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1. Executive summary
Kinapse observes two major drivers of change in the life 
sciences industries today: the shift to patient-centricity 
from product-centric approaches, and the challenges and 
opportunities presented by “big data”. This Kinapse white 
paper explores how the pivotal Regulatory Affairs function 
should adapt to these two major change factors. 

Solution ideas covered include:
• Making better use of innovative patient-relevant 

endpoints in regulatory strategy

• Using a role such as the Chief Patient Officer to 
integrate patient insights into development planning

2. Introduction
Regulatory Affairs functions in life sciences companies are 
well-established as a pivotal capability in the development 
and commercialisation of innovative biopharma therapies, 
vaccines and diagnostics. Nevertheless, the typical 
sub-functions of global regulatory strategy, regulatory 
operations and regulatory CMC repeatedly find themselves 
competing both for air-time at the top table of product 
development decision-making as well as for scarce 
resources within continually squeezed budgets.

Resource scarcity is compounded by Regulatory workload 
rising continually as:

• ‘Reimbursable file’ concept and expansion of priority 
launch markets from traditional US/EU5/Japan to also 
include BRIC and other emerging markets complicates 
data needs and hence Regulatory strategy advice into 
product development programme design

• Marketed and mature products still require lifecycle 
management activity from Regulatory groups, putting 
Regulatory budgeting at odds with fluctuations elsewhere 
in Development organisations (where Regulatory often 
sits) as the product pipeline cycles

• Commercial and patient access imperatives demand 
expansion from core/developed/de-merging markets 
to emerging markets 

• Adopting proven intelligence exploitation frameworks 
from outside the industry to move beyond the basics of 
regulatory information management to a full Regulatory 
Information and Intelligence (RI2) capability

• Enhancing regulatory resource management to make 
capacity available for activities of strategic value, without 
risking the licence to operate.

The authors of this paper contend that these ideas, 
implemented together, are essential for a sustainable 
patient-centric regulatory affairs function.

• Regulatory requirements further fragment as maturing 
markets develop their own, stronger competent 
authorities and regulations, rather than nodding through 
decisions of the developed world, while even ICH 
countries are beginning to diverge on interpretation 
of common data exchange formats and guidelines and 
CTD / eCTD has become less “common” as national 
competent authorities adapt supra-national standards 
to their local needs.

In addition to this longer-standing struggle to justify 
investment by demonstrating the value-add of regulatory 
functions beyond the basics of acquiring and ensuring the 
licence to operate, the threats and opportunities recently 
surfacing from ‘big data’ and the rise of patient-centric 
medicine combine to challenge what it means to be a 
compliant Regulatory Affairs function. 

The key question that this paper will focus on answering is: 
what capabilities and changes are required by a Regulatory 
Affairs function to become a “sustainable and compliant 
regulatory function” in a big data, patient-centred world?
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3. Context
As described in a recent Kinapse white paper i  on the future 
of the life sciences industries, “By concentrating on their 
core role of value creation for patients, the life sciences 
industries can once again deliver enhanced shareholder 
returns while rebuilding their reputation with all the 
stakeholders in the healthcare ecosystem”. The paper’s 
recommendations for life sciences companies include 
two major areas that have direct implications for how 
a Regulatory Affairs function will need to be organised 
and managed:

Focus on patients not products:
• Focus not only on scientific facts but on patient insights 

to identify needs which may be very different from 
perceived medical needs. Form relationships with 
patient groups to get a practical understanding of what 
patients experience and consider reorganising your R&D 
activities around patient segments and thus engaging 
and involving patients in drug development.

Focus on big information from big data:
• Create a robust digital information strategy. The ability to 

process and distribute vast quantities of data efficiently 
and effectively – and turn big data into big information 
– will be a prerequisite for all life sciences companies in 
the future

• Collect evidence continuously to demonstrate the value 
of your products in real life. Test and refine the evidence 
by consulting patients, healthcare providers and payers 
and other external experts

• Share your evidence openly and systematically both to 
regain public trust and to help stakeholders collaborate 
in maximising the value patients get, while minimising 
the risks.

