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Intellectual property rights (IPR) have been defined as ideas,

_ inventions, and creative expressions based on which there is a public

gey wcl)rdsl.l- P L willingness to bestow the status of property. IPR provide certain

Prug, ntellectual Property, License, exclusive rights to the inventors or creators of that property, in order to
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enable them to reap commercial benefits from their creative efforts or

reputation. There are several types of intellectual property protection

like patent, copyright, trademark, etc. Patent is recognition for an

invention, which satisfies the criteria of global novelty, non-

obviousness, and industrial application. IPR is prerequisite for better

identification, planning, commercialization, rendering, and thereby

protection of invention or creativity. Each industry should evolve its

own IPR policies, management style, strategies, and so on depending

on its area of specialty. Pharmaceutical industry currently has an

evolving IPR strategy requiring a better focus and approach in the

coming era.
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Introduction:-

Intellectual property (IP) pertains to any original creation of the human intellect such as artistic, literary, technical,
or scientific creation. Intellectual property rights (IPR) refers to the legal rights given to the inventor or creator to
protect his invention or creation for a certain period of time. These legal rights confer an exclusive right to the
inventor/creator or his assignee to fully utilize his invention/creation for a given period of time. It is very well settled
that IP play a vital role in the modern economy. It has also been conclusively established that the intellectual labor
associated with the innovation should be given due importance so that public good emanates from it. There has been
a quantum jump in research and development (R&D) costs with an associated jump in investments required for
putting a new technology in the market place. The stakes of the developers of technology have become very high,
and hence, the need to protect the knowledge from unlawful use has become expedient, at least for a period, that
would ensure recovery of the R&D and other associated costs and adequate profits for continuous investments in
R&D. IPR is a strong tool, to protect investments, time, money, effort invested by the inventor/creator of an IP,
since it grants the inventor/creator an exclusive right for a certain period of time for use of his invention/creation.
Thus IPR, in this way aids the economic development of a country by promoting healthy competition and
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encouraging industrial development and economic growth. Present review furnishes a brief overview of IPR with
special emphasis on pharmaceuticals.

Role Of Undisclosed Information In Intellectual Property

Protection of undisclosed information is least known to players of IPR and also least talked about, although it is
perhaps the most important form of protection for industries, R&D institutions and other agencies dealing with IPR.
Undisclosed information, generally known as trade secret or confidential information includes formula, pattern,
compilation, programme, device, method, technique, or process. Protection of undisclosed information or trade
secret is not really new to humanity; at every stage of development people have evolved methods to keep important
information secret, commonly by restricting the knowledge to their family members. Laws relating to all forms of
IPR are at different stages of implementation in India, but there is no separate and exclusive law for protecting
undisclosed information/trade secret or confidential information.

Pressures of globalisation or internationalisation were not intense during 1950s to 1980s, and many countries,
including India, were able to manage without practising a strong system of IPR. Globalization driven by chemical,
pharmaceutical, electronic, and IT industries has resulted into large investment in R&D. This process is
characterized by shortening of product cycle, time and high risk of reverse engineering by competitors. Industries
came to realize that trade secrets were not adequate to guard a technology. It was difficult to reap the benefits of
innovations unless uniform laws and rules of patents, trademarks, copyright, etc. existed. That is how IPR became
an important constituent of the World Trade Organization (WTO).

Rationale of Patent

Patent is recognition to the form of IP manifested in invention. Patents are granted for patentable inventions, which
satisfy the requirements of novelty and utility under the stringent examination and opposition procedures prescribed
in the Indian Patents Act, 1970, but there is not even a prima-facie presumption as to the validity of the patent
granted.

Most countries have established national regimes to provide protection to the IPR within its jurisdiction. Except in
the case of copyrights, the protection granted to the inventor/creator in a country (such as India) or a region (such as
European Union) is restricted to that territory where protection is sought and is not valid in other countries or
regions. For example, a patent granted in India is valid only for India and not in the USA. The basic reason for
patenting an invention is to make money through exclusivity, i.e., the inventor or his assignee would have a
monopoly if,

1. the inventor has made an important invention after taking into account the modifications that the customer, and
2. if the patent agent has described and claimed the invention correctly in the patent specification drafted, then the

resultant patent would give the patent owner an exclusive market.

The patentee can exercise his exclusivity either by marketing the patented invention himself or by licensing it to a

third party. The following would not qualify as patents:

1. An invention, which is frivolous or which claims anything obvious or contrary to the well established natural
law. An invention, the primary or intended use of which would be contrary to law or morality or injurious to
public health

2. Adiscovery, scientific theory, or mathematical method

3. A mere discovery of any new property or new use for a known substance or of the mere use of a known process,
machine, or apparatus unless such known process results in a new product or employs at least one new reactant

4. A substance obtained by a mere admixture resulting only in the aggregation of the properties of the components
thereof or a process for producing such substance

5. A mere arrangement or re-arrangement or duplication of a known device each functioning independently of one
another in its own way

6. A method of agriculture or horticulture

7. Any process for the medicinal, surgical, curative, prophylactic diagnostic, therapeutic or other treatment of

human beings or any process for a similar treatment of animals to render them free of disease or to increase

their economic value or that of their products

An invention relating to atomic energy

9. Aninvention, which is in effect, is traditional knowledge

®
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Rationale Of License

A license is a contract by which the licensor authorizes the licensee to perform certain activities, which would
otherwise have been unlawful. For example, in a patent license, the patentee (licensor) authorizes the licensee to
exercise defined rights over the patent. The effect is to give to the licensee a right to do what he/she would otherwise
be prohibited from doing, i.e., a license makes lawful what otherwise would be unlawful.

