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Preamble
Two significant developments are currently taking place in the life sciences industry and supply chain area:
Compliance requirements are becoming ever stricter. At the same time, digitalization and new technologies such as big data, cloud, advanced analytics or social media are developing at an increasing speed. In
this tension field, some fundamental questions arise:
• Does the rise of digitalization and new technologies severely endanger compliance, or is it a remedy
to meet increasing regulatory requirements in the supply chains?
• How do life sciences companies deal with this tension field? Do they fully understand the risks and
opportunities related to compliance while deploying new technologies in their company?
• Does compliance prevent technological progress of life sciences companies?
• How are life sciences companies currently using new technologies to fulfill compliance requirements
in the supply chain?
The current 8th PHARMA Management Radar survey addresses these questions. It provides a clear picture
of how business leaders in the life sciences industry currently assess digitalization and the deployment of
new technology with regard to compliance. In addition, the survey examines the general business climate
in the life sciences industry.
About the 8th PHARMA Management Radar
The PHARMA Management Radar by CAMELOT Management Consultants is a bi-annual survey to illustrate
current global business trends in general and additional focus topics in detail. The survey examines the
current state of the general global business climate in the life sciences industry. It highlights changes,
trends and key challenges, and it reveals what companies are doing in response. Survey participants include the representatives of 70% of the top global pharmaceutical companies including all top 5 firms.
The interviews were conducted by means of an online questionnaire in Q4/2016. The focus topic of the
8th PHARMA Management Radar is “Digitalization: blessing or curse for compliance?”
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1 BUSINESS CLIMATE IN THE
LIFE SCIENCES INDUSTRY
Business climate slightly deteriorates
Life sciences executives are not quite as optimistic about the current business climate as in the PHARMA
Management Radar survey conducted six months ago. The record level of more than 92% of study participants rating the economic situation as “mostly good” or “good” has dropped to 83%. A high share of
17% even assess the current business climate as “mostly bad”. For the next 12 months the life sciences
industry does not expect the situation to change much. As far as the respondents’ own business development is concerned, however, life sciences executives remain as optimistic as they were six months ago:
91% of participants expect their global sales performance to improve, mainly between 0 – 5%. When it
comes to EBIT performance, the view is generally optimistic with 74% of participants expecting improvement. The majority of survey participants want to keep employment figures constant (38%) or increase
them (24%).

THE BUSINESS CLIMATE IN THE LIFE SCIENCES INDUSTRY IS ...
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Outstanding demand expectations for North America
When taking a look at the industry’s growth expectations according to regions, a trend observed over the
last year continues: North America performs even stronger than in the last two PHARMA Management
Radar surveys with a surprisingly high share of 95% of respondents having positive demand expectations.
It will be interesting to see in the upcoming PHARMA Management Radar how life sciences executives will
evaluate the demand situation in North America during the course of Donald Trump’s presidency.
The established markets in Europe such as Germany or the UK, the BRIC states, Africa and Middle East are
also seen optimistically by the majority of survey participants. Regarding Japan, demand expectations are
not as clearly positive, with a high share of 43% of executives expecting decreasing demand.
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Where life sciences companies want to invest
When it comes to the life sciences companies’ regional investment plans for the next twelve months,
answers reflect many of the respondents’ regional growth expectations. Accordingly, North America stands
out with 80% of industry players planning to invest there, followed by the top 5 Europe (D, UK, F, I, E) and
the BRIC states (50% each). In contrast, the investment plans for Japan are surprisingly low (5% versus 36%
six months ago).
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The industry’s fears
The perennial issue of cost pressure (60%) and political risks in growth markets (60%) are seen as the two
main risks by life science executives. The significance of the latter has dramatically increased since the
PHARMA Management Radar survey conducted six months ago (33%). This is not surprising given the
political and economic instability to be observed in various regions of the world. By a clear margin, these
two risks are followed by lacking transparency of distribution channels in emerging markets (35%) and
increased challenges in the regulatory environment, whereby the share of the latter has dropped from
47% to 35%. The significance of risks associated with patent expiry has further decreased, which confirms
the success of new treatments.