4. How to put the Patient at 
the centre of Regulatory Affairs
Stratified medicine is one method by which healthcare is 
becoming increasingly patient-centric, as regulators and, 
more obviously, payers make approval decisions based on 
sub-populations of patients with genetic differences rather 
than for the average patient with a more disease-centric 
presentation of the indication. A recent AMS/CASMI paperi i 

describes in detail the current challenges in developing the 
regulatory environment to increase the efficiency of 
decision-making for stratified medicines and this paper 
will look no further into this issue but focus on other 
patient-centred topics.
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4.1 Increasing the use of patient 
relevant endpoints 
Clinical development executives and patient group 
representatives attending the Kinapse-facilitated ‘Patient-
Centred Forum’ i i i  and generating strategies for putting 
the patient at the centre of pharmaceutical development 
asserted that a substantial obstacle to patient-centric 
endpoint selection is that regulators have standard 
endpoints per indication or disease area against which they 
will grant (or not) approval to new products. The Forum 
observed that often these are not reflective of what makes 
the most difference to patients’ lives. For example, 
in Parkinson’s disease, movement disorder is what 
regulators look at but bladder control, sleep deprivation 
and sexual dysfunction are more important to patients.

In a recent article called ‘Listening to the Patient’ iv , Tolley 
et al cite the EMA Guideline for medicinal products for 
the treatment of COPD as recommending “the use of 
both lung-function and symptom-based endpoints... to 
demonstrate efficacy in clinical trials” with “disease-specific 
questionnaires, dyspnoea and symptom scales…considered 
relevant outcomes for the characterisation of response to 
treatment.” The article goes on to recount the interesting 
case study of indacterol (Novartis, Onbrez for COPD 
reviewed by the EMA in 2009) (Details of the case study 
in appendix). 

Taken together, the aspects of the EMA’s evaluation of 
indacterol suggest that PRO data (here gathered in four 
phase III studies lasting between 12 weeks and 1 year) from 
pivotal, pre-licensure RCTs using disease-specific validated 
instruments can be impactful in EMA/CHMP marketing 
authorisation decision-making, especially where precedent 
PRO data exists for previously-approved analogue products. 

What the indacterol case study does not demonstrate, 
however, is the ability which attendees at the Patient-
Centred Forum were hoping for, for PROs alone to deliver 
a positive CHMP decision. In an August 2013 conversation 
with the authors of this paper, former EMA head Thomas 
Lönngren, described that the “Whole climate now is to 
show how a product contributes really to treatment of the 
disease, not just a biological effect in the body”, implying 
continuing growth in the impact of PROs and other 
patient-relevant endpoints. Nevertheless, he was strong 
in his prediction that “Regulators will never give up hard 
classical endpoints”. He went on to say that regulators are 
“increasingly accepting of patient-relevant endpoints as a 
complement but there is an expectation too far if industry 
expects this to be reversed.”

In 2002, under the stewardship of Thomas Lönngren, the 
EMA started to engage patients more, with the creation 
of patient working groups and the involvement of patient 
groups more in decision-making. An example of this 
was the re-approval for Thalidomide, which was initially 
vigorously resisted by victim groups who had suffered 
while Thalidomide was originally on the market with well-
known, tragic consequences for many unborn children. 
Once Celgene submitted the new MAA for Thalidomide 
in 2007, as part of the review process, the EMA invited 
in Thalidomide victims eight times for discussions with 
myeloma patients to inform decision-making in respect of 
benefit-risk. The testimony of myeloma patients was pivotal 
in bringing Thalidomide victims groups and the CHMP to 
the view that the benefit risk profile of Thalidomide for 
myeloma was acceptable. Even back as far as 1995, with 
HIV product approval decisions heavily based on patients 
being prepared to accept a lower level of evidence of 
efficacy, precedents exist for patient-centric risk-benefit 
management, not only in the orphan drug or oncology 
areas where it is important to moderate the usual evidence 
standards but where there is any life-threatening disease 
with an unmet medical need.

