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ABSTRACT 

Biotechnology involves the use of biological systems or living 
organisms to create inventions that are useful to man’s day-to-day activities, 
especially in the field of agriculture, health, food, and the environment. These 
living organisms, such as microorganisms, cells, viral vectors, plants, and 
animals, can reproduce by themselves with little or no human intervention—
a concept that is peculiar to conventional inventions involving machines and 
chemicals. Due to the unique characteristic of biotechnological inventions 
allowing them to self-replicate, there has been worldwide debate on the 
patentability and scope of protection of the said inventions and their 
essentially derived products.  

 
There is no explicit prohibition in the Intellectual Property Code of the 

Philippines in granting protection on biotechnological inventions. In 
Diamond vs. Chakrabarty in 1980, the US Supreme Court held that live, 
human-made organisms are not expressly excluded by Congress from 
protection. However, there exists another school of thought classifying 
biotechnological inventions as mere discoveries, rejecting the provision of 
patent protection on such. In addition to this, stakeholders are unable to 
determine whether products, which are essentially derived but are not 
indicated in the patent claims, are covered by the protection initially granted 
to the first-generation biotechnological inventions. Thus, this results in the 
difficulty of determining whether infringement exists. 
 

Presently, there are no special laws enacted by the Congress or cases 
decided by the Philippine Supreme Court particularly touching upon the 
patentability and scope of protection of biotechnological inventions. The 
current Guidelines on the Examination of Biotechnological Applications 
(“Biotech Guidelines”) issued by the IPOPhl is also restrictive and lacking. 
The said Biotech Guidelines is limited to specific biotechnological materials 
instead of providing a general standard applicable to all biotechnological 
inventions. It also fails to determine whether essentially derived products are 
included in the scope of protection of biotechnological inventions. The legal 
gaps currently present in our Intellectual Property Law confuse rights, not 
only on the part of inventors but also the public. Accordingly, an examination 
of the domestic laws and regulations and international obligations of the 
Philippines under the TRIPS is proper to devise a legal framework finally 
ruling upon the patentability and scope of protection of biotechnological 
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inventions and their essentially derived products. The resolution of these 
issues will encourage an increase in capital investments and initiate the 
creation of better and greater inventions—protecting the liberty of inventors 
and the public and nurturing the prosperity of the patent system. 
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CHAPTER 1: INTRODUCTION 

“Science is the engine of prosperity. All the prosperity we see around us is a 
by-product of scientific inventions.” 

— Michio Kaku 

 

I. BACKGROUND OF THE STUDY 

a. The Patent System 

Through the years, inventors and scientists have created various 
technological and scientific inventions which made man’s day-to-day 
activities easier and more efficient. From simple garden tools to complex 
machines, these inventions are results of the effort put into by inventors to 
create something beneficial. In an ideal setup, disclosure of these inventions’ 
technical know-how allows a faster pace for scientific and technological 
growth and development. However, in actual setting, disclosure by inventors 
without anything in return does not normally happen since inventors would 
want to protect themselves from competition. Thus, this results in a scenario 
where the public and the inventors have opposing interests as to the disclosure 
of these inventions.  

The above scenario triggered the birth of the patent system. The patent 
system aims to address the market failure which arises when no sufficient 
protection is provided to inventors, scientists, and creators. Specifically, 
patent protection is a statutory grant developed to achieve a balance between 
inventors’ interests and that of the public. This is achieved by providing 
sufficient rights to inventors to encourage inventions while ensuring that 
market distortions, such as monopolies, will be limited over a period of time. 
The grant of patent rights must not be too demanding in terms of substantial 
and formal requirements to dishearten inventors from disclosing their 
inventions through patent applications; but it must not also be too lenient to 
give too much rights to the inventors over their inventions, exceeding the 
benefit provided by the invention to the public. The situation wherein 
inventors control the market and create monopolies detrimental to social 
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interest, such as giving the inventors or their assignees complete control over 
the prices of the goods, will be avoided.1 

Under the Intellectual Property Code of the Philippines2 (hereafter 
referred to as the “IP Code”), patentable inventions are “any technical solution 
of a problem in any field of human activity which is new, involves an 
inventive step, and is industrially applicable. It may be, or may relate to, a 
product, or process, or an improvement of any of the foregoing.”3 To be 
granted protection under the IP Code, as amended by Republic Act No. 9502 
or otherwise known as the Cheaper Medicines Act,4 the invention must not 
fall under the non-patentable inventions established under the Code to be 
granted protection. 

b. The Advent of Biotechnology 

The evolution and spread of widespread infectious diseases have been a 
growing concern for every country, affecting not only animals but also human 
lives. As a result of this, biotechnology plays a major role in various 
breakthroughs in the field of medicine and agriculture. Biotechnology is said 
to be of great potential, promising virtually limitless solutions and progress.5 
It has produced significant contributions, such as providing the cure to long-
standing medical conditions or supplying solutions for the enhancement of 
agricultural techniques and methods. 

However, on the flip side, following the technological and scientific 
developments of the 21st century, different industries have been in a constant 
struggle to remain competitive in the market. The increased demand for the 
continuous disclosure of medical advancements and agricultural 
enhancements implies a complementary increase in protection through 
statutory grants and privileges by the State to inventors, creators, and 
developers. The scope of patent protection granted to inventors greatly affects 
the developments in biotechnology since the protection given is a grant of 
economic power itself. The more products covered by a patent means greater 

 
1 WIPO Standing Committee on the Law of Patents, Report on the International Patent System, WIPO 
Committee, SCP/12/3 Rev., (June 20, 2008). 
2 An Act Prescribing the Intellectual Property Code and Establishing the Intellectual Property Office, 
Providing for Its Power and Functions, and for Other Purposes [INTELLECTUAL PROPERTY CODE], Act 
No. 8293 (1997). 
3 Id. § 21.  
4 Id. § 22. 
5 David Beier and Robert Benson, Biotechnology Patent Protection Act, 68:2 DENVER UNIVERSITY 
LAW REVIEW 173, 173-4 (1991). 



 

 
3 

economic power. Once a patent is granted, the inventor has the exclusive rights 
to  

—restrain, prohibit and prevent any unauthorized person or entity 
from making, using, offering for sale, selling or importing his/her 
invention, where the subject matter of the patent is a product or to 
restrain, prevent or prohibit any unauthorized person or entity from 
using the process, and from manufacturing, dealing in, using, selling 
or offering for sale, or importing any product obtained directly or 
indirectly from such process, where the subject matter of the patent 
is a process.6  

Without these benefits conferred by law, the cost of research of these 
inventions may not be sufficiently covered by the benefit the inventors expect 
to receive. Inventors will be discouraged to disclose their inventions to the 
public, or altogether, not to pursue the development of the invention of these, 
given the cost-benefit considerations present. 

c. Biotechnology and its Peculiarities 

Due to the emerging developments in biotechnology, coupled with each 
of their unique nature and characteristics, problems have arisen on the 
patentability and scope of protection of biotechnological inventions. The 
general grant of rights by various jurisdictions on inventions has failed to take 
into account the distinct nature of biotechnology. Biotechnology is a 
technology that utilizes biological systems or living organisms, such as 
microorganisms, cells, viral vectors, and plants and animals. The ability of the 
living organisms involved to naturally reproduce with little or no human 
intervention gives rise to the issue on whether the patent protection granted on 
the first-generation biotechnological inventions includes its succeeding 
generations (referred to as “essentially derived products”). In the resolution of 
the issue on the scope of protection, another issue subsumed to the self-
replicating nature of biotechnological inventions is the worldwide debate on 
its patent eligibility. According to Daniel Darius Nicer, in his paper entitled 
Patentable Inventions in Biotechnology,7 biotechnology does not normally 
follow or reflect the general idea of human intervention, which explains why 
problems involving the patentability of these inventions arise. 8 

 
6 INTELLECTUAL PROPERTY CODE, § 71. 
7 Daniel Darius M. Nicer, Patentable Inventions in Biotechnology, 15 WORLD BULL. 134 (1999). 
8 Id. at 134. 
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The confusion as to the patentability of biotechnological inventions has 
resulted in inconsistent and flip-flopping decisions by courts from various 
jurisdictions. In the case of Diamond vs. Chakrabarty,9 the US Supreme Court 
held that live, human-made organisms are not expressly excluded by Congress 
from protection. Respondent Chakrabarty was granted patent protection on his 
invention, which is a microorganism that breaks down multiple components 
of oil, allowing a faster and more efficient way of controlling oil spills. The 
US Supreme Court ruled the following: 

In choosing such expansive terms as "manufacture" and 
"composition of matter," modified by the comprehensive "any," 
Congress contemplated that the patent laws should be given wide 
scope, and the relevant legislative history also supports a broad 
construction. While laws of nature, physical phenomena, and 
abstract ideas are not patentable, respondent's claim is not to a 
hitherto unknown natural phenomenon, but to a non-naturally 
occurring manufacture or composition of matter—a product of 
human ingenuity "having a distinctive name, character [and] use."10 

Still, the most that the ruling in Diamond vs. Chakrabarty11 has 
contributed is only a persuasive and broad idea on the patent eligibility of 
microorganisms in the Philippine jurisdiction. The Philippine Supreme Court 
has yet to rule upon the applicability of the ruling in Diamond v. Chakrabarty 
within Philippine territory and whether it can be applied to all kinds of 
biotechnological inventions, despite the case involving only microorganisms. 
The current Guidelines on the Examination of Biotechnological Applications 
issued by the Intellectual Property Office of the Philippines (hereinafter 
referred to as “IPOPhl”) is also lacking for limiting the definition of 
biotechnological inventions to specific biotechnological materials and for 
failing to determine whether the essentially derived products are included in 
the scope of protection of biotechnological inventions. Thus, presently, there 
is no legal framework, under Philippine law or international agreements which 
the country is a signatory of, delineating patentable biotechnological 
inventions from non-patentable ones and defining the scope of protection of 
such inventions and their essentially derived products. 

