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Executive Summary 

IP management to optimize public sector benefits needs to balance the commercial interests of private 
sector manufacturers with the needs of the public sector to obtain access to products at lowest possible 
costs. Most of the intellectual property (IP) oriented towards generating public sector benefits in the 
healthcare sector and biotechnology results from R&D in public-sector research centers and interna-
tional organizations. Through adequate management of the resulting IP the public sector can benefit 
from its R&D investments through availability of the most modern products at conditions that are bene-
ficial for the developing world, thus eliminating the otherwise significant access barriers. 

An important tool of adequate IP management between public sector and private sector partners is the 
detailed definition of contractual milestones when it comes to licensing out IP from the public sector to 
private sector companies with the goal of producing products based on or incorporating the IP. This ar-
ticle describes in detail the considerations that lead to successful milestone definitions and discusses 

                                               
1  Oehler J. 2004. The Role of Milestones in Licensing Deals to Assure Access to Health Products in Develop-

ing Countries. IP Strategy Today No. 10-2004. Pp. 59-70. 
 www.bioDevelopments.org/ip 
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important factors related to pricing to the public sector; territory and exclusivity; regulatory work and 
data; time to market; royalties; and terms and termination of licensing agreements.  

One of the underlying assumptions for everything that is outlined above is that milestones are not cast 
in stone. Milestones should and need to remain adjustable throughout the lifetime of a license agree-
ment according to project development, changes in the market environment, and other factors that 
can’t be anticipated completely. When it comes to the detailed specifications of individual milestones, it 
does not really matter if you are choosing an absolute or a relative goal, and which definitions to finally 
select. What matters is to get the commitment of a private sector company to realize public sector tar-
gets. It is important to have a working set of adequate milestones in place, to define review periods for 
performance assessment by your contract partner, and to be ready to be open to and to accept mile-
stone revisions when new, solid evidence requires a change of rules to keep the product and public sec-
tor goals alive. Such result oriented milestones require very intensive preparations, detailed knowledge 
of processes related to the development and marketing of the product, detailed knowledge of markets, 
realistic anticipation and forecasting of product potential, the persistence for quantitative forecasting 
and for establishing a master plan for the entire product roll-out, and a mission-driven mindset to es-
tablish the optimum public sector goals and to prevent the public sector from losing out to commercial 
thinking. 

Successful public-private partnerships are being built on value propositions from the public sector to the 
private sector partners that take advantage of the inherent capabilities of public sector organizations. It 
is the task of the public sector IP manager to identify the relevant capabilities that are important to a 
particular public-private partnership, and turn these capabilities into specific value propositions that 
help the private sector partner to realize its commercial goals, but without sacrificing any potential 
benefit to the public sector. In this context, it is especially important to overcome the common phe-
nomenon of further “marginalization of the poor” in the small and smallest countries of the developing 
world. In a commercial environment it is market attractiveness that rules priorities. In a public-sector 
context, the poor in the smallest countries have the highest needs to get access to affordable products. 
Adequate and successful IP management of public-sector generated IP needs to bridge these two oppo-
sites. The experiences of the Concept Foundation, which are the platform for this article, show that this 
is possible. 

 
  

1. Introduction: The Importance of Contracts 

For parties entering into agreements of any kind, the primary assumption of contractual relationships is 
that the principal subject of their deal will be realized successfully. In terms of assumptions and reme-
dies, contractual agreements differ considerably in quality and substance for cases when unforeseen 
and adverse effects prevent the contractual partners from reaching their goals. Too many contractual 
relations go sour because when everything seems predictable partners rush into agreements without 
carefully thinking about contingencies. 

Without an early elaboration of clear provisions for contingency planning and crisis management, this 
“honeymoon” trap is why many contractual agreements contain unclear, foggy language and omit de-
finitive, detailed, and enforceable conditions concerning not only the contractual rights but also the obli-
gations of each partner and the specific countermeasures to be taken should one party run into difficul-
ties in fulfilling its part of the deal. Instead, “best efforts” clauses or provisions for consultations to solve 
problems case by case are used so as not to spoil the initial enthusiasm when the agreement is being 
established. This can be a sure recipe for disaster when the unforeseen strikes, especially if the mecha-
nisms to settle disputes over differing opinions about contractual performance are not clearly specified. 