In discussion with the authors of this paper, Hans-Georg 
Eichler, Senior Medical Officer EMA, expressed his 
own views on patient reported outcomes and primary 
endpoints. He reiterated that regulatory agencies agree 
that using PROs is a more patient-centric approach 
but also expressed the fears and concerns faced by 
regulatory agencies that make acceptance of PROs as 
endpoints difficult. There have been isolated cases such as 
Thalidomide (discussed above) or Tysabri, wherein a drug 
licensed under 2005 FDA fast track program was withdrawn 
from the market due to two cases of progressive multifocal 
leukoencephalopathy but had this decision revoked based 
on patients’ demand for the drug. Patient tolerance for 
either quantified risk or uncertainty about risk associated 
with the drug in these examples raises the question of how 
to set standards for this? Eichler suggested that there are 
scientific ways of eliciting value judgments from people, 
for example in social sciences and psychology, from which 
the medical/pharma community could learn so that misuse 
of PROs could be prevented. This would make them more 
credible and acceptable by regulatory agencies.

“Whole climate now is to show how 
a product contributes really to 
treatment of the disease, not just 
a biological effect in the body.”

Thomas Lönngren, former Executive Director,
European Medicines Agency 
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Therefore it is important that:
• Methodologies are developed to identify how risk tolerant 

/uncertainty tolerant patients are

• PROs are published in a more scientific and strategic 
way with sensitive and significant results which are 
reproducible

• Tools and models from other domains than pharma are 
adopted.

It is also important that, if a company is recommending 
a PRO as a primary endpoint, they should inform the 
regulatory agency about the endpoints in advance. This 
is to prevent companies from attempting to save failed 
drugs with post hoc study redesign. The right approach, 
in Eichler’s view, would be to look at the patient-relevant 
endpoint options, talk to the regulators and select the 
primary endpoint before the clinical trial starts rather than 
when results are known. As Eichler commented “Don’t 
try to rescue a failed drug with a fancy creative endpoint.” 
Industry should make use of the EMA’s recommended 
methodological qualificationv  process which is currently 
under-utilised.    

The outlook, then, seems to suggest that while PROs could 
become increasingly influential in regulators’ product 
approval decision-making, they are unlikely to be allowed 
to support, for example, a positive CHMP decision in the 
absence of what Lönngren calls “hard classical endpoints” 
in the near future. Unfortunately for industry, one possible 
path forward is for PROs to become an extra strand 
in the burden of proof in an application for marketing 
authorisation.

“Don’t try to rescue a failed drug with 
a fancy creative endpoint.”

Hans-Georg Eichler, Senior Medical Officer, EMA

One ray of hope in the European context is that CHMP 
decisions are based on an understanding of “clinical 
relevance” which is not in itself defined but merely the 
collective view of the physicians in the CHMP at the 
time. Should the public views of respected HTA agencies, 
physician associations, EMA therapeutic guideline working 
groups and patient groups coalesce in sufficient strength to 
aver that a certain PRO instrument or other patient-relevant 
endpoint was “clinically relevant”, it may yet be that we 
could see a positive CHMP decision based primarily on said 
PRO. There is a case, then for Regulatory Affairs staff to 
join with Medical, Clinical and Market Access professionals 
across a company’s organisational boundaries to work 
directly with patients to understand how any healthcare 
product under development may have a meaningful 
impact on patients, how that impact can be measured 
and how measurable evidence of that impact can be best 
communicated to regulators as well as payers.