d. The Reservations in the Scope of Protection of Biotechnology 

 
9 Diamond v. Chakrabarty, 447 U.S. 303 (1980). 
10 Id. at 308-18 (emphasis supplied). 
11 Id. 
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As opposed to the clear scope accorded by the Plant Variety Protection 
Act to plant varieties and their essentially derived varieties, the treatment of 
first-generation biotechnological inventions and their essentially derived 
products have remained to be a guessing game for inventors and other 
stakeholders. Under the Plant Variety Protection Act,12 in relation to Section 
22.4 of the IP Code, the rights granted to plant varieties shall also apply to the 
following: 

a. Varieties which are essentially derived from the protected 
variety, where the protected variety is not itself an essentially 
derived variety; 

b. Varieties which are not clearly distinct from the protected 
variety; and 

c. Varieties whose production requires the repeated use of the 
protected variety.13 

Moreover, Section 40, of the said Act enumerates varieties that are 
essentially derived varieties when: 

a. It is predominantly derived from the initial variety, or from a 
variety that is itself predominantly derived from the initial 
variety, while retaining the expression of the essential 
characteristics that result from the genotype or combination of 
genotypes of the initial variety; 

b. It is clearly distinguishable from the initial variety; and 

c. Except for the differences which result from the act of 
derivation, it conforms to the initial variety in the expression of 
the essential characteristics that result from the genotype or 
combination of genotypes of the initial variety.14 

There is no equivalent provision presently found in any of our laws on 
the treatment of biotechnological inventions in relation to their products. This 
results in the uncertainty on whether patent rights granted to the first-
generation biotechnological inventions extend to products that are essentially 
derived from said inventions. Hence, there is the likelihood of confusion on 

 
12 An Act to Provide Protection to New Plant Varieties Establishing a National Plant Variety 
Protection Board and for Other Purposes [PHILIPPINE PLANT VARIETY PROTECTION ACT OF 2002], 
Republic Act No. 9168 (2001). 
13 Id. § 39. 
14 Id. § 40. 
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whether the consent of the patent holder of the first-generation 
biotechnological invention is needed in the making, offering for sale, selling, 
or importing the succeeding generations of the said invention. Without any 
clear provision on the scope of the patent protection, infringement issues are 
likely to arise. This situation results in an increased number of either baseless 
or unpunished infringement cases. 



 

 
7 

II. STATEMENT OF THE PROBLEM 

Article XIV, Section 13 of the 1987 Philippine Constitution15 provides 
that “the State shall protect and secure the exclusive rights of scientists, 
inventors, artists, and other gifted citizens to their intellectual property and 
creations, particularly when beneficial to the people, for such period as may be 
provided by law.” Through the Intellectual Property Code of the Philippines, 
inventors are given protection on their patentable inventions over a period of 
20 years. 

Biotechnology is unique as it has the ability to self-replicate or naturally 
reproduce with little or no human intervention. Because of this, it is unclear 
whether the patent protection under the Intellectual Property Code of the 
Philippine granted to first-generation biotechnological inventions includes 
their essentially derived products.  In resolving the issue on the scope of patent 
protection of biotechnological inventions, a preliminary finding on the 
patentability of the first-generation biotechnological invention must first be 
made. However, the question on the patentability of the biotechnological 
inventions, per se, has also remained unresolved. Biotechnology does not 
conform to the general attribute of the conventional inventions involving 
machines and chemicals, since they involve the use of living organisms or 
biological systems and are products of nature. 

Based on the foregoing, this thesis seeks to provide a clear-cut legal 
framework on the patentability and scope of protection of self-replicating 
biotechnological inventions and their essentially derived products, which 
takes into account the growing developments and emerging advancements in 
the field of medicine, health, food, and agriculture. An extensive analysis of 
existing domestic laws, international agreements, and jurisprudence shall first 
be made to properly rule upon whether biotechnological inventions can be 
granted protection under Philippine Law. Following this, an analysis of what 
constitutes their essentially derived products and application of infringement 
rules shall be then made to clearly define the scope of protection. A proper 
criterion will help current and prospective inventors and other stakeholders to 
understand and be informed of the extent of their rights to avoid unnecessary 
litigation on infringement.  

 
15 PHIL. CONST. art. XIV, § 13. 
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III.  OBJECTIVES OF THE STUDY 

This thesis aims: 

First, to evaluate the distinct nature of biotechnology to properly 
characterize those of which are naturally occurring from those that are 
genetically-modified or produced only with human intervention. 

Second, to identify which among the list of unpatentable subject matter 
provided under the Intellectual Property Code of the Philippines16 
biotechnological inventions are likely to fall under. Moreover, an 
understanding of why such exclusions are present in the law shall also be made.  

Third, to examine the TRIPS Agreement in which the Philippines is a 
signatory of and to study both foreign and local laws, regulations, and 
jurisprudence on biotechnological inventions. This will help determine the 
correspondence among court rulings with respect to those biotechnological 
inventions that were granted and rejected patent protection. 

Fourth, based on the evaluations above, to rule upon the patentability 
of biotechnological inventions—distinguishing the patentable from the non-
patentable ones. 

Fifth, to determine what constitute effectively derived products of 
biotechnological inventions and to examine the effect of applying the 
infringement rules to biotechnological inventions and their essentially derived 
products vis-à-vis conventional inventions. 

Finally, to create a special legal framework applicable to 
biotechnology, defining the patentability and scope of patent protection of 
biotechnological inventions and their essentially derived products. The legal 
framework will be in the form of a special law or an amendment to the existing 
Guidelines on the Examination of Biotechnological Applications, depending 
on the results of the research on the issues above. 

  

 
16 INTELLECTUAL PROPERTY CODE, § 22. 
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IV. DEFINITION OF TERMS 

1. Biotechnology – “the exploitation of biological processes for industrial 
and other purposes.”17 It is technology that utilizes biological systems 
or living organisms to create new products. 

2. Cellular agriculture – “a scientific field that uses biotechnology to 
produce proteins and biomolecules typically derived from animals—
it’s like brewing beer.”18 

3. First-generation biotechnological inventions – refers to the original 
biotechnological invention disclosed in the patent application. 

4. Industrially applicable – “an invention that can be produced and used 
in any industry shall be industrially applicable.”19 

5. Inventiveness – an invention 

—involves an inventive step if, having regard to prior art, it is not 
obvious to a person skilled in the art at the time of the filing date or 
priority date of the application claiming the invention. 

 

In the case of drugs and medicines, there is no inventive step if the 
invention results from the mere discovery of a new form or new 
property of a known substance which does not result in the 
enhancement of the known efficacy of that substance, or the mere 
discovery of any new property or new use for a known substance, or 
the mere use of a known process unless such known process results 
in a new product that employs at least one new reactant.20 

6. Inventor – “any person who, at the filing date of application, had the 
right to the patent.”21 

 
17 Oxford Dictionary, available at https://en.oxforddictionaries.com/definition/biotechnology (last 
accessed Dec. 29, 2019). 
18 Elsa Sotiriadis, 5 Wild Biotech Products That Will Touch our Lives in the Near Future, available at 
https://singularityhub.com/2017/11/24/5-wild-biotech-products-of-the-future/ (last accessed at Dec. 
28, 2019). 
19 INTELLECTUAL PROPERTY CODE, § 27. 
20 Id. § 26. 
21 Id. § 25.2. 
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7. Microorganisms – “a microscopic organism, especially a bacterium, 
virus, or fungus.”22 

8. Monopoly – “the exclusive possession or control of the supply of or 
trade in a commodity or service.”23 

9. Novelty – “an invention shall not be considered new if it forms part of 
a prior art.”24 

10. Patentable inventions – “are any technical solution of a problem in 
any human activity which is new, involves an inventive step and is 
industrially applicable. It may be, or may relate to, a product, or process, 
or an improvement of any of the foregoing.” 

11. Plant – “includes terrestrial and aquatic flora.”25 

12. Plant varieties – means  

—a plant grouping within a single botanical taxon of the lowest 
known rank, that without regard to whether the conditions for plant 
variety protection are fully met, can be defined by the expression of 
the characteristics resulting from a given genotype or combination 
of genotypes, distinguished from any other plant groupings by the 
expression of at least one (1) characteristic, and considered as a unit 
with regard to the suitability for being propagated unchanged. A 
variety may be represented by seed, transplants, plants, tubers, tissue 
culture plantlets, and other forms.26 

13. Recombinant DNA technology – “molecules of DNA from two 
different species that are inserted into a host organism to produce new 
genetic combinations that are of value to science, medicine, agriculture, 
and industry.”27 

 
22 Oxford Dictionary, available at https://www.lexico.com/definition/microorganism (last accessed 
Dec. 29, 2019). 
23 Oxford Dictionary, available at https://www.lexico.com/definition/monopoly (last accessed Dec. 
29, 2019). 
24 INTELLECTUAL PROPERTY CODE, § 23. 
25 PHILIPPINE PLANT VARIETY PROTECTION ACT OF 2002, § 3(i). 
26 Id. § 3(m). 
27 Anthony Griffiths, Recombinant DNA, available at https://www.britannica.com/science/recombinant-
DNA-technology (last accessed Aug. 31, 2020). 
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14. Viral vectors – “are tools designed to deliver genetic material into 
cells.”28   

 
28 Beckman Coulter Life Sciences, What are Viral Vectors?, available at 
https://www.beckman.com/support/faq/research/what-are-viral-vectors (last accessed Aug. 8, 2020). 
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V.  RESEARCH METHODOLOGY 

This thesis aims to determine whether the scope of patent protection of 
biotechnological inventions can be extended to its essentially derived 
products. To address this main issue, the proponent will first resolve the sub-
issue on the patentability of biotechnological inventions.  

