistics was most frequently the mini-
mum requirement for an entry-level statisti-
cian, although some companies would accept a
qualification where statistics was not the pri-
mary discipline. Recent developments in statis-
tics were considered optional for an entry-level
statistician, which may suggest that the phar-

maceutical statistical community is not in the
best position to respond to the current chang-
ing environment. Development of statisticians
by companies is well supported, although ther-
apeutic area and personal development courses
are less well supported. Smaller countries noted
there were insufficient statistical courses in
their country for training after formal qualifi-
cation. Interpretation of the ICH E9 term
qualified statistician was still inconsistent
five years after EFSPI published a common
core definition. No EFSPI organization
planned to publish a CPD policy or implement
a registration scheme.
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INTRODUCTION

At present, statisticians play an acknowledged
key role in drug research and development at a
global level. They do so in a range of roles, either
within the pharmaceutical industry or as regu-
lators, academic researchers, or consultants. In
Europe, but not necessarily only in Europe,
standards of professional qualifications to meet
these roles used to be unclear due to the large
diversity of educational and professional career
paths that could lead to the profession of statis-
tician in drug research and development.
Triggered by the International Conference on
Harmonization (ICH) E6 and E9 guidelines
(1,2), a previous working party of the European
Federation of Statisticians in the Pharmaceuti-
cal Industry (EFSPI) established a common core
definition of a “qualified statistician” (3). To-
day’s environment of drug development is dy-
namic, with a multitude of technical, political,
and societal factors influencing the way new
drugs can be developed and marketed for true
benefit to human health. These factors have had
a large impact on the roles and responsibilities
of statisticians. EFSPI therefore initiated a work-
ing party to revisit and evaluate the professional
standards set previously, and investigate the

professional development for statisticians need-
ed to continue to deliver optimal value to the
pharmaceutical industry.

This article presents the results of a survey of
EFSPl-affiliated organizations that concerned
the qualifications and experience of individuals
working as statisticians in the European phar-
maceutical industry. It provides a snapshot in
time of these factors. Many pharmaceutical
companies are international; therefore the re-
sults are of interest outside of Europe. The re-
sults are discussed in the context of the main
trends affecting the statistician’s role and thus
the potential future needs for training and cer-
tification programs.

The article starts with introductory sections
on the development of the working environment
of statisticians in the pharmaceutical industry,
accreditation schemes for statisticians, and Eu-
ropean higher education. The methods and re-
sults of the survey are then presented. The re-
sults are discussed and the future considered.

WORKING ENVIRONMENT

The evolution and expanding role of the statisti-
cian in the pharmaceutical industry (4,5) and
the changing times in pharmaceutical statistics
(6.7) have been discussed. The increasing regu-
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latory requirement for statistical input in criti-
cal areas and the changing face of the science of
drug development have driven the evolution. A
change in the statisticians’ approach to their
role and the correct training and experience
were identified as being critical for the profes-
sion to optimize its contribution to the drug dis-
covery and development process. As the statisti-
cian role continues to develop from a technical
to a strategic role, emphasis on experimental de-
sign, communication and presentation skills,
general science, decision theory, and risk as-
sessment were seen as key aspects of a future
statistician’s training,

ACCREDITATION SCHEMES

In Europe, three accreditation schemes (in Ger-
many, Netherlands, and the UK) are running
whereby statisticians can register and be ap-
proved by a statistical organization to show that
they have attained a defined level of qualifica-
tions and experience. These schemes are broad-
er than for just the pharmaceutical industry.

In Germany, the German Society for Medi-
cal Informatics, Biometry and Epidemiology
(GMDS) and German Region of the Internation-
al Biometric Society established criteria for the
certificate of Biometry in Medicine in 1981 (8).
In 1987, the certificate received official recogni-
tion by the German Federal Institute for Drugs
and Medical Devices (BfArM) as proof of qualifi-
cation of the responsible biometrician.