In addition to advances in European regulatory thinking on patient-relevant endpoints, work is also 
ongoing in the USA. A series of public meetings (drawn to the attention of the authors of this paper 
by Elektra Papadopoulos, MD, MPH, Study Endpoints and Labeling Development (SEALD), Office of 
New Drugs, CDER, FDA), known as “Patient-Focussed Drug Development: Disease Area Meetings”, 
are currently being conducted by the FDA to understand how the patient view, especially PROs, 
can be employed in regulatory decisions. The first of these meetings heard patients suffering from 
chronic fatigue syndrome (CFS) and myalgic encephalomyelitis (ME) regarding their symptoms, 
treatments they follow and the effect of these treatments on not only the clinical symptoms but also 
on their day to day life. CFS and ME are complex diseases with currently no FDA-approved therapies. 
Symptoms include profound fatigue, muscle and joint pains and in most cases the patient remains 
bed-ridden for months.

Using a Benefit Risk Assessment Framework vi   for CFS and ME, the meeting tried to get a better 
understanding of the treatments patients follow and the impact on their daily lives. 
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4.2 Bringing patient voice 
to Regulatory Affairs
If we revisit the views expressed by regulatory authorities 
and cases emphasising the importance of patient 
involvement in drug development we see that both 
the views are in unison but what we lack is a bridge. We 
suggest companies should consider appointing an internal 
integrator and coordinator of patient engagement, referred 
to in some companies in the Kinapse network as a “Chief 
Patient Officer”, to champion how to practically engage 
with the patient experience.

The Chief Patient Officer would need to work closely with 
Regulatory Affairs groups, championing patient insights and 
where possible turning them into defined patient reported 
outcomes for clinical development plans, including their 
development and validation and agreeing this approach 

with regulatory agencies (Figure 1). Regulatory Affairs have 
a key role to play in bringing a highly practical approach 
delivering on patient need, linking patient insight and 
experience to regulatory intelligence, through drug 
development via market access to commercialisation. 
Along the way this will require a changing mind-set and a 
willingness to shape the regulatory environment to truly 
address this need. 

Figure 1: Chief Patient Officer works closely with Regulatory Affairs groups and HEOR, 
championing patient insights for clinical development plans
Source: Kinapse
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5. Patient centred regulatory
and big data
Post-registration, this patient-centricity can continue, 
with both industry and regulators needing to understand 
patients’ behaviour to inform risk management and risk 
minimization activity. The rise of the “informed patient” 
and the “expert patient”, as well as the increased ability 
through smartphone apps and other devices for patients 
to monitor their own vital signs means that manufacturers, 
regulators and payers are not the only sources of patient 
data – it is increasingly owned not just morally but 
physically by the patients themselves. Such informed 
patients are more involved in managing their own benefit-
risk and more impactful in generating data that influences 
healthcare decision-making than ever before. They use 
the greater availability of data at the micro-level to impact 
their individual treatment decisions minimising misuse of 
treatments or non-adherence. 

Additionally, through broader tools applied by groups such 
as PatientsLikeMe and MyMedsandMe, aggregation of 
such data builds the macro-understanding of real world 
risk-benefit, not just about easily quantifiable vital signs or 
binary factors like adherence but more holistically about 
how patients are feeling on a given treatment regimen. It is 
quite right, therefore, that Patient Reported ADRs and how 
MAHs should handle social media reporting were covered 
in the new PV packagevi i  and the policy decisionvi i i   that the 
EMA will have public hearings on safety issues at which the 
patient voice will be heard.

A patient-centric Regulatory Affairs function supported by 
big information would therefore need to evolve from the 
traditional linear approach and adapt a non-linear method 
involving real world data, patient reported outcomes, 
developing relationships and input from a greater range 
of stakeholders, internally and externally. Continuous 
feedback loops will also be necessary alongside a highly 
responsive digital strategy. This should encompass social 
media and the internet to embrace patient insights. This 
paper thus recommends adoption of the proven NATO 
intelligence cycle (see Fig 2 on the next page), which, in 
contrast to linear, reactive data-gathering, enables the 
group to learn from actions taken as a result of previous 
findings which then informs new intelligence gathering, 
analysis and reporting needs. 