The proponent shall conduct an extensive examination of international 
and local research papers and journals involving emerging and current 
technological and scientific breakthroughs on biotechnology to understand 
what gave rise to the issue on the patentability of biotechnological inventions. 
The proponent will then analyze the provisions of the TRIPS Agreement and 
the Intellectual Property Code of the Philippines to determine whether such 
inventions qualify for patent protection.  

The proponent will also conduct a literature study of the current 
Guidelines on the Examination of Biotechnological Applications to identify 
the legal gaps, if any, present in the treatment of biotechnological inventions 
and their essentially derived products. Next, given that the Philippine Supreme 
Court has not yet ruled upon the patentability of biotechnological inventions, 
the proponent will conduct a comparative study of existing jurisprudence 
abroad involving biotechnological inventions that were granted or rejected 
patent protections.  

Finally, in resolving the issue on the scope of protection, the proponent 
will define what constitutes products that are essentially derived by examining 
foreign jurisprudence on biotechnological inventions. A comparison of the 
effect of infringement rules will also be done by the proponent to differentiate 
biotechnological inventions from conventional inventions. This will 
determine whether biotechnological inventions and their essentially derived 
products warrant different treatment on its scope of protection compared to 
conventional inventions. 
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VI. SIGNIFICANCE OF THE STUDY 

From the “Black Death” which ravaged all over Europe in the mid-
1300s, affecting millions of lives and families, to the detection of Bird Flu 
symptoms present in humans and poultries in 1996, and the 2001 flu H1N1 
pandemic, biotechnology has played a significant and crucial role towards 
battling these widespread epidemics. Scientists, doctors, and inventors 
globally have invested time, effort, and capital to continuously update the 
world’s state of technology to keep up with the changing times. New 
techniques and methods in the field of medicine and agriculture have been 
developed to save and improve human lives. Some of the world’s 
groundbreaking inventions were born out of the demands to provide 
convenience, safety, and economy to the public. 

For instance, the advent of cellular agriculture paved the way for the 
production of cow-free milk without the lactose, allowing persons that are 
lactose intolerant to safely consume milk without side effects. The cow-free 
milk also has a longer shelf life and allows manufacturers to meet the 
increasing demands of our growing population.29 Research and development 
of the preventive Human Immunodeficiency Virus (HIV) vaccine is also 
ongoing to ensure that the public will ultimately benefit from a cheaper, safer, 
and more efficient treatment option.30 Fast forward to the 21st century, the 
desire to invent a cure for widespread diseases and to devise new technologies 
to solve long-standing problems in agriculture is no longer sufficient in 
encouraging young inventors, scientists, and creators from investing large 
amounts of capital. The emerging trend nowadays is towards providing 
sufficient guarantees and protection to the rights of these inventors. This aims 
to ensure that the industrial efforts and capital investments of the inventors 
will be properly compensated, given the contributions that they bring to the 
community’s prosperity and growth. To add, competition between inventors, 
producers, and manufacturers is becoming a developing concern, leading to a 
demand for definite and specific intellectual property rights in favor of them. 

Under the Reward Theory, patent holders are granted rewards, by 
awarding them certain exclusive rights, for their contribution to the 
enhancement of the public good.31 The provision of property and moral rights 

 
29 Sotiriadis, supra note 18. 
30 AIDSinfo, What is Preventive HIV Vaccine?, available at https://aidsinfo.nih.gov/understanding-
hiv-aids/fact- sheets/19/96/what-is-a-preventive-hiv-vaccine- (last accessed Dec. 29, 2019). 
31 Justin Hughes, The Philosophy of Intellectual Property, 77 GEO L.J. 287 (1988). 
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are justified by the benefit that their technological and scientific inventions 
add to the public good. The quid pro quo for the technological and scientific 
contributions of inventors is the entirety of the patent system.32 Inventors have 
a natural tendency to monopolize their inventions by concealing information. 
As such, governments have devised a way to encourage the sharing of the 
inventors’ intellectual creations and inventions for public welfare by providing 
them enough grants.33 

The risk of infringement and the loss of control on their inventions when 
disclosed to the public are lessened through the enactment of patent laws by 
Congress. Through the disclosure made by the inventors in their patent 
applications, other inventors can research and improve on the said inventions 
for the common benefit of the society, after the lapse of the fixed period of 
protection granted by law to the initial inventor. Former United States 
President Abraham Lincoln said in his lecture on Discoveries and 
Inventions,34 “The patent system changed this; secured the inventor for a 
limited time exclusive use of his inventions and thereby added the fuel of 
interest to the fire of genius in the discovery and production of new and useful 
things.”35 With that, scientific and technical progress are placed within the 
public’s reach.  

Given the direct impact of the patent system on the development and 
expansion of biotechnological inventions, a vague and confusing bundle of 
rights to patent holders can result in serious consequences. Without the 
certainty of being protected, the whole purpose of the patent system is 
defeated. Inventors will likely decide to altogether reject disclosure of their 
inventions to the public because of fear of infringement and losses.  

Moreover, the public or other interested inventors are affected if no 
proper standard for patentability of biotechnological inventors is provided. 
The fear of possible infringement suits can discourage other inventors to invest 
their own capital to create new and improved inventions. Since the scope of 
protection is not properly specified under the law, other inventors will not 
know whether the effectively derived products of the protected first-
generation biotechnological inventions are covered within the existing patent 

 
32 In re Fisher, 421 F.3d 1365 (Fed. Cir. 2005). 
33 Mazer v. Stein, 347 US 201 (1954). 
34 Abraham Lincoln, Former US President, Second Lecture on Discoveries and Inventions, Address at 
Phi Alpha Society of Illinois College at Jacksonville (Feb. 11, 1859), in 3 COLLECTED WORKS OF 
ABRAHAM LINCOLN 357 (1859). 
35 Id. at 363. 
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holder’s rights. This will hamper the speedy and continuous development of 
biotechnology, affecting the public’s interest in general, particularly in the 
field of medicine and agriculture. 

Therefore, the scope of protection must be established to avoid the 
confusion of rights. This will encourage more future inventors to create and 
venture on their own biotechnological breakthroughs without the fear of being 
liable for possible infringement. In relation to this, there is also a need for a 
clear determination on whether biotechnological inventions are, in the first 
place, eligible for patent protection. With this, stakeholders can be sufficiently 
informed of their eligibility for patent protection and, if eligible, the scope of 
their patent protection, which will help them decide on their future plans of 
action. 
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VII. SCOPE AND LIMITATIONS 

This thesis only covers the exclusive rights granted to patentable 
inventions in the Philippine Jurisdiction. Given that patent rights are statutory 
and territorial, the proposed framework created out of existing jurisprudence 
and principles shall only pertain to biotechnological inventions seeking 
protection under the IP Code of the Philippines. This study shall also be 
limited to intellectual property rights under the patent system, excluding 
trademarks, copyrights, trade secrets, and other intellectual property rights. 

Moreover, the use of the term biotechnology shall pertain to all scientific 
inventions and improvements in technology that have self-replicating 
capabilities. The term biotechnological inventions shall not be limited to 
microorganisms, viral vectors, or cells but to all technology that utilizes 
biological systems or living organisms. Furthermore, the term Intellectual 
Property Code shall also cover other laws that amended the IP Code up to year 
twenty-nineteen (2019). 

This thesis will address the issue on patent eligibility of 
biotechnological inventions under Section 21 and 22 of the IP Code36 in a 
collective manner. The commercial feasibility and economic impact of the 
inventions are also not considered in the formulation of a statutory framework 
on patentability and scope of protection of the biotechnological inventions and 
their essentially derived products. Likewise, only the physical and biological 
nature and characteristics that are material and relevant to the determination 
of patent eligibility and scope of biotechnological inventions shall be assessed 
and considered. In addition, the study shall cover both inventions involving 
products and processes. Lastly, this study will focus and assess the impact of 
technological inventions mostly in the field of medicine, food, health, 
environment, and agriculture. 

 
36 INTELLECTUAL PROPERTY CODE, § 21-22. 
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VIII. ORGANIZATION OF THE THESIS 

This thesis will consist of eight (8) chapters. 

The first chapter provides a brief overview on the subject matter of the 
whole study. It involves the background of the study, definition of terms, 
significance of the study, and the scope and limitations of the paper.  

The second chapter shall discuss the review of related literature of 
journals and research papers relating to the patentability and scope of 
protection of biotechnological inventions and their essentially derived 
products. Varying theories and opinions regarding the said issue shall be 
extensively discussed and compared to assess both sides.  

The third chapter will examine the Agreement on Trade Related 
Aspects of Intellectual Property Rights or otherwise known as the TRIPS 
Agreement and the current Guidelines on the Examination of 
Biotechnological Applications issued by the IPOPhl. This will shed more light 
on the patentability of biotechnological inventions and the legal gap present 
in the Philippine patent system.  