A typical contract specifies the subject matter, the rights and obligations of each party under the 
agreement, and the duration and terms. Licensing agreements between two organizations identify, 
among many issues, the nature and scope of the intellectual property or product that is licensed, spec-
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ify the territorial grant to the licensee where the licensed product would be made available, and the 
terms under which the Licensor receives financial compensation from its licensee(s). 

A practical example is the use of technical know-how or the results of scientific research that represents 
the particular intellectual property of a Licensor and is to be licensed out to a commercial company able 
to create a product from this IP and to distribute this product to consumers and users. The interests of 
both parties in this arrangement are straightforward and advantageous for each partner—it is a win-win 
situation. This ordinary, idealistic assumption prevails at the beginning of any licensing deal. All too of-
ten, however, reality thwarts the goals of the initial agreement for the times planned or forecasted, and 
the contractual partners are left with a subset of the original targets. 

Such contracts between private and public sector entities must also consider that the commercial inter-
ests of private sector companies are on the whole oriented towards maximizing profitability. Accord-
ingly, it should not be expected that private sector businesses will automatically provide the best ser-
vices to the public sector or that they will focus on the generation and use of intellectual property to 
maximize public sector benefits. To prepare for situations when the original targets of a license agree-
ment are delayed or not achieved, and to avoid situations when projected public sector benefits are de-
layed or unrealized, it is good practice to establish contractual milestones that regulate target achieve-
ment under the license and set incentives for keeping to timelines and performance goals. This allows 
both the Licensor and licensee(s) to focus resources on their efforts to perform as initially agreed. 

Additionally, it is very useful to spell out the level and conditions of fines (monetary or otherwise) to be 
paid when a partner does not fulfill obligations. This should include a mechanism to prevent prolonged 
periods of quarreling over differing opinions and arguments over performance that would halt product 
development or marketing efforts and ultimately hurt the public sector. 

Most important milestones cover: 
• Pricing to the public sector 
• Territory and exclusivity 
• Regulatory work and time to market 
• Royalties 
• Terms and termination of the license agreement 
 
  

2. The Great Divide in Business Models: Public Sector–Industry 

The discussion between the public sector and industry is a cross-cultural event, no matter how well pub-
lic sector players think they understand industry. In such a cross-cultural environment, there is nothing 
more dangerous and productive of misunderstanding than to "assume the obvious", since what is obvi-
ous for one person with a public sector background will not necessarily be the same for the other part-
ner. Do not leave obligations and contractual performance to "best efforts" and "common sense"! It is 
much better for both partners to specify in writing exactly what the public sector wants to achieve with 
a commercial partner, detailing when and how this will be achieved and specifying related penalties. If 
the agreement specifies only best efforts and unspecified performance, disaster threatens! 

 

Value Propositions Stimulate Collaboration 

To manage intellectual property for maximized public sector benefits requires balancing the expecta-
tions of the public sector to obtain products at the lowest possible prices, excellent quality, and in suffi-
cient quantities, with the expectations of private sector companies to generate a satisfactory rate of 
return on their manufacturing and marketing efforts.  
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Important value propositions for pharmaceutical companies are: 

• Save time to market: An earlier market entry means higher market share opportunities for the 
company and ultimately more sales. Example: Pharmaceutical and/or clinical research using an ex-
isting network of public-sector institutions in parallel speeds the generation of results needed for 
drug regulatory approval without the lead time required to approach new, unfamiliar trial sites and 
train in GCP (Good Clinical Practices). 

• Save resources: Reduced need for internal company resources means a lower cost burden for the 
licensee and improves the bottom line. On the other hand, when investment levels are maintained 
more parallel activities are possible with the same amount of resources, helping to increase the 
company’s commercial output. Example: existing public-sector distribution networks, formal or in-
formal, allow a product to reach a large public-sector market very quickly without the costly build-
up of a supply chain. 

• Save investments: A reduced need for investments means better cash flow utilization within the 
company, which is very important for investors. 