The “expert patient” example
One of this author’s clients, who has led the Global Regulatory Affairs function for two major global 
pharma companies, tells an instructive anecdote about how his father kept a record of his own 
PSA scores over two decades. He then showed them to his physician who had been reacting with 
multiple interventions to PSA spikes but, when shown the shallow incline of line of best fit over 
time, derived the lesson never react to a single spiked PSA score and immediately instructed his 
registrar to do likewise.
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5.1 Regulatory Intelligence and Information 
Management: enabling patient-centred 
regulatory through big data
Understanding submission requirements across 100+ markets for a diverse product 
portfolio requires smart use of industry-leading knowledge management, content 
management, document management and licence/registration management tools. 
But, while technology is an essential element of the solution, it is not sufficient by itself. 
An industry-leading Regulatory Information and Intelligence (RI2) management capability 
must be staffed by professionals who understand:

• The definition and value of the information they are handling 

• The needs of their internal partners who need to use that information and

• The preferences and habits of the company’s external customers who will be impacted 
by submission of that information. 

Timely and accurate: the 
intelligence of “first choice”, 
preferred to other available 
sources and driving action

Information processed to 
show what it means/why 
it interests the customer: 

it is now “intelligence”

Raw input
information received

Customer’s next actions informed 
by the intelligence received, 
naturally directing what new 

intelligence is required

The Intelligence “value add”

Analysis

Exploitation

Dissemination

Sourcing

Figure 2: The intelligence cycle
Source: Kinapse
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For example, being able to pull together not just raw data 
but synthesised decision-support information on what 
patient-centric endpoints, if any, regulators in priority target 
jurisdictions have used in support of positive decisions 
for analogue or comparator products. Thus, empowering 
Regulatory Strategists to effectively influence clinical 
development program design to ensure the generation of 
the right evidence at the right time for the right consumer. 
These new decisions are then fed back into the data-
assimilation capability and inform new needs. 

There need be nothing underhand here – intelligence 
gathering does not require espionage but its principles are 
necessary to underpin the effective use of open-source 
data. Such data could be drawn from:

• Draft or final guidelines from authorities

• Presentations or other public pronouncements from 
senior regulators and policy-makers that foreshadow the 
guidelines of the future

• Suggestions from scientific advice sessions or joint 
regulatory/HTA advisory boards suggesting how current 
regulations may be interpreted 

• Combing of FDA Advisory Committee minutes, records 
of authority decisions assuming a consistent approach 
to transparency across the agencies on others products 
and authority responses to one’s own submissions 
to understand how current regulations are actually 
being applied.

A leading Regulatory group should have an integrated RI2 
capability with the following skills to convert big data into 
big information:

• Expert systems and process knowledge, including 
application of the intelligence cycle

• Technical skills in specialty areas such as xml, metadata 
management and country-specific requirements

• Skills and expertise to manage large volumes of constantly 
changing data from a variety of sources in addition to the 
tools and people able to convert that data into digestible, 
usable and applicable, decision-support information.

Effective RI2 Management is seen by Kinapse as the next 
phase in the evolution of the Regulatory Operations 
function, which should evolve into the RI2 Management 
and Delivery function within a Global Regulatory Affairs 
department, not just to ensure submissions are properly 
formatted and packaged, nor even simply to “ensure 
the organization remains compliant with its product 
registrations”ix but to be the proactive hive mind enabling 
Regulatory Strategy to increase success at product 
submission for regulatory approval, get the right label 
approved first time and keep the label right for as long 
as patients need the product. As a Kinapse client who 
heads the global regulatory operations group for a leading 
vaccines business observed to the authors of this paper: 
“In large scale pharma, sometimes you’re actually 
competing against several of your own colleagues. With 
30,000+ licenses to maintain in a major company it’s 
likely that the same agencies will often be simultaneously 
targeted across divisions - the RI2 approach could help 
us run the race as a company team, rather than just the 
business unit or therapeutic area team.”