Next, the fourth chapter shall cover the analysis of the elements of 
patentability under the Intellectual Property Code of the Philippines and the 
importance of the disclosure and enablement requirement. 

The fifth chapter will highlight the scope of protection that can be 
granted to patentable biotechnological inventions and their essentially derived 
organisms through the use of existing laws and intellectual property doctrines. 
The said chapter will also contain a comparison on the effect of applying the 
infringement rules between biotechnology and conventions inventions. 

The sixth chapter will define the relationship between biotechnological 
inventions and plant varieties and provide the proper law applicable in case of 
overlap between the two concepts. 

Finally, the seventh and eighth chapter shall include the 
recommendation and conclusion of the proponent, respectively, on the 
patentability and scope of protection of biotechnological inventions and their 
essentially derived products. A proposed special law, an amendment to the 
Intellectual Property Code, or an amendment to the current Guidelines on the 
Examination of Biotechnological Applications on the patentability and scope 
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of protection of biotechnological inventions and their essentially derived 
products will also be included in the recommendation portion of the paper.  
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CHAPTER 2: THEORIES IN FAVOR AND AGAINST THE 
PROVISION OF PATENT PROTECTION ON 

BIOTECHNOLOGICAL INVENTIONS 

“Property is the fruit of labor; property is desirable, is a positive good in 
the world. That some should be rich, shows that others may become rich, 

and hence is just encouragement to industry and enterprise. Let not him who 
is houseless pull down the house of another; but let him labor diligently and 

build one for himself, thus by example assuring that his own shall be safe 
from violence when built.” 

— Abraham Lincoln 

 

I. AN OVERVIEW 

Biotechnology is one of the oldest yet most widely used technology in 
the world. It has influenced and affected how scientists and inventors create 
new technologies in the field of medicine, health, and agriculture. Despite 
being present since time immemorial, biotechnology continues to be an 
emerging topic that still has a lot of gray areas, especially regarding the issue 
on the patentability and scope of protection of these inventions.37 Long-
standing debates on whether such technological inventions warrant 
intellectual property protection under the law or not have remained unresolved 
in various jurisdictions, leaving most stakeholders confused with the rights 
that they are entitled to under the law. 

So what is with biotechnology that makes the separate determination of 
patent protection so important for these inventors and scientists when they 
could simply seek the general protection available under the Intellectual 
Property Code of the Philippines? Two (2) things—First, because of the nature 
and characteristic of biotechnology, the involvement of biological systems or 
living organisms in the creation of intellectual inventions has raised the 
question of whether their essentially derived products are included in the 
scope of protection of biotechnological inventions. Second, in relation to the 

 
37 Burton T. Ong, Patenting The Biological Bounty: Re-Examining the Status of Organic Inventions as 
Patentable Subject Matter, 8 MARQ. INTELL. PROP. L. REV. 1, 40 (2004).  
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first, there is also the issue of whether biotechnological inventions properly 
belong to the public domain as mere discoveries.38 

Opposing sides have both raised legally sound arguments to support 
their standings. Critics against providing patent protection on biotechnological 
inventions and their essentially derived products have raised a combination of 
moral, ethical, and environmental objections.39 On the other hand, proponents 
in favor of providing protection use a battery of arguments from practicality 
to statutory construction perspective. As such, an examination of the 
arguments of opposing sides is proper to acquire a clearer understanding of 
the nature of biotechnological inventions, the appropriateness of providing 
patent protection on such inventions, and whether their essentially derived 
products must be included in the scope of protection granted to said 
biotechnological inventions. 

 

 
38 John Richards, International Aspects of Patent Protection for Biotechnology, 4 FORDHAM INTELL. PROP. 
MEDIA & ENT. L.J. 433, 434 (1993). 
39 Ong, supra note 37, at 2. 
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II. THEORIES AGAINST PATENT PROTECTION 

a. Providing patent protection on microorganisms run counter to 
Locke’s Labor Theory of Property 

The Labor Theory of Property (also referred to as the Labor Theory of 
Appropriation or Entitlement) provides that the right to property is one of the 
natural rights that a person possesses. A property is usually a result of the 
summation or totality of efforts imputed by a person on natural resources 
freely available.40 When a person has infused his/her own labor to an existing 
resource available, the person, in effect, has claimed over the resulting product 
by mixing his/her own labor upon it. Withal, it is the person who has exerted 
effort and added value to the property that has the right to exploit and reap the 
benefits from said property created/produced. To simplify, a claim for an 
invention is based on labor or effort exerted to a natural resource. Thus, if one 
desires to claim ownership over a property, one can do so by creating his own 
through one’s own labor. 

Most critics against the provision of patent protection use this theory to 
support their argument that biotechnological inventions are part and parcel of 
the public domain, as such, cannot be appropriated or exclusively claimed by 
anyone. Thus, the biological system and living organisms involved are part of 
the natural heritage of mankind. The value or the effort added by scientists or 
inventors of biotechnology are immaterial and are naturally inseparable from 
what is naturally available. Hence, granting patent protection on these so-
called ‘inventions’ would be unjust and inequitable. If protection will be 
accorded to their inventions that are in reality, merely discoveries, this would 
result in giving or awarding someone with a property which he had not created 
or exerted labor with.  

b. Only dead matters/ Non-living things are proper subjects of 
patent protection 

Another argument that the critics advance is that patent protection 
should only be available to non-living things. No matter how much effort or 
labor is added into biotechnological inventions, one cannot remove it from the 
coverage of the public domain, as it remains a product of God or a subject of 
nature. It is an acceptable theory or principle that life, in itself, cannot be 
manufactured or produced and anything that has life is obviously naturally 

 
40 Gerd Winter, Patent Law Policy in Biotechnology, 4 J.ENVTL. L. 167, 177 (1992). 
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occurring. There is a blurred distinction as to the concept of discovery and 
invention when it comes to the field of biotechnology. Any value-added to a 
living matter cannot be physically or conceptually separated from the 
resulting property. Thus, living matters can never be a subject matter for 
patent protection as they are considered as discoveries, regardless of the 
amount of labor imputed therein. 

c. There is impossibility of compliance with the enabling 
description requirement under the Intellectual Property Code 

One of the requisites under the Intellectual Property Code41 to acquire 
patent protection is the disclosure of the invention in the patent application 
sufficiently clear and complete to be carried out by a person ordinarily skilled 
in the art (POSITA). The third argument of critics against patent protection is 
that in the case of biotechnological inventions, especially during their early 
stages of development, there is difficulty—if not impossibility—in complying 
with the requirement under the Intellectual Property Code. Since 
biotechnology involves the use of biological systems or living organisms, 
such as microorganisms, cells, animals, and plants, explaining or describing 
how these inventions are made would be futile, since the making and 
reproduction of the biotechnological invention do not at all times yield to the 
same result or product. As such, disclosure of the process in creating such 
inventions detailed enough to allow a POSITA to reiterate and recreate the 
process or the subject biotechnological invention would be impossible. Given 
that the disclosure and enabling requirements are necessary before patent 
protection is accorded to an invention, it is not feasible and ideal to grant 
protection to biotechnological inventions. 

d. Patent Rights are easily exhausted for biotechnology 

Section 72 of the Intellectual Property Code of the Philippines provides: 

SECTION 72. Limitations of Patent Rights. - The owner of a patent 
has no right to prevent third parties from performing, without 
his authorization, the acts referred to in Section 71 hereof in the 
following circumstances: 

 

 
41 INTELLECTUAL PROPERTY CODE, § 35. 
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72.1. Using a patented product which has been put on the market in 
the Philippines by the owner of the product, or with his express 
consent, insofar as such use is performed after that product has been 
so put on the said market: Provided, That, with regard to drugs and 
medicines, the limitation on patent rights shall apply after a drug or 
medicine has been introduced in the Philippines or anywhere else in 
the world by the patent owner, or by any party authorized to use the 
invention: Provided, further, That the right to import the drugs and 
medicines contemplated in this section shall be available to any 
government agency or any private third party;42 

Furthermore, section 71 of the said Code further states: 

SECTION 71. Rights Conferred by Patent. –  

71.1. A patent shall confer on its owner the following exclusive 
rights: 

(a) Where the subject matter of a patent is a product, to restrain, 
prohibit and prevent any unauthorized person or entity from 
making, using, offering for sale, selling or importing that 
product; 

(b) Where the subject matter of a patent is a process, to restrain, 
prevent or prohibit any unauthorized person or entity from using 
the process, and from manufacturing, dealing in, using, selling 
or offering for sale, or importing any product obtained directly 
or indirectly from such process. 

71.2. Patent owners shall also have the right to assign, or transfer by 
succession the patent, and to conclude licensing contracts for the 
same.43 

xxx 

Based on the above, the Patent Exhaustion Doctrine provides that upon 
the sale of a patented product, when it is the owner himself who has placed 
the said patented product in the market, the patent owner does not have the 
right to prevent the purchaser or third party from utilizing the product. This 
means that the patent owner’s rights on the product are exhausted upon sale 
or transfer of ownership of the subject matter to another.  