In the Netherlands, the Dutch Society for Sta-
tistics and Operational Research (VVS) has had
an accreditation scheme for the registration of
biostatisticians working in medical, biological,
agricultural, and environmental areas of appli-
cation since 2002 (9). In the UK, the Royal Sta-
tistical Society introduced an accreditation
scheme in 1993 (10). The award of chartered
statistician (CStat) covers all areas of statistics
and is not specific to statisticians working in
biostatistics or the pharmaceutical industry.

The requirements of each scheme differ in de-
tail. However, in general, to be awarded accredi-
tation, a candidate must have completed a uni-
versity education in statistics and have 5 years
practical experience in applying statistics.
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Outside of Europe, similar registration
schemes for statisticians also exist in Australia
and Canada. The American Statistical Associa-
tion has also considered a certification scheme
(11), but has not implemented one to date.

EUROPEAN HIGHER EDUCATION

In Europe, statistics can be studied at the un-
dergraduate level, but is more commonly stud-
ied at the postgraduate level. At the undergrad-
uate level, usually a 3- or 4-year course, study
would lead to a qualification such as a bachelor
of science (BSc). At the postgraduate level, a fur-
ther 1 to 3 or more years of study would lead to
a master of science/philosophy (MSc/MPhil), li-
censiate, or doctor of philosophy (PhD).

The availability of courses focusing on biosta-
tistics or medical statistics varies between coun-
tries (3). General statistics courses may be avail-
able with a varying content of biostatistics.
Other courses may be mathematical or in an-
other discipline (eg, social sciences, economet-
rics) with an option to specialize in statistics.
Hence, the statistical qualifications of statisti-
cians working in the pharmaceutical industry
are likely to vary both within and between coun-
tries.

SURVEY OF EFSPI-AFFILIATED
ORGANIZATIONS

In June 2004 a questionnaire was sent to each
of the 11 EFSPl-affiliated organizations. The
questionnaire was designed to be completed by
the board of each organization, rather than the
individual members of the organizations. The
boards used membership data, board meeting
discussions, and local knowledge to provide an-
swers. Some or all of the board members in each
organization would have been experienced
statisticians from the pharmaceutical industry.
The method of obtaining the results was at the
discretion of each organization and data avail-
able for generating the response is likely to
have varied between the organizations. In addi-
tion to background information, questions
were related to the responsibilities, qualifica-
tions, training, continuing professional devel-
opment (CPD), and certification or registration
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FIGURE 1

of statisticians working in the pharmaceutical
industry. Each organization was asked to pro-
vide information concerning the statisticians
working in the pharmaceutical industry in their
country. The pharmaceutical industry was de-
fined to include all statisticians employed by
pharmaceutical companies as well as those em-
ployed by contract research organizations
(CROs) and independent consultants working
for the industry. It was also to include all func-
tions (eg, in research, development, operations,
marketing).

SURVEY RESULTS

BACKGROUND INFORMATION

Societies from 10 of the 11 countries completed
the questionnaire: Belgium, Denmark, Finland,
France, Germany, Italy, Netherlands, Sweden,
Switzerland, and the UK.

An estimate of the number of statisticians in
each country is shown in Figure 1. Overall, it is
estimated that over 2,200 statisticians are work-
ing in the pharmaceutical industry in the 10
countries who participated in the survey. The
UK, Germany, and France have the largest num-

ber of statisticians and in total account for ap-
proximately 75% of statisticians.

In all countries, the large majority of statisti-
cians (70-95%, per country) were employed in
the clinical area (Table 1). Between 5% and
30%, per country, were estimated to be em-
ployed in the nonclinical area and between O
and 25% in other areas. Statisticians were em-
ployed in both pharmaceutical companies and
CROs in all countries.

Many statisticians were in the <5 years and 5
to <10 years experience groups (Table 1): the
median percentages over the nine countries
were 25% and 35%, respectively. For the 10 to
<15 years and the >15 years experience groups,
the median was 20% and 15%, respectively.