Cost pressure
Political risks in growth markets
Emerging markets: lacking transparency
of distribution channels
Increased challenges in the regulatory
environment
The top 4 risks

Trends within the next 12 months
Not surprisingly, the life sciences industry will be occupied by securing profitability and / or cost reduction
as the major trend (58%) in the next twelve months. Another important focus will be on leveraging scientific breakthrough to develop and market new treatments. This is clearly linked with the expected demand
growth in mature markets, which is expected to be driven by new treatments. Efforts to secure supply
reliability are also still considered as an important trend.
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2 IMPACT OF DIGITALIZATION
Digitalization is no longer an option. It is a necessity for companies that want to remain competitive.
But how do life sciences companies themselves assess the impact of digitalization for their business?
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When asked about the functional area most strongly impacted by digitalization today, the majority of
executives name marketing & sales, by far margin followed by research & development. Compared to the
results for the same questions in the PHARMA Management Radar of one year ago, an interesting shift
can be observed: While 12 months ago digitalization was seen as driven above all by the supply chain &
logistics function, the current impact in this area is assessed rather low. This seems to indicate that a first
wave of digital transformation in supply chain & logistics is already over, with a new wave to be expected
within a five-year timeframe.
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The current picture changes significantly when taking a look at the mid- and long-term future. Regarding
R&D, digitalization seems to have some impact just now, but will have no impact at all in the future. Supply
chain & logistics will be hit by a second wave of digitalization within the next five years. Digital technologies
are expected to finally start impacting manufacturing, reaching a breakthrough in the early 2020ies. This is
also a time when digitalization will finally arrive in the area of drug development and clinical trials.

IMPACT OF DIGITALIZATION IN
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3 DIGITALIZATION & COMPLIANCE
Curse or blessing?
In the tension field of ever stricter compliance requirements and rapidly evolving new technologies, a
fundamental question arises: Do digitalization and the arising new technologies severely endanger
compliance, or are they a unique opportunity to improve it?
The results of the current PHARMA Management Radar survey show a rather mixed picture. The majority
of respondents clearly sees digitalization and new technologies as an opportunity to better and easier
fulfill compliance regulations. However, 90% of the study participants fully or partly agree that compliance
regulations lag behind the deployment of new technologies, which means that compliance rules are missing or obsolete. The majority of the analyzed companies also feels that their internal compliance departments are not or only partly familiar with technology trends.

DO YOU AGREE WITH THE FOLLOWING
STATEMENTS?

8

Definitely
do not agree

Partly
agree

Completely
agree

We are well informed about risks and opportunities related to
compliance while deploying new technologies in our company.

5%

69%

26%

In our company, compliance threats are the main
obstacle to the usage of new technologies.

31%

53%

16%

Compliance regulations always lag behind the deployment of
new technologies (missing or outdated rules).

11%
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26%

New technologies can help to better and easier fulfill compliance requirements.
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37%

58%

Our compliance department has specialists dedicated to
specific functions (e.g. supply chain, IT, logistics) to better
support business requirements.
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with new technology trends.
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Our company applies compliance definitions too conservatively
(beyond intent of regulator) and with insufficient differentiation
when applying them.

22%
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How executives inform themselves
When asked how executives inform themselves about compliance risks or opportunities in the context of applying new technologies, the answer is clear: Most of
the respondents (68%) do not expect to find advice within the organization and
therefore rely on their own (internet) research. Even compliance departments very
often seem to lack the necessary knowledge when it comes to new technologies.
With digitalization picking up speed, compliance departments are well advised to
expand their processes to assess new technologies and their impact in the context
of compliance.