 
42 Id. § 72 (emphasis supplied). 
43 Id. § 71. 
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In the case of biotechnology, assuming that biotechnological inventions 
are patentable, when a particular biotechnological invention’s ownership is 
transferred by the patent holder in favor to another, under the Patent 
Exhaustion Doctrine, he cannot prevent the third party from using the 
products derived from the self-replicating characteristic of biotechnological 
inventions for production or own consumption. To illustrate: the third party, 
upon purchase of a biotechnology, say a microorganism used for COVID-19 
vaccines, is free to allow the said microorganism to be reproduced for 
production of COVID-19 vaccines based on its self-replicating characteristics. 
Given this scenario, it can be concluded that the patent is already exhausted.44 

e. There is complication in the application of Patent Law 
principles to biotechnology 

Even if a special law or an amendment on the current Guidelines on the 
Examination of Biotechnological Applications is drafted to specifically cater 
to biotechnology, future complications in the applicability of such special law 
or amendment are expected to surface. Due to the natural effects of breeding 
and crossing with the use of the subject biological systems or living 
organisms, this could lead to varying kinds of effectively-derived products of 
biotechnological inventions. The complicated effects of breeding make 
biotechnological inventions not an ideal subject matter for patent protection 
because of the possible confusion in the scope of protection that can be 
accorded. 

 

 
44 Winter, supra note 40, at 169. 



 

 
25 

III. THEORIES IN FAVOR OF PATENT PROTECTION 

Proponents in favor of the provision of patent protection on 
biotechnological inventions have responded from the aforementioned 
arguments with the following counter-arguments: 

a. Granting of patent protection on biotechnological invention is 
in line with the purpose of the whole intellectual property 
system 

Patent protection was created as a response to the pressures of the 
private sector to encourage disclosure of beneficial inventions and 
developments. The quid pro quo is the concept behind the birth of the patent 
system.45 Inventions are results of the societal efforts and the privatization of 
these inventions through disclosures in the patent application. In return, 
inventors are granted exclusive protection on their inventions within a period 
provided for by law. In this scenario, the quid is the knowledge or technical 
know-how disclosed by the inventor while the quo is the protection accorded 
by law to the inventor. 

This approach of the patent system has been proven to have various 
benefits and societal impact over the years. One of the most important 
contributions of the patent system is the boost in the number of technological 
inventions and improvements in the field of medicine, agriculture, and health. 
There is sufficient evidence on the positive relationship of the protection 
granted under patent statutes with scientific advancements and improvements. 
Incentives provided by law and international agreements speeds up the 
process of creating or improving inventions.46 

Without any express prohibition provided in the Intellectual Property 
Code of the Philippines, biotechnology is a proper subject matter of the patent 
system, as this is in line with the very purpose of the whole patent system. 
Moreover, another obvious proof to the theory in favor of protection is the 
continuous improvement and enhancement of the patent system which would 
not have been possible without the positive impact and growth it creates and 
gives to the society.47 Without providing for the benefits due to the inventors 
and scientists of biotechnology, this will obviously create a toll, not only on 

 
45 Id. at 178. 
46 Id. at 179. 
47 Id. 
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the number of inventions disclosed by these inventors but also the 
advancement of the field of medicine, agriculture, and health and the 
betterment of the lives of the people. 

b. Law speaks on general application of patent protection 
regardless if living or non-living as long as the subject matter 
involves an invention of human ingenuity   

The Intellectual Property Code of the Philippines does not provide for 
any provision restricting the application of patent to only dead matters or non-
living organisms. It is a known principle in statutory construction that when 
the law is clear and unambiguous, there is no need for interpretation and the 
literal words must be followed according to its meaning.48 Moreover, under 
the principle of expression unius est exclusion alterius,49 there is no reason to 
exclude biotechnology from the coverage of patent law on the basis that it 
involves biological systems or living matters which are not excluded by the 
Code. In short, what the law does not exclude, it includes. 

c.    A disclosure of its self-replicating capacity is enabling 
enough to comply with the disclosure requirement under the 
Intellectual Property Code 

Granting protection on biotechnological invention would not run 
counter to the disclosure and enabling requirement under the Intellectual 
Property Code. The disclosure requirement merely requires that there must be 
disclosure in the patent application that enables a POSITA to clearly carry out 
the said invention. In the case of In Re: Brana,50 the U.S. Federal Court has 
stated that: 

[A] specification disclosure which contains a teaching of the 
manner and process of making and using the invention in terms 
which correspond in scope to those used in describing and 
defining the subject matter sought to be patented must be taken 
as in compliance with the enabling requirement of the first 
paragraph of § 112 unless there is reason to doubt the objective truth 
of the statements contained therein which must be relied on for 
enabling support.51 

 
48 Adasa v. Abalos, 516 SCRA 261, 275 (2007). 
49 Natalia Realty Inc. v. Court of Appeals, 391 SCRA 370, 384 (2002). 
50 In Re: Brana, 51 F.3d 1560 (Fed. Cir. 1995). 
51 Id. at 1566 (emphasis supplied). 
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Based on the above ruling, it is clear that that the disclosure requirement 
does not necessarily require exact disclosure and description of the process or 
product to be patented. It is only required that the POSITA is able to 
understand and redo the invention through the disclosure in the patent 
application. For instance, a simple disclosure stating that a particular 
invention involves the use of living organisms that has self-replicating 
characteristics is sufficient disclosure to enable the POSITA to understand the 
product to be patented.  

Furthermore, under Section 35 of the IP Code,52 if the invention 
involves the use of a microorganism which gives rise to difficulty in 
complying with the disclosure requirement, the applicant can opt to 
supplement his/her application with a deposit of the said microorganism. In 
that way, there is already compliance with the disclosure requirement and is 
enabling enough. Lastly, improvements and developments in biotechnology 
allow the possibility of disclosure or description of a particular invention since 
scientists and inventors are able to clearly define and describe their 
creations.53 The advancement in knowledge and information continues to shed 
light on how biotechnology works making it not a foreign or remote field 
anymore. 

d. The sale of a patented biotechnological invention does not 
exhaust the right of the patent owner to restrain production for 
commercial use of the invention 

The use of the initially sold biotechnological invention for commercial 
production must be construed as violative of the right of the patent holder 
under the Intellectual Property Code. The argument that the production 
exhausts the patent rights is improper since the exhaustion of patent rights 
only refers to the actual patented product subjected to sale. Any reproduction 
or production of new varieties with the use of the original patented product is 
not within the construction of the Patent Exhaustion Doctrine. Therefore, such 
commercial act of production and sale of essentially derived products of the 
biotechnological invention sold is prohibited and is a violation of the rights of 
the patent holder.54 

 
52 INTELLECTUAL PROPERTY CODE, § 35. 
53 Winter, supra note 40, at 169. 
54 Id. 
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e. The natural characteristic of biotechnology to self-replicate 
does not run counter to patent system 

Lastly, the argument that the complexities involving the crossing and 
breeding of the living organisms used in biotechnology removes the invention 
from the scope of patent protection does not hold water. As provided for, a 
special law catering to the unique nature of biotechnological inventions will 
solve this problem. The provisions and principles in the Intellectual Property 
Code can simply be fine-tuned to take into account the special issues and best 
practices concerning biotechnology that are not applicable to conventional 
inventions. This will not run counter to the patent law system.55 

 
55 Id. 
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CHAPTER 3:  INTERNATIONAL AGREEMENTS AND NATIONAL 
LAWS 

“All treaties between great states cease to be binding when they come in 
conflict with the struggle for existence.” 

— Otto von Bismarck 

 

I. PHILIPPINE OBLIGATIONS UNDER THE TRIPS: 
AGREEMENT ON TRADE-RELATED ASPECTS OF 
INTELLECTUAL PROPERTY RIGHTS 

a. Background 

On April 15, 1994, the World Trade Organization (“WTO”) adopted 
The Agreement on Trade-Related Aspects of Intellectual Property Rights or 
otherwise known as the TRIPS Agreement.56 The TRIPS Agreement 
subsequently entered into force on January 1, 1995. It is an annex document 
to the Marrakesh Agreement Establishing the World Trade Organization 
(“WTO Agreement”), which provides for minimum measures of protection 
and principles for member countries, such as the Philippines, in terms of trade-
related intellectual property rights.57  The main purpose of the TRIPS 
Agreement is to encourage international trade among member states with 
sufficient flexibility to accommodate divergent national systems.58 

Article 27 of the TRIPS Agreement59 prescribes the required minimum 
requisites to its member states in granting patent protection. The invention 
must be new, involve an inventive step, and be industrially applicable. It also 
provides that regardless of the place of invention, the field of technology, and 
the source of the product—whether local or imported—patent rights shall be 
granted without discrimination. The same article of the TRIPS Agreement 

 
56 Agreement on Trade-Related Aspects of Intellectual Property Rights, Marrakesh Agreement Establishing 
the World Trade Organization, Annex 1C, adopted Apr. 15, 1994, 1869 U.N.T.S. 299 [hereinafter TRIPS 
Agreement]. 
57 WIPO IP Portal, World Trade Organization (WTO) - Agreement on Trade-Related Aspects of 
Intellectual Property Rights (TRIPS Agreement) (1994), available at 
https://wipolex.wipo.int/en/treaties/details/231 (last accessed July 11, 2020). 
58 Id. 
59 TRIPS Agreement, supra note 56, art. 27. 
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also provides for subject matters that member states may exclude from 
patentability. Article 27.2 and 27.3 provide: 

Article 27 

Patentable Subject Matter 

xxx 

2. Members may exclude from patentability inventions, the 
prevention within their territory of the commercial exploitation 
of which is necessary to protect ordre public or morality, 
including to protect human, animal or plant life or health or to 
avoid serious prejudice to the environment, provided that such 
exclusion is not made merely because the exploitation is 
prohibited by their law.  

