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 INTRODUCTION 
 A new pharmaceutical / biopharmaceutical 
product has been developed, tested and 
licensed. It is effective, with an acceptable 
safety profi le, and it has been approved by 
national health technology appraisal processes. 
A marketing campaign is launched, and sales 
teams report that clinicians are ready and 
eager to prescribe the product. Patients hear 
about the new treatment, and lobby for its 

introduction. So why is the product not 
reaching the eligible population? 

 All too often the answer is simple. 
Although it invested a great deal of time and 
money in developing and marketing the 
product, the manufacturer missed the crucial 
opportunity  –  18 months or so before the 
licence date  –  to implement a market access 
strategy. Such a strategy involves ensuring that 
those involved in the assessment and approval 
of drugs at local level are fully aware, well in 
advance, of the clinical, organisational and 
fi nancial implications of introducing the new 
product. It is aimed at non-prescribers (except 
where these clinicians also play a part in the 
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local health-care commissioning process), and 
is hence distinct from medical education. If 
a market access strategy is not implemented 
in a timely manner, the new drug is unlikely 
to be prescribed by anyone except a few 
determined senior clinicians who are willing 
and able to do battle with local purse-keepers. 
The consequent fi nancial loss to the drug 
company is particularly signifi cant with 
high-cost treatments such as biotechnology 
products. More important, patients may have 
to wait for access to the new product, and 
there is a potential for inequality of care when 
the introduction of a drug is delayed in some 
areas and not in others. 

 To achieve a successful launch and rapid 
uptake of a new product, a pharmaceutical 
company needs to consider the impact of its 
introduction from the viewpoint of local 
health-care services. It needs to compile 
appropriate, non-promotional information and 
distribute it to the right people at the right 
time. A positive health technology appraisal, 
however welcome, does not serve as a 
replacement for preparing the market  –  a 
common mistake among many pharmaceutical 
companies. 

 This article looks at the key steps that need 
to be taken, starting 18 months before a drug 
is likely to be marketed, that is an analysis of 
the impact the product is likely to have on 
clinical services, the compilation of detailed 
information to aid local decision making, 
careful consideration of the manner in which 
the information is presented and the target 
readership for the documents. Throughout the 
process, the emphasis must also be on getting 
the timing right. An anonymised case study 
is presented, based on the market access 
experiences of two pharmaceutical companies 
in the United Kingdom.   

 CONSIDER THE IMPACT 
 The incorporation of a new product into 
local policies and guidelines can be a complex 
matter, requiring far more than just data 
on the agent ’ s cost and effi cacy. There are 
likely to be practical implications for several 

stakeholders, such as pharmacy departments, 
wards, clinics and health-care teams in 
hospitals and the community. 

 If the product is introduced, new protocols 
may need to be developed, service 
reorganisation may be required, staff may 
need training and new patient information 
resources may have to be drawn up. 

 Oncology is one example of a therapeutic 
area in which new, potentially expensive 
agents frequently enter the market. If a new 
treatment requires intravenous use, local 
decision makers need to know whether it 
will involve a longer or shorter infusion 
time than the current agent, and the 
implications for patient throughput, 
waiting times and the scheduling of other 
treatments. Where a product designed for 
oral delivery is likely to replace an 
intravenous treatment, chemotherapy 
services will need to consider not only the 
potential freeing up of clinic capacity in 
secondary care, but also the impact of the 
drug elsewhere, for example, in community 
services. Introduction of the new drug may 
affect the number, complexity and expense 
of diagnostic tests required. The agent may 
need to be co-prescribed with other 
treatments, such as pre-medications and 
prophylactic therapy. Consideration must 
also be given to the range, incidence and / or 
intensity of side-effects that patients are 
likely to experience, particularly if a 
conventional chemotherapy agent is to be 
replaced by a targeted biological therapy. It 
is entirely feasible that an apparently costly 
new drug may generate overall saving in 
resources, which can then be reallocated to 
other aspects of patient care.   

 COMPILE KEY INFORMATION 
 Pharmaceutical companies can aid local 
decision makers by implementing a market 
access communications strategy that informs 
and supports the planning process and provides 
a clear analysis of the overall effect of 
(i) introducing the product or (ii) maintaining 
the status quo. 
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in an appropriate style and language for 
budget holders and service planners. 

 It is also essential to make sure that market 
access materials are delivered (personally or 
by post) only by appropriate market access 
teams. In some countries, such as the United 
Kingdom, pharmaceutical industry codes of 
practice are contravened if sales teams are 
involved in distributing the AND and related 
resources.   