This is not limited to post-licensing but could be 
implemented as a tool valuable in pre-licensing as well. RI2 
could be used with a scientific methodology to statistically 
identify the tolerant population using big information 
as a feedback loop and thereby create a case for patient 
relevant outcomes or adaptive licensing. 

“In large scale pharma, sometimes 
you’re actually competing against 
several of your own colleagues. With 
30,000+ licenses to maintain in a 
major company it’s likely that the same 
agencies will often be simultaneously 
targeted across divisions - the RI2 
approach could help us run the race as 
a company team, rather than just the 
business unit or therapeutic area team.”

Kinapse client, global regulatory operations head
for a leading vaccines business
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6.1 Task and resource management
Working in Regulatory Affairs can often feel like being the 
last runner in a 10-year relay race, as if all wasted time and 
sub-optimal handovers of the past decade can be made 
up if only this final guy would run fast enough! And, in the 
largest life sciences organisations, if only there were enough 
runners to run a dozen final legs at once.

With Regulatory workload ever increasing – as we have 
seen above in defining new endpoints, handling adaptive 
licensing or making the most of big data – effective 
task prioritisation is an essential precursor to effective 
resource management. In Kinapse experience of running 
and advising Regulatory functions on resource and task 
management, task prioritisation requires:

1. Data-driven approaches to expected effort and 
elapsed time (including dwell time) for Regulatory 
tasks to be completed.

2. Demand-driven resource needs analyses to 
support Regulatory Affairs group sizing, giving 
decision-support outputs

3. Design of business-driven prioritisation rules, in   
collaboration with internal partners (Development, 
Commercial, Manufacturing, PV)
• To enable in-game task management where scarce 

resources have under-sized the Regulatory organisation 
versus demand, without the need to invest effort and 
time in cross-functional haggling every time a new 
demand is placed on the Regulatory group

4. Education of internal partners on:
a. What is required of them to create a submissable file?

b. How long and how much effort it takes Regulatory 
team to process and align outputs, once given partner 
inputs; how this is impacted by sub-standard or late 
inputs?

c. Why “their” submission may be accorded a lower
   business priority?

6. A sustainable Regulatory 
Affairs function:
A step further
A Regulatory Affairs organisation’s readiness to embrace 
this new world should be assessed according to what new 
technologies, skills and partnerships will be needed. The 
relationship that we see here is highly dynamic and will 
always be sensitive to changes in the environment. 

A successful future Regulatory Affairs group, along 
with the capabilities that will have to be developed in 
response to the changing healthcare scenario discussed 
in the previous sections, would also need a responsive 
task, resource and performance management capability 
to function within continually squeezed budget and 
resources. Below we discuss these management tools 
with some case studies for Regulatory Affairs of major 
global life sciences companies in the Kinapse network.

Fig. 3 below, shows a process flow for resource/task 
forecasting designed to enable a top 5 global pharma client 
of Kinapse Advisory services better manage workload in this 
way, using historical data, input from function leaders and 
some assumptions fed into a reporting tool.
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6.2 Measuring the value
of Regulatory Affairs
Moving from simplistic measures of activity volume, 
which focus discussions more on the bottom-line costs 
of Regulatory Affairs activities and outputs, a mature 
performance management capability for a Regulatory 
Affairs group, should incorporate a suite of complementary 
performance metrics which measure the impact of what 
a Regulatory Affairs function delivers.

Kinapse services have helped a global medical device and 
diagnostics company which recently established a full 
service regulatory outsourcing partnership to create such 
a performance management capability for continuous 
improvement by assessment of time, quality, productivity 
and stakeholder engagement.