Any plan for a value proposition must deal specifically with the nature of the partnership, and a success-
ful proposal must present an authentic and actual value to a potential partner. These authentic and 
actual values need to be based on the set of capabilities, which actually are the platform for all actions 
that results in value creation, that the public-sector organization could offer and on what needs of the 
private-sector partner could be met by a public-sector partner. Such genuine values include the exam-
ples above: “save time to market”, “save resources”, and “save investments.” As these demonstrate, it 
is important to look behind the immediate and apparent “face” value of individual capabilities in the 
public sector to be able to identify and compose the true value contributions. Indeed, an authentic value 
proposition is more often composed of several contributions from various capabilities than a single value 
factor. 

It is very helpful to understand all the specific values at a very early stage of approaching potential li-
censing partners that drive an industry and that are particularly important for the potential licensee. A 
detailed analysis of these values and alignment with existing public-sector capabilities help to identify 
the value propositions that public-sector organizations could offer their private sector partners. 
 
  

3. The Most Important Milestones 
 
3.1 Principles 

The management of intellectual property for maximized public sector benefits has three key aspects: 

• Definition of the geographic coverage for marketing the product (i.e., territory)  

• The claim for product exclusivity by the private sector licensee(s)  

• The definition of the preferred public sector price or other public sector benefit 

These headlines seem very straightforward. It is easy to imagine that the partners in a license ar-
rangement agree on a set price for the product for public sector distribution, agree on the names of the 
countries where the product could be sold, and that as a result the private sector company as licensee 
obtains the exclusive rights to marketing and sales of the product in this territory. However, in real life, 
this does not necessarily mean a maximization of public sector benefits. 

Some key questions need to be answered to safeguard the maximization of public sector benefits: 

• How well will we reach smaller countries with our product? 

• How well will we reach the rural population in developing countries that, by all experience, normally 
remains underserved? 
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• Who will be the beneficiaries that can obtain the product at a special public sector price?  

• How can we assure that we obtain the product at prices that public sector agencies can afford? 

The principal way to address these issues is to set contractual milestones that prevent the marginaliza-
tion of the poor in smaller countries, regulate public sector access, and set the geographic coverage for 
all countries in a territory (even in countries and regions that commercially are not interesting enough 
to generate sizeable returns on investments and would therefore normally not be served). Finally, there 
needs to be a clear framework to compute the manufacturing cost. 

Due to commercial pressures, there is an inherent danger of putting the private sector and its commer-
cial interests before those of the public sector. This danger mainly results from attempts to simplify the 
private sector partner’s participation because of fears about failing to make a deal. While simplifying 
agreements is good practice, establishing specific contractual milestones and clarifying them under the 
terms of an agreement are not necessarily complications. Success requires focusing on the targets to 
achieve and on the issues to exclude. A tight focus will secure simplicity of the provisions and regula-
tions without overburdening an agreement.  

When it comes to public sector benefits, making a product available or how quickly it reaches markets 
does not constitute progress. It is how many people the product will reach, how easily it will be avail-
able, and who can afford the product at what pricing level that defines success. The goal is to reduce 
morbidity and mortality to the greatest possible extent. For the public sector, This is the ultimate bene-
fit of product development. The necessary achievements for obtaining this outcome need to be clearly 
specified as milestones in the agreement. Accordingly, we will take a closer look at territory, exclusivity, 
and pricing. 

 
3.2 Territory and Related Aspects 

A typical license agreement will specify the grant of the license in one of its early paragraphs. Language 
such as “LICENSOR grants COMPANY the rights to manufacture and sell the PRODUCT into the PRIVATE 
SECTOR and PUBLIC SECTOR markets of the TERRITORY” is commonly used. The terms LICENSOR, 
COMPANY, PRODUCT, PRIVATE SECTOR, PUBLIC SECTOR, and TERRITORY are used according to the 
definitions in the introductory “Whereas” chapter to the agreement. 

Under this wording, the license grant is established as a right of the licensee to the product. However, it 
doesn’t specify the obligation to sell into the territory. This is a very important issue of practical IP 
management for public sector benefits. While it is reasonable to assume in case of a “one-product, 
home market” manufacturer that the licensee will introduce the product into this (single) market, it is 
not necessarily true that a licensee will introduce the product into all markets of a multi-country terri-
tory, especially the public sector. This failure to reach all the desired markets may result from various 
factors that were not known or were underestimated at the time when the license agreement was es-
tablished. 