68%
63%
58%
53%
37%
26%

Self / internet
Internal quality organization
Internal compliance organization
Technology providers
External consultants
Internal IT organization

COMPLIANCE
In the context of this survey, “compliance” is used as a short expression for “compliance
with pharmaceutical regulatory requirements”, encompassing European GMP and GDP
guidelines, 21 CFR part 11, 210, 211 issued by the FDA and data privacy laws, particularly
in the context of pharmaceutical manufacturing, distribution and drug development. These
are the processes and enabling technologies that ensure safe and secure delivery of drugs
to patients while protecting the privacy of individuals.
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A question of control
When it comes to the question of the extent to which different technologies represent an opportunity or
a risk with respect to compliance aspects, the picture is black and white: Technologies are seen as a risk if
they are not at all or not fully controllable by the company itself. This applies even if the business benefit
of the technology is potentially high. In contrast, the better the respective technology or its application can
be controlled, the greater its assessment as a compliance opportunity.
One striking example is the high risk assessment of the public or hybrid cloud, even though its use would
bring significant improvements, including in relation to supply chain visibility. Health apps and social media
are likewise perceived as risky.
Unsurprisingly, advanced analytics tools are out there on their own as frontrunners with respect to compliance opportunities. These can be employed to analyze data semi-automatically or fully automatically to
gain deeper insights, make predictions or generate recommended actions.

high/very high

OPPORTUNITY

Technologies
that are seen as
greatest opportunities and risks for
compliance
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Where new technologies help to manage compliance
At present, new technologies are particularly well-established in areas in which direct compliance risks are
viewed as less relevant. These include training, documentation and environmental control, above all. Most
pilot projects are currently taking place in relation to patient health applications and an improvement in
supply chain transparency. Alongside serialization to improve drug safety and track & trace, these two
areas will continue to be important themes in the future.

TECHNOLOGIES IN USE
Training
Documentation
Environmental Control
Track & Trace
Serialization
Supply Chain Visibility
Patient Health Applications
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TECHNOLOGIES PILOTING
Patient Health Applications
Supply Chain Visibility
Serialization
Track & Trace
Documentation
Environmental Control
Training
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6%

24%
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TECHNOLOGIES PLANNED
Serialization
Patient Health Applications
Supply Chain Visibility
Track & Trace
Environmental Control
Documentation
Training
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28%
28%
6%
6%

18%
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4 SPOTLIGHTS
Supply chain visibility: unlocking the potential
Supply chain visibility means creating transparency in global supply chains across the various
involved parties. It gives a clear view of inventory levels and flows of goods, leading to improved
planning, enhanced asset utilization, lessoned risks and better customer service. According to the
analyst firm Gartner supply chain visibility reduces inventories by up to 20%, improves forecasts
by 25% and reduces freight costs by up to 5% of transport volume.1
An enterprise’s supply chain involves multiple partners. In fact, 80% of supply chain data and
processes live outside the walls of the enterprise2. In order to create an end-to-end supply chain
visibility from sourcing to customer delivery, data from the involved supply chain partners need to
be integrated – seamlessly and in real time. This is where digitalization comes into play: creating or
improving supply chain visibility represents the greatest potential of new technologies in the short
term. This is confirmed by the survey results according to which supply chain visibility is one of the
two top areas where life sciences companies are currently starting pilot projects.

Solving compliance issues
The already existing cloud platform solutions for supply chain partners such as GT Nexus, Tracelink,
Descartes etc. are a possible step towards creating supply chain visibility. The key solution concept
of these supply chain visibility cloud platforms is a central database with a standardized data model
to which each partner is linking. This allows easier sharing of information and to benefit immediately from the network of already linked supply chain partners.
CAMELOT’s experience from many projects in this area is that companies have very different approaches to deal with such solutions in the cloud in terms of compliance and validation. Some companies are not using such solutions at all or only in limited scope, as they see difficulties with the
constant changes happening on a cloud solution and the control of such. Whereas other companies
see this type of solutions as a not very critical process area and apply less strict requirements.
This is just one example of new technologies for which solution design and implementation need
to be very closely aligned between compliance, business and IT so that the required quality and
business benefits are ensured.
1
2
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Market Guide for Supply Chain Visibility Software, Gartner 2016
GT Nexus, http://www.gtnexus.com/solutions