RESPONSIBILITIES
Table 2 presents the median and range, over
countries, of the minimum number of years ex-
perience that companies generally require stat-
isticians to have for the main tasks of the statis-
tician role.

At the study level, for statistical input to study
design (including the protocol and statistical

Estimate of the number of
statisticians employed by
the pharmaceutical indus-
try, including contract re-
search organizations and
consultants.
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TABLE 1

TABLE 2

Median (%) Range (%)

Business area*

Clinical 84 70-95

Nondlinical 10 5-30

Other 3 0-25
Sector

Pharmacevfical company 67 40-85

Contract research organization 26 15-50

Other 5 0-15
Experience*

<5 years 25 10-41

510 <10 years 35 20-60

1010 <15 years 20 14-35

>15 years 15 3-36
*Data based on nine countries: the UK did not provide a response.

analysis plan), performing statistical analysis,
quality control of statistical analysis, and input
to the study report, the median of the lowest
number of years experience that companies re-
quire statisticians to have was 1 year. The medi-
an was greater for sign-off, being 3.5 years for
the sign-off of study design (including protocol,
statistical analysis plan) and 3 years for report
sign-off.

The response across countries was similar for
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statistical analysis and quality control of statisti-
cal analysis (range 0~1.5, and 0-3, respective-
ly). For both of these tasks, the Scandinavian
countries tended to be lower (Denmark, O years;
Finland and Sweden, 2 years) compared to other
countries.

For input at a project level, the median was
greater, being 5 years for input to development
plans and high-level regulatory submission doc-
uments (eg, summaries and overviews) and 6
years for participation in meetings with regula-
tory or health authorities.

For input at a project level, the Scandinavian
countries were lower (Denmark, O years for proj-
ect development and 2 years for high-level regu-
latory submission documents or participation
in meetings with regulatory or health authori-
ties; Finland and Sweden, 3 years for all these
activities). For project development, the range
for other countries was 5 to 6 years. Italy was
higher (10 years) for high-level regulatory sub-
mission documents and participation in meet-
ings with regulatory or health authorities com-
pared to the other remaining countries (range
5-6 years). Italy (10 years), Belgium (10 years),
and France (10 years) were higher for participa-
tion in meetings with regulatory or health au-
thorities compared to the other remaining
countries (range 5-7.5 years).

The individual country responses varied on
the interpretation of the ICH E9 statement:

Responsibility Median (Years)  Range (Years)
Study-level responsibilifies:

Statistical input to design/protacol/statistical analysis plan ] 0-5
Stafistical sign-off of design/protocol/statistical analysis plan 35 0-5
Perform statistical analysis ] 0-1.5
Quality control stafistical analysis ] 0-3
Statistical input o the {study) report 3 0-6
Report sign-off 3 0-10
Project-level responsibilities:

Project development plans/teams 5 0-6
High-level regulatory submission documents (eg, overviews/summaries) 5 2-10
Participation in meefings with authorities (eg, regulatory authorities, health authoriies) 6 2-10
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TABLE 3

Number of Countries (%)
Number of Doctorate Master’s Licensiate Graduate
Companies in Statistics in Statistics in Statistics in Statistics Other Graduate
All 0 2(20) 0 2(20) 0
Many 0 7(70) 1(11) 1(10) 0
About half 0 0 1(11) 0 0
Some 2(20) 1(10) 0 6 (60) 9(90)
None 8(80) 0 8(80) 1(10) 1(10)
Total 0 10 10 10 10 10

[I]t is assumed that the actual responsibility for all
statistical work associated with clinical trials will
lie with an appropriately qualified and experi-
enced statistician, as indicated in ICH E6. . . .
Thus, the trial statistician should have a combina-
tion of education/training and experience suffi-
cient to implement the principles articulated in
this guidance. (2)

Many countries stated that it was dependent on
the interpretation by an individual company or
head of statistics. In terms of qualifications, six
of the countries mentioned that an MSc in sta-
tistics is usually a requirement. In terms of ex-
perience, estimates were from 3 to 8 years.