This example performance management solution, 
to be impactful, required a full capability including:

• Programme and performance management team 
to gather, analyse and report performance data

• Management/governance process in which performance 
data is reviewed and used in operational and strategic 
decision-making to further improve performance

• Existing historical time and  
   resource data
• Interviews with function
  leaders 

Development of 
assumptions for forecast 
based on historical data

Develop custom-
ised excel tool/Use 
existing tools such 
as ProModeL

Generate 
resource/
task 
forecast 

Enhanced 
operational and 

financial reporting
capabilities for 

the function 

excel

Figure 3: Resource/task forecast flow
Source: Kinapse

• Culture where performance metrics are important 
and respected

• Bespoke tools tailored to specific performance 
metrics which efficiently gather performance data 
from existing systems

• Performance measures implemented around time 
(submissions, dispatching to NRAs), quality (regulatory 
refusals, right first time (RFT) etc) and productivity

• Qualitative as well as quantitative measures e.g. 
stakeholder survey which established dissatisfaction 
of retained resource given their perceptions of vendor 
junior team member expertise, leading to change in 
communications processes so client team “no longer 
see the sausage being made.”
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7. Conclusion
As the life sciences industries evolve to be increasingly 
patient-centric and adapt to the challenges and 
opportunities presented by Big Data, Regulatory Affairs 
functions will remain a pivotal capability for companies 
bringing new healthcare solutions to patients. However, the 
authors of this paper believe that the following changes are 
essential for Regulatory Affairs to maintain or grow its value 
as a function:

• Introduction of an integrator, the Chief Patient Officer, who 
would bring patient views and practical understanding of 
patient experience into the regulatory decisions as pharma 
needs better engagement with patients and potential 
patients, plus their agents, advocacy groups, families and 
carers, before, during and after trials

• Adoption of Regulatory Intelligence and Information 
(RI2) management and delivery that aims at continuous 
development of the regulatory function with synthesised 
decision-support information helping create a case for 
patient relevant endpoints, adaptive licensing and keep 
the label right for as long as patients need the product.

In addition to being providers of exciting, smart, proactive 
thinking in areas such as patient relevant endpoints and 
adaptive licensing a successful Regulatory Affairs function 
would also need continuous assessment of readiness to 
embrace this new paradigm and also prepare for future 
changes. The suggested capabilities to ensure this are:

• Task prioritisation and resource planning and management

• Data-driven performance management for continuous 
improvement.

The authors of this paper contend that life sciences 
companies which invest wisely now in the suggested 
capabilities and changes will win the 10-year relay race 
time and time again.
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pharmaceutical companies, government organisations and 
life sciences service providers. Our key advantages are:
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• History of successful project delivery 
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groups which addressed ‘patient centred pharma’ and 
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representatives, pharmaceutical company executives, and 
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Appendix:
Tolley et al report on the EMA’s evaluation of indacterol:

• Endorsed the St George’s Respiratory Questionnaire as “a validated measure of the 
impact of COPD on quality of life”

• Felt it important enough to request full PRO data in the Day 120 List of Questions

• Compared indacterol PRO results with active comparators and placebo, including the 
precedents of PRO data for “previously authorized inhalational bronchodilators”

• Concluded that “indacterol may have beneficial effect in some COPD patients also from 
the subjective symptomatic point of view”

PRO data here gathered in four phase III studies lasting between 12 weeks and 1 year.

i   Kinapse Consulting, ‘Putting the patient first: How the life sciences industries might look in 2018’ (2013)
i i  CASMI paper (2013)
i i i  Patient-Centred Forum, New York (August 2013)
iv  ‘Listening to the Patient – Are Data Relevant to Patients Considered for Health Care Decision Making?

Exploring the Example of COPD’, ISPOR Connections, Vol.19, No.3 (May/June 2013)
v  European Medical Agency, Scientific advice and protocol assistance
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