 HIT THE RIGHT TARGET 
 Market access materials need to reach key 
decision makers  –  the people who make 
policies, scan clinical research data for the 
emergence of new products and have 
responsibility for local budgets and service 
planning. Sometimes these decision makers 
are themselves prescribing clinicians; however, 
it is not appropriate to distribute market access 
materials to a clinician or any health-care 
professional who does not have a budgetary 
or service planning role. 

 Again, a specialist agency will understand 
the processes of health-care planning and be 
in contact with decision makers across most 
regions, and can help the pharmaceutical 
company reach the target readership.   

 GET THE TIMING RIGHT 
 Given the complexity and range of issues that 
the decision makers will need to consider, 
it is crucial to deliver the initial AND well 
in advance of the expected launch of the 
product  –  typically around 18 months before 
the product licence is expected. 

 Several pharmaceutical companies miss this 
early opportunity to prepare health-care 
decision makers because it is perceived as a 
marketing exercise, and there is no marketing 
budget or infrastructure yet in place for the 
new product. It is a frustrating oversight; the 
costs associated with the production and 
distribution of an AND are tiny in the 
context of a product launch, and an effective 
market access strategy can add more than a 
year of income-generating life to a patented 
treatment. Companies that are successful in 

 Purchasers will need detailed information 
on the product and a range of associated 
factors, for example:   

 Evidence of the product ’ s effi cacy and safety 
 The anticipated licensed indications 
 Its potential effect on existing local patient 
pathways 
 Any likely impact on the attainment of 
national, regional and local health-care 
policies and targets 
 Practical details of dose preparation, storage 
and administration 
 Information on any additional need for 
diagnostic testing, patient monitoring and 
prevention / management of side-effects 
 The anticipated cost of the product and any 
supportive medications 
 How the introduction of the product will 
affect the organisation and capacity of all 
stakeholder services, including the implications 
for patient waiting times   

 Different stakeholders will require different 
packages of information, making market access 
a highly skilled and specialist initiative. 

 A package of resources will typically 
include an Advance Notifi cation Document 
(AND) or a document designed to assist local 
decision makers with the assessment of the 
fi nancial implications of incorporating the 
new product. Subsequent market access 
materials, such as a detailed toolkit for 
introducing the product, will be sent out at 
the appropriate time in the months and weeks 
before the launch.   

 PRESENT MESSAGES WITH 
CARE 
 The information that a pharmaceutical 
company sends out to local services before 
a product is licensed must be factual and 
entirely non-promotional. It must not include 
the design features that would normally 
appear in promotional materials. A medical 
education agency that specialises in market 
access resources will know how to create 
documents that put all the key messages across 
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market access make sure that a small budget is 
available at the appropriate time.   

 CASE STUDY 
 The following case study is based on the 
experiences of two major UK-based 
pharmaceutical companies, which were clients 
of the author ’ s medical education agency. 
They are presented anonymously. 

 In 2006, Company A and Company B 
each anticipated a UK licence for their new 
anti-cancer agents (Agent A and Agent B) to 
be granted during the early weeks of spring 
2008. In September 2006, Company A sought 
advice from a medical education agency with 
expertise in market access, and embarked on a 
relatively low-cost programme of activities 
designed to alert non-prescribing decision 
makers to the potential clinical and service 
impact of Agent A. Sales of the product 
began, albeit in a modest way, as soon as the 
licence was granted, then went on to increase 

substantially during the ensuing months, 
particularly after a positive health technology 
appraisal in England ( Figure 1 ). Company B 
had no established system for market access 
activity, and did not seek specialist advice at 
an early stage. Decision makers were unaware 
of the implications of introducing Product B 
until conventional marketing activities took 
off around the time of licensing, in March 
2008. As a consequence, uptake of Product B 
was delayed ( Figure 1 ), and the manufacturer 
lost around a year of potential sales  –  roughly 
 S 20 million in the UK market alone.   

 CONCLUSION 
 Considering the impact that a change of 
practice has on the organisation and delivery 
of patient care, it should come as no surprise 
that local services often cannot effect a rapid 
switchover to a new treatment, no matter 
how cost effective it is. Unfortunately, it does 
come as a surprise to many pharmaceutical 

   Figure 1  :             Sales of two new products over time, illustrating the impact of timely market access 
activities (Product A) versus post-licence marketing only (Product B), and the resulting lost 
opportunities for sales of Product B.  
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contacting an agency that specialises in 
pharmaceutical market access, a company 
can make sure sales takes off from day 
one after the product launch. It is a 
straightforward process, and one that 
benefi ts the company, health-care planners, 
clinicians and patients.                   

companies  –  and a costly one. Lack of an 
effective market access strategy is the most 
common reason why new drugs fail to reach 
patients in a timely manner. 

 By marking the calendar about 18 months 
ahead of an anticipated product launch, 
putting aside a modest budget and 
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