Between the signing of a license agreement and the commercial rollout of the product, a considerable 
period of time may be needed for product development, manufacturing scale up, and drug regulatory 
approval for a pharmaceutical. Depending on the capabilities of the licensee, this time period may well 
extend over several years. During this time the company's business and the business environment may 
change significantly, and resources that originally were available for dealing with the product may have 
been partially redirected to other, possibly more profitable, products and projects. Markets that initially 
seemed very attractive may lose their appeal over time compared to other opportunities since recog-
nized by the company.  

Changes in the business environment and business focus may affect the licensee’s commitment to serve 
the public sector as originally envisioned for the entire territory. To avoid negative consequences for 
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public sector availability and public sector access to the product in the territory, it is only prudent to 
establish the license grant as an obligation to sell the product into the public sector of the territory—not 
just as a right of the licensee. This can be accomplished in various ways:  

• One possibility is to separate the grant of the "rights to manufacture the product" from the "obliga-
tion to sell the product into all countries of the territory". Emphasis here should be on all countries 
in the territory.  

• Another possibility is to assign milestones to the execution of the sales rights for the product under 
which the licensee would gain access to other countries. Only after showing defined success accord-
ing to the milestones the licensee would be granted additional sales rights for other countries. 

• Public and private sector rights to selling the product could be dealt with in separate regulations 
that capture the priority for the public sector organization of having the product introduced into the 
public sector to a satisfactory level (to be defined by an adequate milestone) in one country before 
additional rights to markets – public and private- in other countries would be granted. 

The license grant could specify, as example, the rights of a Brazilian manufacturer to produce and sell 
the product in Brazil, its home market, and the rights to sell it in other Latin American countries when 
certain conditions are met. A wide range of options for these conditions are available and could be 
specified in the license agreement, such as: 

• Market share: licensee will gain the rights to sell into other countries after establishing a market 
share of 20% in the specific market segment, as reported by IMS2. 

• Market position: licensee will gain the rights to sell into other countries after positioning the product 
among the top 3 products within its category in the Brazilian market, as measured by analyst re-
ports. 

• Sales volume: licensee will gain the rights to sell into other countries after an annual sales volume 
of 5 million units is realised in the Brazilian market, as measured by cumulative sales reports from 
distribution agents. 

• Public sector penetration: licensee will gain the rights to sell into other countries after the total out-
put/annual output into the public sector in Brazil has reached 10 million units, as measured by pro-
curement orders from public sector agencies. 

In addition to the milestones for gaining the rights to sell in additional countries, the remaining coun-
tries in the licensed territory could be prioritized in order of importance for the licensee, or eventually 
the Licensor as well. Each country on the list will then be characterized by individual milestones that 
need to be reached by the company before it could sell in an additional country. These country priorities 
and milestone definitions should be set initially when signing the license agreement, with the option to 
revise the priorities and milestones after a certain period. 

It is unwise to leave country priorities or milestone definitions open and uncovered for the sake of 
higher flexibility (e.g. saying, that the next country priority will be set shortly before reaching the last 
defined milestone in the actual country of activity, or a similarly flexible model that postpones decision-
making). This carries the risk that it might get more and more difficult to reach the necessary consen-
sus between licensor and licensee about country priorities and milestone definitions, especially the 
closer the country of choice is to the bottom of the priority list. The licensee might then no longer desire 
to sell in a particular country, and especially into the public sector, due to various, possibly hidden rea-
sons, which would run contrary to the goals of the public sector organization at that time. In a flexible 
licensing model, if milestones had not been mutually defined before such a situation emerges, the pri-
vate-sector company would not violate the license agreement if the necessary consensus about mile-

                                               
2  IMS is an international firm that publishes reports on pharmaceutical sales by conducting pharmacy audits 

and other means. 
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stone definitions cannot be reached between the contract partners, and could walk away from its re-
sponsibilities to serve a particular country.  