QUALIFICATIONS

The responses to the questions related to the
minimum requirements for an entry-level statis-
tician are given in Table 3. In 9 of the 10 coun-
tries, all or many companies required a master’s
in statistics as the minimum requirement. This
compared with three countries for which all or
many companies required a graduate qualifica-
tion in statistics as the minimum requirement.
In Belgium many companies required a licensi-
ate degree, a qualification that is at a similar lev-
el to a master’s.

In 9 of the 10 countries there were some com-
panies that would accept a graduate, postgradu-
ate, or other qualification where statistics was
not the primary discipline. Such a qualification
was unacceptable in Switzerland. Subjects such

as psychology, mathematics, and computer sci-
ence were given as examples of disciplines con-
sidered as being acceptable. It was also noted
that some companies might allow a graduate
qualification in a subject other than statistics,
provided that an individual studied for a qualifi-
cation (eg, master’s) while working,

Table 4 shows the categorization, by the coun-
tries, of statistical topics to have been complet-
ed by a statistician on joining the pharma-
ceutical industry, as either essential or optional.
Statistical inference was the only subject that
was identified by all countries as essential. Sub-
jects that at least half of the countries selected
as being essential were linear models, sample
size, statistical computing, experimental design,
medical statistics and clinical trials, logistic re-
gression, and survival analysis. Repeated meas-
urements, multivariate methods, and time series
were considered essential by less than half the
countries. All countries considered Bayesian
statistics, epidemiology, and simulation to be
optional.

TRAINING
Source and type of training are given in Table 5.
There was a spread across the categories in re-
spect of internal training, with five countries
stating that many or all companies used internal
training and five countries stating that about
half or some companies used internal training,
External training within the country was used
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by many or all companies in six countries. In the

|
|
i
four remaining countries, external training ’
|

TABLE 4 within the country was used by some or about
half of the companies. Use of external training
Number of outside the country was lower. This source of
Countries (%) . L
training was used by many companies in four
Essential  Optional countries (Belgium, Denmark, Netherlands, and
Topic Topic Topic Switzerland). In the remaining six countries, ex-
Statistical inference 10(100) 0 ternal training outside the country was used by
Linear models 9 {90) 1 (10) some or about half of the companies.
Sample size 7 (70) 3 (30) All countries, with the exception of France,
po— - 6 (60 1 (0 considered that there was sufficient training |
fafisfical computing (601 o) available for formal statistical qualifications.
Experimental design 5 (50) 5 (50) Considering the availability of training, exclud-
Medical statistics/clinical trials 5%(50) 5 (50) ing formal qualifications, four countries stated
Logistic regression 5 {50 5 (50) that there was adequate provision within their
Survival anlyss 5 (50) 5 (50) country. These were the UK, Germany, France,
- and Sweden, although Sweden commented |
Repeated measurements 4 (40) 6 (60) that companies may look abroad for specialist ‘
Multivariate 3 (30) 7.(70) courses. Hence the remaining six countries |
Time series 1 (10) 9 (90) (Belgium, Denmark, Finland, Italy, Netherlands, ‘
Bayesian 0 10(100) and Switzerland) felt that insufficient statistical ;
Epidemiclogy 0 10(100] training (excluc'liljlg formal) was available in their ‘
—— country. Insufficient courses were chosen as a |
Simolation 0 10100 reason in all of these countries. One country se-
*Includes one response of essential /optional 50:50. lected insufficient funding as an additional rea-
son. Another country stated that most courses
focused on sophisticated statistical methods
and not on applied statistics.
Attendance at therapeutic area training cours-
TABLE 5
Number of Countries (%)
Statistical Training
External Within External Therapeutic Personal
Internal Training Own Country Outside Country Training Development Courses
Al 2{20) 2(20) 0 1(10) 2(20)
Many 3(30) 4(40) 4(40) 3(30) 4(40)
About half 2(20) 3(30) 5(50) 3{30) 1(10)
Some 3(30) 1(10) 1(10) 3(30) 3(30)
None 0 0 0 0 0
Total 10 10 10 10 10
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es was encouraged by all or many companies in
four countries, by about half of the companies in
three countries, and by some companies in three
countries. Encouragement of attendance at per-
sonal development courses was higher. Atten-
dance at these courses was encouraged by all or
many companies in six countries, by about half
of the companies in one country, and by some
companies in three countries.