3. Members may also exclude from patentability:  

a. diagnostic, therapeutic and surgical methods for the 
treatment of humans or animals;  

b. plants and animals other than micro-organisms, and 
essentially biological processes for the production of plants 
or animals other than non-biological and microbiological 
processes. However, Members shall provide for the 
protection of plant varieties either by patents or by an 
effective sui generis system or by any combination thereof. 
The provisions of this subparagraph shall be reviewed four 
years after the date of entry into force of the WTO 
Agreement.60 

Given that the permissive word “may” was used, each country is given 
the discretion under the TRIPS Agreement to allow protection or to deny 
patentability of the above-listed subject matters. Member states may enact 
counterpart provisions in their national laws excluding the above subject 
matters from patentability.  

b. Biotechnology and The TRIPS Agreement 

The above provisions provide several implications in the patentability 
of biotechnological inventions and their essentially derived products in the 
country since the Philippines is a signatory of the WTO agreement. As 

 
60 Id. art. 27.2-3 (emphasis supplied). 
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mentioned, biotechnology involves the use of biological systems or living 
organisms, such as microorganisms, cells, plants, and animals, in creating 
technology. There is danger if biotechnology is automatically construed as a 
non-patentable subject matter under the TRIPS Agreement. The TRIPS 
Agreement clearly provides that it is permissive for member states to exclude 
plants and animals other than microorganisms from patent protection. 
Moreover, it is mandatory for member states to enact in their national laws 
either patent protection or sui generis protection or both for plant varieties. 
Based on the rule of pacta sunt servanta, which is also reflected in the Vienna 
Convention on the Law of Treaties,61 parties to a treaty or an international 
agreement are expected to comply with their obligations in good faith.62 Based 
on the international obligations of the country under the TRIPS Agreement, 
the question is—Can the Philippines grant protection to biotechnological 
inventions and their essentially derived products without violating its 
obligations under the TRIPS Agreement? 

It is the position of some developing countries, including the 
Philippines, that clarification should have been made in 1999, the year set for 
the review of Article 27 of the TRIPS Agreement, on the meaning of the 
subject provision. The provision is claimed to be vague in resolving the issue 
on the patentability of biotechnological inventions and their essentially 
derived products. However, some members claim otherwise stating that 
revisiting Article 27 of the TRIPS Agreement is only for the purpose of 
monitoring implementation. According to these member states, the review 
after 4 years from the adoption of the TRIPS Agreement is only to check 
whether countries have complied with the mandatory provision to grant 
protection, either patent or sui generis or both, to plant varieties.63  

The need to clarify Article 27 of the TRIPS Agreement64 on whether 
plants or animals or microorganisms cover biotechnology is moot and 
academic in relation to the issue on the patentability of biotechnology and its 
essentially derived products. Whether biotechnology is classified as plants or 
animals which may be excluded from patentability or microorganisms which 
may not be excluded from patentability will not affect the international 

 
61 Vienna Convention on the Law of Treaties, adopted May 23, 1969, 1155 U.N.T.S. 331 [hereinafter 
VCLT]. 
62 Id. art. 26. 
63 Lilia R. Bautista, TRIPS Agreement Revisited: Focus on Article 27.3(b), 15 WORLD BULL. 343, 344 
(1999). 
64 TRIPS Agreement, supra note 56, art. 27. 
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obligations of the country under the TRIPS Agreement. It is still clear from 
the provisions of the TRIPS Agreement that the listed subject matters that 
member states are allowed to exclude from patentability are written in 
permissive terms. The list is composed of only minimum standards that a 
member state may adopt in defining which subject matters are unpatentable. 
Thus, the exclusion or inclusion of biotechnological inventions and their 
essentially derived products from patentable subject matter will not, in any 
manner, violate our obligations under the TRIPS Agreement since the 
application of the cited TRIPS provision is not mandatory. The patentability 
of biotechnology still largely depends on the local law enacted in the country.  

Furthermore, the term biotechnology connotes all inventions involving 
biological systems or living organisms and not just microorganisms or plants 
and animals. Therefore, it will be sweeping to altogether consider 
biotechnology as a non-patentable subject matter when under the TRIPS 
Agreement, it is merely permissive, based on domestic legislation, to exclude 
only plants and animals from patentability. 
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II. NATIONAL LAWS AND LEGISLATION 

Despite the fast-paced developments in the field of biotechnology and 
its impact on our daily lives and the economy, there is still no special law 
covering the treatment of biotechnological inventions and their essentially 
derived products in patent applications. Currently, the governing law being 
applied is the general law on patent law which is the Intellectual Property 
Code of the Philippines. In 2018, the IPOPhl issued the Guidelines on the 
Examination of Biotechnological Applications65 (hereinafter referred to as 
“Biotech Guidelines”). However, despite the presence of these, the legal gaps 
in our intellectual property system when it comes to biotechnological 
applications have remained unresolved. Admittedly, our current domestic 
laws and regulations are unable to take into account and anticipate the 
complexities that biotechnology offers vis-à-vis conventional inventions. 

a. A Closer Look at the Biotech Guidelines 

The Biotech Guidelines was an attempt by the IPOPhl to streamline the 
examination of biotechnological applications by providing step-by-step 
instructions per kind of biotechnological material to patent examiners.66 The 
aim of the Biotech Guidelines was said to create consistent and uniform 
rulings on patent applications on biotechnology. It mainly consisted of two 
(2) parts: first, general guidelines for biotechnological inventions, and second, 
specific guidelines for specific biotechnological materials namely, 
microorganisms, nucleic acids and polypeptides, antibodies, stem cells, and 
transgenic cells, and plants and animals.67 

Notwithstanding the purpose of the Biotech Guidelines,68 the said 
Guidelines failed to address the unique issues posed by biotechnology. For 
the first part of the Guidelines, it gave general criteria in the treatment of 
biotechnological materials. However, the general criteria provided by the 
Biotech Guidelines was too broad. Biotechnology, as opposed to the typical 
inventions, is a special and crucial field; developments in the field are 
exponential and fast-paced compared to conventional inventions. Citing an 
example, given the ongoing Corona Virus (referred to as “COVID-19”) 

 
65 Intellectual Property Office of the Philippines, Guidelines on the Examination of the Biotechnological 
Applications [Biotech Guidelines] (Jan. 1, 2018). 
66 Online Interview with Rosa M. Fernandez, Division Chief of Chemistry Examining Division, Bureau of 
Patents of the Intellectual Property Office of the Philippines, in Metro Manila (August 5, 2020). 
67 Id. 
68 Id. 



 

 
34 

pandemic, the virus has already developed and mutated into various strains. 
Despite majority of the vaccines still in its developmental and testing stages, 
the introduction of a COVID-19 vaccine may or may not be equally effective 
to future strains of COVID-19. Vaccines for viruses with seasonal strains 
should be continuously developed and improved. As such, vaccination of such 
viruses is advised by the World Health Organization to be administered 
annually to achieve optimal protection and immunization.69 Thus, 
developments in the field are expected to continuously rise and are 
comparatively accelerated than in any other field of invention.70 

Under the Intellectual Property Code of the Philippines, there are two 
(2) steps in determining whether an invention is patentable. First, the 
invention must not fall under the non-patentable subject matter provided in 
the IP Code.71 And second, the invention must be novel, involve an inventive 
step, and be industrially applicable.72 The Biotech Guidelines was not able to 
address the problem of identifying which biotechnological inventions fall 
under the first requisite in determining patentable subject matters, in a uniform 
manner and applicable in all circumstances. The Biotech Guidelines simply 
provided the following: 

“The provisions in the IP Code and the IRR provide that a biological 
material is eligible for patent protection if it does not fall under the 
classes of non-patentable inventions. An additional requirement for 
microorganisms is that a culture of such must have been deposited 
in a depositary institution before filing the application.”73 

Furthermore, rather than detailing and anticipating all biotechnological 
applications in delineating the patentable from the non-patentable ones, the 
Biotech Guidelines classified biotechnological inventions, in general, as non-
patentable by enumerating specific kinds of patentable biotech materials, 
which comprises the second (2nd) part of the Guidelines. However, the attempt 
to create a laundry list of biotech materials anticipating all possible 

 
69 World Health Organization, Types of Seasonal Influenza Vaccine, available at 
https://www.euro.who.int/en/health-topics/communicable-diseases/influenza/vaccination/types-of-seasonal-
influenza-vaccine (last accessed Aug. 5, 2020). 
70 European Commission, Legal Protection of Biotechnological Inventions Frequently Asked Questions on 
Scope and Objectives of the EU Directive (98/44), available at 
https://ec.europa.eu/commission/presscorner/detail/en/MEMO_00_39?fbclid=IwAR39ZyjVfRJ7QGSNN9t
djmeOo0Th5o48-afehPpF5VIyHsMrkInm--fSY3o (last accessed Aug. 5, 2020). 
71 INTELLECTUAL PROPERTY CODE, § 22. 
72 Id. § 21. 
73 Biotech Guidelines, at 12. 
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applications on biotechnology backfired as the list was only limited to five (5) 
very specific kinds of biotech materials. The list merely focused on the 
treatment of biotechnological applications whenever they involve 
microorganisms, nucleic acids and polypeptides, antibodies, stem cells and 
transgenic cells, and plants and animals.74 As a result of this, treatment of 
other biotechnological materials such as viral vectors (though may fall under 
microorganisms, the Guidelines seemed to construe microorganisms to 
encompass mostly bacteria only) and select toxins and agents75 seemed to be 
overlooked. Thus, instead of addressing the issue, the Biotech Guidelines 
created a wider gap currently present in the IP Code on the patentability of 
biotechnological inventions. 