On the other hand, priorities and milestone definitions may change over time in a fast moving business 
environment and they might not be considered valid after several years in the lifetime of a license 
agreement. This is a common perception when it comes to the definition of priorities and milestones, 
especially among advocates of “real-time” implementation. Given the need to eventually define priori-
ties and milestones, to protect public sector access to the product everywhere as far as possible, and 
the inherent dangers of leaving important parts of an agreement initially undefined pending a mutual 
understanding at a later time, it is close to irresponsible to skip over these definitions and omit them 
from the initial version of the signed license agreement. One can provide for a regular update of the 
details of these conditions, when a changed environment, for example, calls for revisions. At that time, 
however, it would be up to the licensee to demonstrate the need for changes and to prepare a detailed 
proposal of what to change and how to change it. Unless the proposed changes bring up compelling and 
convincing reasons for the licensor, the original definitions of priorities and milestones will prevail. The 
originally anticipated public sector goals and benefits remain in force without alteration and are still to 
be realized by the licensee. 

Initially defining contractual priorities and detailed milestones is, of course, a painful process that re-
quires very intensive preparations so that the essential aspects of public sector needs are not over-
looked. This phase of desk research and information collection is among the most important phases for 
adequately preparing license agreements serving public sector interests. For initial negotiations between 
parties, it is most appropriate to roll out the terms of a licensing arrangement in all related details, even 
though it may be difficult and resource-intensive to formulate all of them. Calls from the contract part-
ner or one’s own tendencies to postpone detailing specifications or omit the necessary depth of descrip-
tion for the benefit of simplifying and quickly reaching an agreement are not beneficial for establishing 
the necessary framework of an efficient and ultimately effective public sector oriented licensing ar-
rangement. If it is not possible to reach an agreement on staggered priorities with detailed milestones 
in the beginning of the contract relationship, how can these differences satisfactorily be ironed out 
later? 

 
3.3 Avoiding the Marginalization of the Poor in Small Countries 

For commercial companies, large markets dominate priorities and occupy the top spots of territorial 
ranking, while small countries regularly end up at the bottom of the priority list. In a commercial envi-
ronment, market attractiveness rules priorities. The needs of the poor and of public sector agencies in 
small countries do normally not represent attractive markets for companies that are expecting to gen-
erate sizeable commercial returns out of their manufacturing and marketing efforts. It is necessary for a 
Licensor to ensure that product access is not limited to larger markets only and that small countries will 
also be covered to avoid further marginalizing the poor. 

When it comes to the territorial grant of a license agreement aimed at maximizing public sector bene-
fits, this particular issue needs to be considered thoroughly by the licensor. The prospect of substantial 
profits from product sales into the private markets of any territory is an important issue for awarding 
the licensee commercial advantages under the license agreement. However, the territorial grant must 
not only cover large countries and their sizeable private markets -as main incentive that the public sec-
tor would be reached as well -, but needs to also include small countries and their public sector markets 
that normally would remain uncovered by the private sector partner. It is vital for an effective territorial 
grant to contain a mix of large and small markets to balance the commercial potential for the licensee 
against the humanitarian need of the public sector to provide access for the poor to affordable and ef-
fective products also in those countries that are commercially not attractive. This particular need is left 
to the protection of the licensor as the guardian of public sector interests.  
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It is a good practice, therefore, not to grant sales rights in large countries to a single licensee without 
including the obligation to also serve the markets and the public sector in the smallest countries. Should 
a single licensee be unable to cover all the markets of a region, an appropriate segmentation of the en-
tire region needs to ensure that two or more licensees each get a profitable share of it to assure that 
the public sector in the smallest countries will also be served. As outlined above, this goal needs to be 
adequately supported by specific milestones. 

The upfront definition of territorial milestones is often skipped or neglected to the public sector’s disad-
vantage. One very common reason for this is that the primary needs of the public sector are spread 
over a wide territorial area and/or over a variety of minority groups in dire need for services. Satisfac-
tory coverage requires a multitude of distinctive priorities and characteristic milestone definitions, which 
places a burden of initial definition on the license partners, especially the licensor as guardian of the 
public sector interests. 

One strategy for expanding territories is for the licensor to generate sales to public sector agencies in 
countries that are not covered by the initial territory grant but very much need the product. This ap-
proach has the following advantage: the licensee can focus on the obligations and related milestones 
under the license agreement without dilution through multiple targets, while the licensor seeks to 
serves public sector agencies outside the territory. If desired, this additional market may be assumed 
by the licensee. 