Patient health apps: a balancing act
The number of health or fitness applications for mobiles and tablets is increasing on a daily basis. The
Apple app store alone contains more than 100,000 apps related to fitness and health. According to analysts, the market for mobile health applications (“mhealth”) will grow by 15% (CAGR) to reach US$31B in
2020. 551M users will by then actively (at least once a month) make use of an mHealth app3.
However, what’s still missing are uniform quality criteria and providers’ commitment to a quality-assured
development of offerings in the sensible area of medicine. Against this background, it is not surprising that
health apps are seen as one of the top risks for compliance by study participants. Despite this fact, 25% of
respondents are already using health apps, 44% are piloting projects in the area, and 31% are planning to
do so in the future. While in the past, life sciences companies seemed to be rather skeptical with regard to
patient health apps, they now have obviously acknowledged their significant business potential.

Compliance first
Life sciences companies can profit from patient health apps in various ways. The most significant benefits
are provided by the data that can be captured through health apps. A therapy-supporting application, for
instance, would allow life sciences companies to get first-time insights in completely documented data.
If these apps not only capture patient data but also integrate clinical data such as lab results, life sciences
companies will gain valuable insights on how to improve drug development and their business strategies.
CAMELOT sees additional business options for pharma companies by integrating supply chain & logistics
services into personal health apps and solutions. However, in order to realize these solutions and benefits,
important compliance issues need to be definitely resolved.

3

Study on mHealth app publishing based on 2,600 plus respondents, Research 2 Guidance, October 2016
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Glossary
(Public) cloud:
IT infrastructure or application enabled by an IT infrastructure that is accessed by public internet. The
physical location of the infrastructure is determined
by the cloud provider and the client doesn’t have
any physical access to this infrastructure. The cloud
is shared among many clients.

Smart sensors:
An analog or digital transducer combined with a
processing unit and a communication or a storage
interface, with a well-defined duty such as monitoring temperature, humidity, blood pressure, heart
frequency. They are at the core of the Internet of
Things.

Hybrid cloud:
IT infrastructure is partially on site and partially
public.

Big data (storage / sharing):
We focus on the storage and networking aspects
of massive amount of data only (analytics of large
amount of data is addressed under advanced
analytics). It includes modern storage and storage
sharing technologies such as, Hadoop, MapReduce,
in-memory storage.

Private cloud:
IT infrastructure that is located physically on site
accessed by the client’s intranet. The company has
physical control of the infrastructure.
Mobile computing:
Accessing IT applications using a mobile device
(tablet, smart phone) via a communication network.
Virtualization of infrastructure:
For servers, it is a technology allowing to simulate
several logical servers on one physical server and
to share physical hardware resources accordingly.
In the networking space the technology allows to
simulate switches on a network (without physical
switches).
Social media:
Internet-based applications that allow people to
share common interests such as Linkedin, Facebook, Twitter, etc.
Advanced analytics:
Disparate group of computerized tools that allow
for example, to extract intelligence out of a massive
amount of data (big data), to create structured
knowledge out of unstructured data, to build intelligence through computer learning.
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Nanotechnology:
Science of manipulation of matter at very small
scale, with at least one dimension sized from 1 to
100 nanometers.
Health apps:
Computer programs running on mobiles, tablets or
PC’s intended to collect and analyze personal health
data (biochemistry and/or physiology) from connected electronic accessories and wearable technology, for medical and general fitness purposes.

CAMELOT Management Consultants
CAMELOT Management Consultants is the globally leading consulting specialist for value chain management in the process, consumer packaged goods and industrial manufacturing industries. Through close collaboration with renowned technology specialists within CAMELOT Group we are able to offer an integrated
consulting approach, which is based on the close dovetailing of management, process and organizational
consulting, right through to technical implementation – along the entire value chain, worldwide.
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