CONTINUING PROFESSIONAL
DEVELOPMENT AND CERTIFICATION

None of the nine EFSPI-affiliated organizations
who completed the questionnaire reported hav-
ing a published CPD policy or that a policy was
in development. Germany and the UK reported
that another statistical society within their
country had published a CPD policy. For Ger-
many this is linked to the award of a certificate
in medical biometry by GMDS (8). In the UK,
the Royal Statistical Society encourages mem-
bers to keep a record of their professional devel-
opment activities. These can be statistical or
technical and personal or nonstatistical. The so-
ciety also recommends the number of hours to
be spent on CPD (10).

A registration scheme is available in Germany,
Netherlands, and the UK. In three countries
(Denmark, France, Sweden) a scheme had been
considered in the past but has not been imple-
mented. In Denmark the reason given was that
the statisticians working in the industry have
graduated from a small number of universities
and are considered to be similar with respect to
education; however, the possible need for such a
scheme in the future was noted. In Sweden and
France, a scheme had been suggested by the af-
filiate organization in the past but had been
turned down by the members and had not been
reconsidered. The reasons given for the lack of
support were fear that too narrow a profession
would be created, an element of subjectiveness
in the assessments, administrative burden, and
the perception that there was no problem in not
having a scheme.

In Belgium, Finland, Italy, and Switzerland a
scheme had not been considered or implement-
ed. Belgium commented that many statisticians

BIOSTATISTICS

do not see the need for such a scheme. Finland
commented that there had been no urgent need
to date.

DISCUSSION

Over 2,200 statisticians are working in the
pharmaceutical industry in the 10 countries
participating in the survey. The survey showed
that the distribution of employment of these
statisticians is diverse. The majority are working
for pharmaceutical companies, but a significant
number are also working for CROs and as inde-
pendent statisticians. The pharmaceutical in-
dustry is highly regulated by government, and
statisticians in the industry work to guidelines
published by the regulatory authorities. In con-
trast, the number of statisticians employed by
the regulatory authorities is small, and the need
for more statisticians in the authorities has
been highlighted (12-15).

As would be expected, most statisticians are
working in the clinical area and the ICH E9
guideline (2) is particularly relevant to this
group. Many have less than 10 years experience
and therefore are likely to have entered the in-
dustry since the publication of this guideline.
ICH E9 requires that an appropriately qualified
and experienced statistician be responsible for
all statistical work associated with clinical trials.
The guideline also requires that “[t]he protocol
and subsequent amendments should be ap-
proved by the responsible personnel, including
the trial statistician” and “[t]he trial statistician
should be a member of the team responsible for
the clinical study report, and should approve
the clinical study report.” The lack of definition
of qualifications and experience by ICH E9 led
EFSPI to publish the “concept” of a qualified
statistician (3). In the EFSPI definition, a “quali-
fied and experienced medical statistician” is ex-
pected to have “a university degree in statistics
or equivalent, plus more than 3 years of experi-
ence in medical statistics.”

The survey showed that, in the majority of
companies, a graduate qualification in statistics
is the minimum requirement for an entry-level
statistician, with many companies requiring a
postgraduate qualification such as an MSc.

579
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However, there are some companies in most
countries that will accept a graduate qualifica-
tion in another subject and examples of mathe-
matics, psychology, and computer science were
given. A comment suggested that such person-
nel would be encouraged to take further studies
in statistics while working as statisticians.