An issue for special consideration is the setting of a quantitative goal for public sector sales. The licen-
sor could use absolute or relative target figures for the size of the public sector sales. A good target fig-
ure is the market share percentage reached after a certain time from product launch. Another possibility 
is to define the sales growth reached in the first years on the market. You could use the sales volume 
after 1, 3, or 5 years on the market to characterize the expected—and initially agreed upon—success of 
product introduction. You could specify, for example, that the product should be among the top three 
products within the specific market segment in its third year of introduction.  

Competitiveness in the private sector is an important success factor for any product. Licensees need to 
gain highest levels of competitiveness in private sector markets for being able to reach their commercial 
objectives. This will –in return- support a very competitive manufacturing cost structure, which ulti-
mately provides the public sector with lowest possible cost. It is therefore adequate to also express 
public sector goals by measuring private market targets. 

Another way to set milestones for performance in the public sector would be to set sales volumes in the 
private and public sector in relation to each other. A powerful milestone definition is to specify, for ex-
ample, that public sector sales reach 40% (or any other agreed upon ratio) of the sales volume for the 
private market within three years after product launch. 

With respect to public sector availability, it is mandatory to specify expected launch dates for the prod-
uct. For example, the license agreement could stipulate that the product be made available in the public 
sector not later than two years after signing the agreement. In case a product requires initial sales in 
the private market for any reason, an adequate requirement for public sector introduction could be 
“…not later than X years after private sector launch.” For multi-country territories, individual require-
ments for each country would need to be established and defined. 

Remedies for unmet milestones need to be part of the license agreement. One effective remedy is to 
significantly increase royalties on sales in the private market when a milestone has not been reached. 

 
3.4 Exclusivity 

Exclusivity is one of the first things that companies ask for. It is important to link such requests with 
specific milestones. Such milestones can be: 
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• The volume of sales reached in (a) market(s) after a certain time period from launch or signing the 
agreement. 

• The level of market share reached against competition. 

• The level of market share established in a new market segment, measured against the total product 
potential. 

• The level of coverage of different regions in a large market or across different countries of a region. 

• The latest date of product launch into a market that will secure product/technology exclusivity for 
the company in general, for a selected territory, etc. 

Equally important to setting specific milestones is to specify penalties and fines for the licensee if these 
milestones haven’t been reached. Examples are: 

• Temporary increase of royalties on private sector sales until the milestone condition has been 
reached. 

• Loss of exclusivity for the product or technology and conversion to a non-exclusive license in gen-
eral or for a specific territory. 

• Loss of exclusivity and territory to a competitor. 

• Payment of a fine in a predefined amount for the failure to introduce a product into a country under 
exclusivity for the licensee. 

It is good practice to evaluate the request for exclusivity against the level of public sector benefits that 
a potential licensee could deliver. Again, it is unreasonable to expect that a private sector company will 
concentrate major resources on serving the public sector as long as there are no specific obligations in a 
license agreement or adequate milestones have not been defined. Since the request for exclusivity is 
made to protect the commercial potential of a market place, the public sector partner has the right in a 
quid pro quo to ensure the protection of public sector needs. It is especially important for the public 
sector partner to understand, and eventually to regulate in the license agreement, what kind of re-
sources-qualitatively and quantitatively-the private sector company will make available and mobilize to 
work in the public sector segment of the exclusive territory. 

 
3.5 Pricing for the Public Sector 

A key issue for the public sector in developing countries is the affordability of products that are brought 
into the market. Prices must ensure the widest possible availability. Price calculations are done differ-
ently in the pharmaceutical industry than in the public sector. Pharmaceutical companies commonly use 
a retrograde calculation scheme. They base product prices on the perceived purchasing power of the 
target segment in a market. Manufacturing costs are not a major factor for the price calculation. Over-
head and marketing costs are usually higher than production costs and need to be well offset by prod-
uct pricing. Adequate product positioning into affluent markets to a large extent determines achievable 
margins and operating profitability. The public sector, in contrast, mostly uses the cost-plus model for 
price determination. Manufacturing and organizational infrastructure contribute significantly to costs. 
Sales and marketing costs are kept at the lowest possible levels so as not to burden the product price. A 
reasonable but small rate of operating profit is added on top of these costs to determine the product 
price. With the purchasing power of the public sector under severe limitations, a price determination 
along the lines of a cost-plus model is the method of choice. 