 Last but definitely the most important lapse on the Biotech Guidelines, 
the 2018 Biotech Guidelines76 also imposes a problem on the determination 
of the scope of protection available to biotechnological materials, which is the 
main issue that this paper seeks to resolve. The Biotech Guidelines77 failed to 
tackle possible controversies on the treatment of essentially derived products 
of biotechnological inventions that were not reflected in the claims and 
description of the patent application. The unclear scope of protection poses 
infringement issues that have a direct impact on the amount of investments in 
the biotechnology industry and economy.78 Moreover, if the scope of 
protection of biotechnological inventions is to be extended to their essentially 
derived products, safeguards such as special compulsory licensing provisions 
exclusive to biotechnology should be considered in ensuring that there will be 
no or little abuse of rights on the part of biotech patent holders.79 The 
safeguards will further optimize the positive impact of the developments in 
biotechnology on society. 

 
74 Id. 
75 University of California Agricultural and Natural Resources, Biological Materials Definition, available 
at 
http://safety.ucanr.edu/Plans,_Forms_and_Templates/Biosecurity_Survey/Biological_materials_definition/ 
(last accessed Aug. 5, 2020). 
76 Biotech Guidelines. 
77 Id. 
78 European Commission, Protection of Biotechnological Inventions, available at 
https://ec.europa.eu/growth/industry/policy/intellectual-property/patents/biotechnological-
inventions_en?fbclid=IwAR0Fid-rrAzD1RTSM_dt9SN6y0baAY7ZO4JyVN1xj_gZeaOwJVo8RPjD8EI 
(last accessed Aug. 5, 2020). 
79 European Commission, supra note 70. 
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b. Directive 98/44: The Need for a Special Law on Patentability 
of Biotechnological Inventions and Their Essentially Derived 
Products 

The Philippines adopted the European concept of invention and patent 
system.80 In July 1998, the European Parliament and of the Council adopted 
the Directive 98/44/EC or European Union Directive on the Legal Protection 
of Biotechnological Inventions (hereinafter referred to as “EU Directive”).81 
Directives are legislative acts issued by the European Union to align the goals 
of the member-states belonging to the EU region.82 Directives are results-
based and it is up to the each EU member-states to enact and implement a 
more detailed national legislation to achieve the goals set by the directives. 83 
The implementing legislation may vary from one member-state to another, as 
long as the goals set by the directives are attained. 84 

The EU Council recognized that the field of biotechnology is a special 
and crucial one given the huge amount of investments involved. In fact, an 
average of two billion dollars ($2,000,000,000.00) is needed in bringing a 
typical new drug in the market.85 The developments of biotechnology have 
been recognized as one of the key factors in the growth of multiple industries 
especially disease diagnosis and agricultural solutions.86 The increasing trend 
of biotechnological patent filings is a reliable indicator of the field’s active 
role innovation and creating solutions.  

Because of the huge implications of biotechnology in the global market 
and economy, the European Union Council recognized the need for an 
adequate, comprehensive, and specific patent protection on biotechnological 
inventions. Despite the presence of a general law on patents, a directive, the 
EU Directive 98/44, was needed to address particular scenarios that are unique 

 
80 Nicer, supra note 7, at 135. 
81 DIRECTIVE 98/44/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL ON THE LEGAL PROTECTION 
OF BIOTECHNOLOGICAL INVENTIONS [EU DIRECTIVE] (E.U.). 
82 European Union, Regulations, Directives and Other Acts, available at https://europa.eu/european-
union/law/legal-acts_en (last accessed Jan. 27, 2021). 
83 Id. 
84 Unites States Mission to the European Union, Difference Between a Regulation, Directive and Decision, 
available at https://www.usda-eu.org/eu-basics-questions/difference-between-a-regulation-directive-and-
decision/ (last accessed Jan. 27, 2021). 
85 Dr. Caroline Peel, Trends in Biotechnology Innovation: An Analysis of Global Patent Filings Featuring 
Biosequences, DERWENT, 2019, at 11. 
86 Id. at 12. 
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and only applicable to biotechnological inventions and their essentially 
derived products.  

A directive setting general goals for each member-state in the European 
Union was adopted in order to align the region’s treatment on 
biotechnological inventions and their essentially derived products. At the 
same time, the directive will allow each member-state discretion, through 
their own national legislations, on the details of the implementation of the 
goals set by the said directive. In addition, the EU Directive dealt with 
amendments to the general law on patents of the European Union and not 
merely with implementation of the general law. Thus, it addressed the current 
gaps in the European general law on patents. In fact, the said directive 
mentioned that the uncoordinated development of their national law on the 
legal protection of biotechnological inventions will result in industrial decline.  

Despite not being an entirely new set or system of national patent law, 
the adoption of the EU Directive was essential to take into account the 
emerging technological developments on biotechnological inventions 
providing for the treatment of their essentially derived products and 
establishing compulsory licensing provisions in the whole EU region.87 At the 
same time, the adoption of the EU Directive also coordinated the different 
regimes being practiced in the EU member-states and assumed a single and 
uniform treatment for biotechnological inventions and their essentially 
derived products for the whole region. 

For the year 2019 alone, the Bureau of Patents received 351 patent 
applications on biotechnological inventions.88 Hundreds of biotech companies 
are registered under Philippine law injecting millions and billions of capital 
for the development of the biotechnology industry in the country. Moreover, 
the adoption of Executive Order No. 43089 in 1990 established the National 
Committee on Biosafety of the Philippines. The Philippines became the first 
in Southeast Asia to initiate a biosafety regulatory system.90 Institutions such 
as the International Rice Research Institute and University of the Philippines 
Los Baños are also continuously developing various agricultural inventions 

 
87 EU DIRECTIVE. 
88 Online Interview with Jeanette Duncan, Office for Strategy Management, Intellectual Property Office of 
the Philippines, in Metro Manila (August 7, 2020). 
89 Office of the President, Constituting the National Committee on Biosafety of the Philippines (NCBP) and 
for Other Purposes, Executive Order No. 430 [E.O. No. 430] (Oct. 15, 1990). 
90 Biotechnology Philippines, Evolution of the Philippine Biosafety System, available at 
http://biotech.da.gov.ph (last accessed Aug. 5, 2020). 
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and solutions to augment the biotechnology industry in the country. With all 
these, the state of biotechnological innovations of the Philippines is not far 
from the Global biotechnological statistics.  

The need for a special legislation similar to the EU Directive adopted 
by the European Union Council is also becoming a concern to address the 
legal gaps currently present in our general patent law. The Philippine legal 
system is different from the European legal system given that the EU involves 
a partnership of 27 member-states tackling issues of common interest.91 
Despite this, the Philippine patent system was patterned after the European 
patent system as the difference between the legal systems is immaterial when 
it comes to the issues involving patent law. The fact that the general patent 
law of the EU, as amended by the EU Directive, covers the whole EU region 
while the Philippine patent system covers a single country (i.e. the 
Philippines) only, does not negate the fact that there is a need to amend the 
Philippine patent system for the treatment of biotechnological inventions and 
their essentially derived products.  

The purpose of the Philippine patent system is similar to the purpose of 
the European patent system, which is to protect and secure the exclusive rights 
of inventors by providing definite guidelines for patentability.92 As such, 
majority of the provisions in the Intellectual Property Code were lifted in 
European National Patent Law, which needed the EU Directive to also 
supplement its legislative gaps in terms of the treatment of biotechnological 
inventions and their essentially derived products. Based on the foregoing, the 
Intellectual Property Code of the Philippines, which took effect in January 
1998, and the current Biotech Guidelines issued by the IPOPhl are presently 
insufficient to address the legal gaps on the treatment of biotechnological 
inventions and their essentially derived products. 

  

 
91 Oxford LibGuides, European Union Law: Legal System, available at 
https://libguides.bodleian.ox.ac.uk/c.php?g=422926&p=2888212 (last accessed Jan. 27, 2021). 
92 INTELLECTUAL PROPERTY CODE, § 2. 
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CHAPTER 4: PATENTABILITY OF BIOTECHNOLOGICAL 
INVENTIONS 

“Feeding the world will be one of the greatest challenges of the 21st 
century. It will be impossible without using scientific advancements and 

biotechnology.” 

— Mike Pompeo 

 

In determining whether a particular subject matter is patentable under 
the Intellectual Property Code of the Philippines, a patent examiner usually 
follows a two-step process. First, the subject matter must not fall under any of 
the restricted subject matter under Section 22 of the IP Code.93 Second, the 
subject invention must be new, involve an inventive step, and be industrially 
applicable according to section 21 of the IP Code.94  

I. NON-PATENTABLE INVENTIONS 

Section 22 of the IP Code lists the following subject matter as 
excluded from patent protection: 

SEC. 22. Non-Patentable Inventions. - The following shall be 
excluded from patent protection: 

22.1 Discoveries, scientific theories and mathematical methods, and 
in the case of drugs and medicines, the mere discovery of a new form 
or new property of a known substance which does not result in the 
enhancement of the known efficacy of that substance, or the mere 
discovery of any new property or new use for a known substance, or 
the mere use of a known process unless such known process results 
in a new product that employs at least one new reactant. 