The licensor may also license ‘know-how’ pertaining to the execution of the licensed patent right such as

information, process, or device occurring or utilized in a business activity can also be included along with the patent

right in a license agreement. Some examples of know-how are:

1. technical information such as formulae, techniques, and operating procedures and

2. commercial information such as customer lists and sales data, marketing, professional and management
procedures.Indeed, any technical, trade, commercial, or other information, may be capable of being the subject
of protection.

Objectives Of The Study:-

Keeping in view of above facts the following are the objectives of the study:

1. To highlight the rationale and concept of patents

2. Todiscuss the concept of licence

3. Toanalyse the management of intellectual property in pharmaceutical industries
4. To discuss the some special aspects of drug patent specification

Management Of Intellectual Property In Pharmaceutical Industries

More than any other technological area, drugs and pharmaceuticals match the description of globalization and need
to have a strong IP system most closely. Knowing that the cost of introducing a new drug into the market may cost a
company anywhere between $ 300 million to $1000 million along with all the associated risks at the developmental
stage, no company will like to risk its IP becoming a public property without adequate returns. Creating, obtaining,
protecting, and managing IP must become a corporate activity in the same manner as the raising of resources and
funds. The knowledge revolution, which we are sure to witness, will demand a special pedestal for IP and treatment
in the overall decision-making process.

Competition in the global pharmaceutical industry is driven by scientific knowledge rather than manufacturing
know-how and a company's success will be largely dependent on its R&D efforts. Therefore, investments in R&D in
the drug industry are very high as a percentage of total sales; reports suggest that it could be as much as 15% of the
sale. One of the key issues in this industry is the management of innovative risks while one strives to gain a
competitive advantage over rival organizations. There is high cost attached to the risk of failure in pharmaceutical
R&D with the development of potential medicines that are unable to meet the stringent safety standards, being
terminated, sometimes after many years of investment. For those medicines that do clear development hurdles, it
takes about 8-10 years from the date when the compound was first synthesized. As product patents emerge as the
main tools for protecting IP, the drug companies will have to shift their focus of R&D from development of new
processes for producing known drugs towards development of a new drug molecule and new chemical entity (NCE).
During the 1980s, after a period of successfully treating many diseases of short-term duration, the R&D focus
shifted to long duration (chronic) diseases. While looking for the global market, one has to ensure that requirements
different regulatory authorities must be satisfied.

It is understood that the documents to be submitted to regulatory authorities have almost tripled in the last ten years.
In addition, regulatory authorities now take much longer to approve a new drug. Consequently, the period of patent
protection is reduced, resulting in the need of putting in extra efforts to earn enough profits. The situation may be
more severe in the case of drugs developed through the biotechnology route especially those involving utilization of
genes. It is likely that the industrialized world would soon start canvassing for longer protection for drugs. It is also
possible that many governments would exercise more and more price control to meet public goals. This would on
one hand emphasize the need for reduced cost of drug development, production, and marketing, and on the other
hand, necessitate planning for lower profit margins so as to recover costs over a longer period. It is thus obvious that
the drug industry has to wade through many conflicting requirements. Many different strategies have been evolved
during the last 10 to 15 years for cost containment and trade advantage. Some of these are out sourcing of R&D
activity, forming R&D partnerships and establishing strategic alliances.
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Some Special Aspects Of Drug Patent Specification

Writing patent specification is a highly professional skill, which is acquired over a period of time and needs a good
combination of scientific, technological, and legal knowledge. Claims in any patent specification constitute the soul
of the patent over which legal proprietary is sought. Discovery of a new property in a known material is not
patentable. If one can put the property to a practical use one has made an invention which may be patentable. A
discovery that a known substance is able to withstand mechanical shock would not be patentable but a railway
sleeper made from the material could well be patented. A substance may not be new but has been found to have a
new property. It may be possible to patent it in combination with some other known substances if in combination
they exhibit some new result. The reason is that no one has earlier used that combination for producing an
insecticide or fertilizer or drug. It is quite possible that an inventor has created a new molecule but its precise
structure is not known. In such a case, description of the substance along with its properties and the method of
producing the same will play an important role.

Combination of known substances into useful products may be a subject matter of a patent if the substances have
some working relationship when combined together. In this case, no chemical reaction takes place. It confers only a
limited protection. Any use by others of individual parts of the combination is beyond the scope of the patent. For
example, a patent on aqua regia will not prohibit any one from mixing the two acids in different proportions and
obtaining new patents. Methods of treatment for humans and animals are not patentable in most of the countries (one
exception is USA) as they are not considered capable of industrial application. In case of new pharmaceutical use of
a known substance, one should be careful in writing claims as the claim should not give an impression of a method
of treatment. Most of the applications relate to drugs and pharmaceuticals including herbal drugs. A limited number
of applications relate to engineering, electronics, and chemicals. About 62% of the applications are related to drugs
and pharmaceuticals.

Conclusions:-

It is obvious that management of IP and IPR is a multidimensional task and calls for many different actions and
strategies which need to be aligned with national laws and international treaties and practices. It is no longer driven
purely by a national perspective. IP and its associated rights are seriously influenced by the market needs, market
response, cost involved in translating IP into commercial venture and so on. In other words, trade and commerce
considerations are important in the management of IPR. Different forms of IPR demand different treatment,
handling, planning, and strategies and engagement of persons with different domain knowledge such as science,
engineering, medicines, law, finance, marketing, and economics. Each industry should evolve its own IP policies,
management style, strategies, etc. depending on its area of specialty. Pharmaceutical industry currently has an
evolving IP strategy. Since there exists the increased possibility that some IPR are invalid, antitrust law, therefore,
needs to step in to ensure that invalid rights are not being unlawfully asserted to establish and maintain illegitimate,
albeit limited, monopolies within the pharmaceutical industry. Still many things remain to be resolved in this
context.
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