The reason for companies to accept a gradu-
ate qualification in a subject other than sta-
tistics was not collected in the survey. One
explanation is likely to be that the supply of stat-
isticians is insufficient. The number of statisti-
cians working in the pharmaceutical industry
rose sharply in the last two decades of the 20th
century. PSI, the UK pharmaceutical statistical
organization, grew from a membership of 47 in
1977 to over 1,100 in 2004 (5). In many coun-
tries demand may have been greater than num-
bers available. There is also a lack of MSc cours-
es (or equivalent) in some countries. The EU
higher education system is diverse and lacks
consistency, making it difficult to compare the
status of some qualifications against an MSc.
There is a need to set a clear standard in biosta-
tistical education at the BSc and MSc levels.
Working in a global marketplace with manage-
ment being conducted across countries, it
would be advantageous if universities offered
similar levels of qualifications across Europe. In
the future this may be possible. The EU Bologna
Declaration of June 1999 put in motion a series
of reforms to make European higher education
more compatible and comparable (16). The out-
come of the Bologna Process is expected in 2010
(17).

The only topic that all countries identified as
essential for a statistician joining the industry
was statistical inference. Hence, although the
focus of the majority of statisticians working in
the industry is on the application of statistics,
formal training in statistical theory is consid-
ered important. More recent developments in
statistics such as Bayesian statistics and simula-
tion were not considered compulsory by any
country. Thus it appears that the expectation is
for statisticians entering the industry to have
been trained in commonly applied statistical
methods, but not necessarily in more recent

Williams, Roes, Howitt

methodology. Companies must therefore expect
to take responsibility for training in more recent
statistical methodology as part of the CPD of
their statisticians.

As pharmaceutical companies strive to deliver
new medicines to market more quickly and reg-
ulatory authorities impose greater demands, the
profession needs to be more innovative and
embrace change. The low priority of the inclu-
sion of recent developments in statistics (eg,
Bayesian and simulation) suggests that the pro-
fession may not be assertive enough to lead the
change required. Rockhold (4) has also high-
lighted the need for statisticians in the industry
to question whether the right career develop-
ment strategies are in place to be able to sup-
port the pharmaceutical industry in the future.
Time and cost have been highlighted as obsta-
cles to the implementation of a career develop-
ment program within companies (18). A statisti-
cian’s time is often at a premium because of
greater needs than can be met by the staff avail-
able. The requirements for training of the mod-
ern pharmaceutical statistician also need to be
communicated back to universities to ensure
the supply of appropriately trained statisticians
in the future.

In terms of experience, the minimum number
of years required for sign-off (median across
countries) was 3.5 years (range 0-5) for the
protocol and 3 years (range 0-10) for report ap-
proval. The median is consistent with the EFSPI
concept of 3 years; however, the range shows
that in some countries a lower level of experi-
ence is accepted.

Given that few statistical topics covered by
formal qualifications were considered essential
and that these are not specific to the pharma-
ceutical industry, further training of statisti-
cians is important. ICH E6 requires that “each
individual involved in conducting a trial should
be qualified by education, training, and experi-
ence to perform his or her respective task(s)”
(1). It is therefore surprising that none of the
EFSPI-affiliated organizations had or was devel-
oping a policy for CPD. Hence training is at the
discretion of individual companies.

Statistical training came from different

e
Reproduced with permission of the copyright owner. Further reproduction prohibited without permissionyz\w\w.manaraa.com



Statisticians in the European Pharma Industry

sources, both internal and external, and within
and outside the country. Although most coun-
tries considered that adequate formal statistical
training was available within their country,
many (in particular the countries with fewer
statisticians) felt that there was insufficient oth-
er statistical training. Thus, in these countries,
the training of statisticians new to the industry
could prove more difficult, time consuming, and
expensive, requiring travel outside the home
country,.

The role of the statistician in the pharmaceu-
tical industry requires broader skills than statis-
tical expertise alone (19) and this is even more
relevant in the current environment. Statisti-
cians work in multidisciplinary teams and need
to be able to communicate with nonstatistical
personnel at different levels within an organiza-
tion, depending on their role. Often good knowl-
edge of the scientific or therapeutic area that
they are involved in is essential for an effective
contribution. Statisticians may also be involved
in external meetings, for example, with investi-
gators or regulatory authorities. Many compa-
nies supported the attendance of statisticians
at therapeutic area and personal development
courses. This shows that many statisticians are
being given the basis to develop important non-
statistical skills; however, the survey also high-
lighted that some companies could do more in
this area.