An effective license agreement needs to employ a detailed cost calculation model. The aim of this cost 
calculation model is to understand all directly and indirectly attributed product costs that contribute to 
final cost. By applying this tool and marking up the ex-factory product price with a mutually accepted 
profit margin for sales into the public sector, a reasonable platform for the determination of the lowest 
possible public sector price can be achieved. For indirect costs it is necessary to determine if the cost 
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burden on the product is fairly allocated. Private sector pricing of the product is entirely up to the dis-
cretion of the manufacturer and not a public sector concern.  

It is good practice to mandate the regular submission of manufacturing cost reports and product cost 
calculation details on an annual basis. Furthermore, it is important for the Licensor to reserve the rights 
to have these cost reports audited by independent auditors. 

Should a manufacturer be unable to match expected price levels for the public sector when the com-
pany begins manufacturing and is still at the beginning of the learning curve, it is necessary to set a 
definite time line for when expected price levels must be reached. Adequate penalties have to be in 
place for this case. It is important to recognize that a license agreement can not be a tool to force a 
manufacturer to produce a product below cost, however, the detailed agreement on the manufacturing 
cost calculation model and the overall pricing structure for the product will eliminate related concerns. 

The licensor should define which institutions are the public sector organizations that can obtain the 
product at the preferred price. For pharmaceutical products, it should be clearly defined if these public 
sector organizations are only ministries of health, government purchase organizations, public sector 
hospitals, and similar institutions, or if non-government agencies with charitable functions, social mar-
keting organizations in a country, international organizations with a humanitarian mission, and other 
institutions are also potential beneficiaries. The license should define how these agencies and organiza-
tions will be informed about the availability of a preferred public sector price for the product.  

 
3.6 Regulatory Work and Time to Market 

Pharmaceuticals are subject to drug regulatory approval by health authorities. The time needed for the 
regulatory approval process prolongs the period for a product to reach a market. It is a good practice to 
stipulate in the license agreement when the licensee must bring the product forward to registration, and 
it is best is to specify within what time period after signing the license agreement the licensee has to 
forward a complete registration filing to the relevant authorities. For a multi-country territory it is vital 
to specify the sequence of registration filings in the various countries and the maximum time allowed 
between individual filings. 

It is also advantageous to specify how much time may pass after a registration approval has been ob-
tained until the product is actually launched into the public sector. This prevents the unusual, but realis-
tic scenario of a licensee “sitting” on its rights and not utilizing them for the benefit of the public sector. 
 
 

4. Conclusions 
 

4.1 Setting Tough Milestones for a Tough Industry 

Finally, some thoughts about milestones for the cautious few who feel uncomfortable with the idea of 
setting tough milestones in a tough industry. 

One of the underlying assumptions for everything that is outlined above is that milestones are not cast 
in stone. Milestones should and need to remain adjustable throughout the lifetime of a license agree-
ment according to project development, changes in the market environment, and other factors that 
can’t be anticipated completely. When it comes to the detailed specifications of individual milestones, it 
does not really matter if you are choosing an absolute or a relative goal, and which definitions to finally 
select. What matters is to get the commitment of a private sector company to realize public sector tar-
gets. It is important to have a working set of adequate milestones in place, to define review periods for 
performance assessment by your contract partner, and to be ready to be open to and to accept mile-
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stone revisions when new, solid evidence requires a change of rules to keep the product and public sec-
tor goals alive. 

Such result oriented milestones require: 

• Very intensive preparations 

• Detailed knowledge of processes related to the development and marketing of the product 

• Detailed knowledge of markets 

• Realistic anticipation and forecasting of product potential 

• The persistence for quantitative forecasting and for establishing a master plan for the entire product 
roll-out 

• A mission-driven mindset to establish the optimum public sector goals and to prevent the public 
sector from losing out to commercial thinking 

In a process oriented sense, milestones represent and define the Standard Operating Procedures (SOPs) 
of organizations that have voluntarily subjected themselves to certification procedures, such as ISO. 
Why shouldn’t the public sector also define such SOPs for important targets of a license agreement? It 
is crucial to recognize that public-private partnerships are NOT the magic solution for tasks that have 
not been well enough specified! In this sense, public-private partnerships (PPPs) should not represent a 
poor substitute in absence of specific targets for public sector benefits. 

 
4.2 Achievements of the Public-Private Partnership Model:  

 
The Work of the Concept Foundation to Close the Medicines Access Gap Specific to  
Developing Countries 

The role of Public-Private-Partnerships (PPPs) as an innovative approach to the discovery, development 
and distribution of health products, drugs and vaccines for developing countries has been emphasized 
repeatedly in various publications, and around 86 PPPs (see www.ippph.org for a complete list) have 
been established worldwide in the meantime. However, PPPs’ accomplishments as indicators for the PPP 
model to succeed in its goal are rarely publicized, partly because most of these entities are relatively 
young. Half of these partnerships have been established in the past few years since 1999 
(www.ippph.org). This is a very short period of time in a pharmaceutical R&D or health care environ-
ment where normally times to market are ranging from not less than 10 to around 12-15 years on av-
erage. 

The Concept Foundation (www.ConceptFoundation.org) was established in 1989 through an initiative 
funded by WHO's Special Programme of Research, Development and Research Training in Human Re-
production (WHO/HRP), with the support from PATH/PIACT and additional funding by the World Bank 
and the Rockefeller Foundation. The mission is to “Provide access to top quality reproductive-health 
products for developing countries at lowest possible prices and realize maximum public sector benefits 
through the management of intellectual property and technology transfer for contraceptives and phar-
maceuticals that otherwise would not be available to the public sector with the intended quality and 
prices”. Concept Foundation has accumulated extensive experience with project management of health 
technologies development and with technology transfer to roll-out new technologies in the developing 
world. 

The R&D process for product development of new drugs, vaccines and also diagnostics in the diseases 
of poverty is a crucial step towards ultimately eradicating the disease burden in the poorest regions of 
the world. Many PPPs concentrate their efforts on the product development approach, and the largest 
product development PPPs have successfully raised (in combined figures) more than half a billion US 
dollars in recent years to acquire the R&D funds needed to fuel their development work. However, 
product delivery is an equally important, if not even a more decisive, factor of access to medicines, and 



IP Strategy Today No. 10-2004 Oehler 70

most product development PPPs are not active in delivery of their products into local health infrastruc-
ture. There are no significant experiences reported with the downstream issues involved in bringing 
products into markets there where they are most needed. 

Future concerns for product development PPPs to solve will be how to handle and finance downstream 
issues for introduction and launching new products in diseases of poverty to close the medicines access 
gap for public health services when public health factors, such as: 

• adequate health infrastructures, 

• disease surveillance, 

• compliance monitoring, 

• education and training of health workers and medical staff, 

• improving health care facilities, 

and similar issues come into play, besides further important soft factors such as 

• physical distribution networks, 

• satisfactory supply volumes, 

• adequate volume forecasting, 

• minimizing product waste at the point of treatment, 

and others, to name but a few of the most important issues to deal with. 

As we know well from the experiences in pharmaceutical industry, a significant and decisive part of the 
cost structure for new medicines is related to bringing a new product to markets through effective and 
successful programs of marketing and distribution. While nobody would expect the need to create mar-
ket demand (= invest marketing dollars) for new products to fight diseases of poverty, the inability of 
the poorest regions high in demand for effective medicines to pay for new products and the supply, dis-
tribution, as well as surveillance problems to reach all who need treatment, will demand huge additional 
investments and other type of public-private partnerships at work on the downstream issues before all 
goals are being reached. 

These efforts must include reaching lowest possible manufacturing costs for the ability to forward pref-
erential pricing to public health services and closing the medicines access gap in the developing world, 
establishing sustainable manufacturing with a continuous system for quality monitoring and creating a 
business model, financially attractive to private pharmaceutical companies, to overcome the disincen-
tives from poor expected return by operating in public sector markets. The achievements of the PPP 
business model exercised by Concept Foundation to realize these goals, dealing with the downstream 
issues around product delivery, demonstrate broad success in the principal goal to close the medicines 
access gap for developing countries. 
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