The ICH requirements for appropriately qual-
ified and experienced statisticians could pro-
vide the basis for development of a registration
scheme for statisticians working in the pharma-
ceutical industry. Keiding (20) concluded that
the need to fulfill regulatory agency require-
ments as part of the pharmaceutical statistician
role suited an accreditation concept well. Regu-
latory authorities do not require registration of
statisticians, although the German scheme is
recognised by BfArM. The registration schemes
present in three European countries are not
specific to the pharmaceutical industry.

The majority of countries did not feel the
need for a registration scheme and there is
mixed opinion concerning the desirability of a
formal accreditation scheme for pharmaceuti-

BIOSTATISTICS

cal statisticians in Europe. However, certifica-
tion does help in setting standards and the sur-
vey showed that interpretation of the ICH E9
phrase “appropriately qualified and experi-
enced statistician” varies between countries and
companies. A certification system would ensure
that the ICH E9 requirements could be met and
ensure the quality of statistics produced with
the added benefit of improving the general
awareness of the profession.

FUTURE DIRECTIONS

In the 1990s, the International Conference on
Harmonization provided the framework for drug
development to be more international. As a con-
sequence, now, more than ever, statisticians in
the pharmaceutical industry throughout Eu-
rope are working toward the same goals in terms
of providing information to support the drug
development process. A consistent approach to
the development of statisticians in the industry
would be expected and the outcome of the sur-
vey broadly supports this. However, this is
against the background of diverse education
systems in the different European countries.
The pharmaceutical statistical community needs
to embrace new methodology and thinking to
meet the requirements of drug development in
the 21st century.

There appears to be a good level of support for
the development of statisticians by companies.
This has occurred without formal recommenda-
tions for CPD or registration of pharmaceutical
statisticians. However, there is room for further
development and improvement. It is of concern
that some companies employ nonstatisticians to
perform a statistical role. A formal registration
scheme would ensure that such statisticians did
not assume a study statistician role until appro-
priately qualified. However, there is little desire
for formal registration schemes within the
countries at present. Additionally, although the
provision of formal statistical training appears
to be nearly adequate, the provision of training
courses that may be used as part of the CPD of
statisticians is not readily accessible in all coun-
tries. Advances in e-learning may help in this re-
gard. The American Statistical Association now
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provides webinars and PSI provides e-learning
training courses. EFSPI has recently introduced
a new website. One of its primary aims is to bet-
ter advertise training, conferences, and one-day
meetings provided by its membership organiza-
tions, across Europe, in order to invite a wider
audience.

BACKGROUND ON EFSPI
The objectives of EFSPI are:

¢ To promote professional standards of statistics and
the standing of the statistical profession in matters
pertinent to the European pharmaceutical indus-
try.

* To offer a collective expert input on statistical mat-
ters to national and international authorities and
organizations.

* To exchange information on and harmonize atti-
tudes toward the practice of statistics in the Euro-
pean pharmaceutical industry and within the
member groups.

EFPSI contributes to the development of statis-
ticians in the European pharmaceutical indus-
try by organizing and supporting professional
meetings with academia, industry, and regulato-
ry statisticians. The purpose of these meetings
is to exchange state-of-the-art methodology and
views, focusing on practical aspects of statistics
to address current problems. EFSPI also collates
comments from the different countries on new
regulatory guidance and provides feedback to
the regulatory authorities. EFSPI actively sup-
ports its membership organizations in organiz-
ing local training courses, facilitating the shar-
ing of best practices across Europe. Through
facilitating training in Europe and providing in-
put to emerging regulatory guidance, it sup-
ports further education of statisticians and the
maintenance of standards.
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