 

For the purpose of this clause, salts, esters, ethers, polymorphs, 
metabolites, pure form, particle size, isomers, mixtures of isomers, 
complexes, combinations, and other derivatives of a known 
substance shall be considered to be the same substance, unless they 
differ significantly in properties with regard to efficacy; 

 
93 Id. § 22. 
94 Id. § 21. 
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22.2 Schemes, rules and methods of performing mental acts, playing 
games or doing business, and programs for computers; 

22.3 Methods for treatment of the human or animal body by surgery 
or therapy and diagnostic methods practiced on the human or animal 
body. This provision shall not apply to products and composition for 
use in any of these methods; 

22.4 Plant varieties or animal breeds or essentially biological 
process for the production of plants or animals. This provision 
shall not apply to micro- organisms and non-biological and 
microbiological processes. Provisions under this subsection shall 
not preclude Congress to consider the enactment of a law providing 
sui generis protection of plant varieties and animal breeds and a 
system of community intellectual rights protection; 

22.5 Aesthetic creations; and 

22.6 Anything which is contrary to public order or morality.95 

Some argue that biotechnological inventions may fall under either one 
or more of the subject matter excluded from the protection provided by law. 
It is said that biotechnological inventions are discoveries under Section 22.1,96 
plant varieties or animal breeds or essentially biological process for the 
production of plants or animals under Section 22.4,97 or an object which is 
contrary to public order or morality under Section 22.6.98 

 Biotechnological inventions are claimed to be merely discoveries since 
it involves the use of biological systems or living organisms that occur 
naturally. As such, proponent against the provision of protection to 
biotechnological inventions claim that when a person uses biological systems 
or living organisms in biotechnology, there is in reality, no invention since the 
subject invention is actually a product of nature and a result of what is 
naturally expected. Human intervention in biotechnological inventions are 
said to only trigger the discovery of this naturally occurring resource. 

 However, the mere fact that biotechnological inventions involve the use 
of biological systems or living organisms in creating an invention or 
technology does not necessarily mean that it automatically falls under the 

 
95 Id. § 22 (emphasis supplied). 
96 Id. § 22.1. 
97 Id. § 22.4. 
98 INTELLECTUAL PROPERTY CODE, § 22.6. 
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exception of discovery. Biotechnology, by definition, is actually a 
combination of human ingenuity and nature. These two (2) elements go hand-
in-hand, and therefore, the absence of one removes it from the ambit of 
biotechnology. Without human intervention, a particular naturally-occurring 
living organism cannot be said to be a biotechnological breakthrough. In order 
to qualify as one, the amount of human intervention on an existing organism 
or system must result in a new form, quality, property, or a combination.99 
The case of Diamond v. Chakrabarty100 best illustrates why biotechnological 
inventions are not merely discoveries.  The US Supreme Court ruled in the 
wise:  

“Respondent’s micro-organism plainly qualifies as patentable 
subject matter. His claim is not to a hitherto unknown natural 
phenomenon, but to a non-naturally occurring manufacture or 
composition of matter—a product of human ingenuity "having a 
distinctive name, character and use.”101 

In the said case, without the intervention of the inventor, the existence 
of the subject microorganism could not have been possible. The 
microorganism is wholly attributable to the efforts and skills put into by the 
inventor, without which, cannot be found in nature itself. In the case of Parke-
Davis & Co. v. H.K. Mulford & Co.,102 the New York Circuit Court was also 
careful to add that the invention being patented must have a practical 
difference to what is naturally found in nature. The change must result in at 
least a material improvement to what is normally present or available in 
nature.  

In Funk Brothers v. Kalo Inoculant,103 patent protection was rejected 
by the US Supreme Court on the ground that the “invention” being patented 
was not a de facto invention but was a mere discovery of the unknown.104 The 
application involved seeking protection on combinations of species of bacteria 
when put together have qualities of non-inhibition. The subject matter being 
patented here was actually the natural effects of putting together specific 
species of bacteria; there was no real invention with new result or effect, to 
speak with. The human intervention present was merely equated with the 

 
99 Thomas G. Wiseman, Biotechnology Patent Practice-A Primer, 16 AIPLA Q. J. 394, 399 (1988). 
100 Diamond, 447 U.S. 
101 Id. at 309. 
102 Parke-Davis & Co. v. H.K Mulford & Co., 189 F.95 (1911). 
103 Funk Brothers Seed Co. v. Kalo Inoculant, 333 U.S. 127 (1948). 
104 Id. at 131. 
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discovery of the unknown and not unique to what nature can offer. Thus, the 
combination of bacteria was not a proper subject for patent protection. To 
summarize all, biotechnological inventions per se, are not discoveries 
excluded under the Intellectual Property Code. 

 Another argument raised by proponents against the provision of patent 
protection to biotechnological inventions is that biotechnology mainly 
involves biological systems or living organisms (i.e. either plants varieties or 
animal breeds) that are not patentable under Section 22.4 of the Intellectual 
Property Code of the Philippines.105  However, a closer look at the given 
provision reveals that the exclusion of plant varieties and animal breeds, or its 
essentially biological processes for production does not necessarily remove 
biotechnology from the protection granted by law.  

When an inventor applies for patent protection over a biotechnological 
invention, the subject matter that the inventor seeks to protect is not a specific 
plant variety or animal breed or any of its essentially biological processes for 
production, but the technology produced in utilizing biological systems or 
living organisms. The subject matter in biotechnology is the product 
developed or created from the use of biological systems or living organisms. 
The scope of the term biotechnology is broader than what is meant by plant 
varieties or animal breeds under the IP Code. Biotechnology does not only 
make use of plant varieties or animal breeds in creating technology, but any 
biological system or living organism, such as human cells, genes, and 
microorganisms.  

 On the moral and public order considerations of biotechnology, 
biotechnological inventions are not automatically excluded just because 
biotechnological inventions involve the use of biological systems or living 
organisms in creating technology and are likely to raise morality and public 
order issues. Collectively prohibiting the development of biotechnology due 
to public order or morality considerations would unfairly affect the progress 
of technology in general. Since biotechnology benefits the public in many 
ways in the field of agriculture, health, environment, food, and more, 
disallowing the grant of patent protection on all biotechnological inventions 
would negatively impact the lives of the public. The Examining Division of 
the European Patent Office suggested the use of a balancing test in 
determining whether the benefit of the invention to the public exceeds its 

 
105 INTELLECTUAL PROPERTY CODE, § 22.4. 
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possible moral and public order damage. Different factors depending on the 
kind of invention in the patent application may be considered in ruling on 
whether the invention is contrary to public order or morality.106 There are no 
clear-cut guidelines in resolving which inventions are against public order or 
morality. The determination must be made on a case-to-case basis and must 
not be strictly construed to run counter to the very purpose of the patent 
system. 

Besides, there is a shift towards safer and more humane methods when 
it comes to in vivo testing of inventions. Scientists and inventors are doing 
their share in complying with these demands. Thus, the risk that the subject 
invention may be contrary to morality or public order is not a sufficient or 
justifiable ground to reject patent protection under Section 22.6 of the IP 
Code.107 Biotechnological inventions, alone, do not fall within the ambit of 
any of the subject matter excluded from patent protection under Section 22 of 
the Intellectual Property Code of the Philippines108 unless there is explicit 
determination or law stating that a particular biotechnological invention is 
against public order or morality. 

 
106 Richards, supra note 38, at 444. 
 
107 INTELLECTUAL PROPERTY CODE, § 22.6. 
108 Id. § 22. 
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II. ELEMENTS OF PATENTABILITY 

After the determination that the invention is not considered as a non-
patentable invention under Section 22 of the IP Code,109 the patent examiner 
will examine the biotechnological invention if it complies with the requisites 
for patentability under Section 21 of the IP Code.110 According to the said 
section, an invention must be new, must involve an inventive step, and must 
be industrially applicable. In order to be new, an invention must be novel and 
must not form part of any prior art.111 An invention involves an inventive step 
when it passed the test for non-obviousness—that is, the invention must not 
be obvious to a person ordinarily skilled in the art (“POSITA”).112 Industrial 
Applicability, on the other hand, requires that a particular invention must be 
produced and used in any industry.113 In short, the invention must be useful 
and have an added value to society and not just ornamental. 

a. Novelty 

The requisite of novelty for patentability is said to be the bedrock of the 
patent system. This is because old inventions, though having a new use, 
cannot be proper subjects for patent protection.114 For biotechnological 
inventions, the requirement of novelty is not a problem as long as the subject 
invention is compliant with the requirements under the law. The 
biotechnological invention must not form part of any prior art.  

According to the WIPO PCT Guidelines,115 an invention forms part of 
a prior art, in terms of the novelty requirement, when its elements have one-
is-to-one (1:1) correspondence with the elements of a prior art. Only a single 
prior art is considered and the Philippine jurisdiction follows absolute novelty. 
Prior art anywhere in the world is considered and not just within Philippine 
territory. When applied to biotechnological inventions, to satisfy the 
requirement of novelty, the invention must have an element that is new 

 
109 Id.  
110 Id. § 21. 
111 Id. § 23. 
112 Id. § 26. 
113 INTELLECTUAL PROPERTY CODE, § 27. 
114 Sean Seymore, Patenting New Uses for Old Inventions, 73 VANDERBILT LAW REVIEW 479, 481 (2020). 
115 Patent Cooperation Treaty International Search and Preliminary Examination Guidelines, Chapter 12.04, 
adopted Apr. 20, 2020, PCT/GL/ISPE/10 [hereinafter Patent Cooperation Treaty]. 
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compared to a prior art. The general rule in assessing the novelty requirement 
applies to biotechnological inventions.  

b. Inventive Step 

The inventive step requirement is said to be the ultimate gatekeeper of 
the patent system. It filters out the inventions that are obvious to a POSITA 
from protection. The inventiveness requirement concerns itself with technical 
inquiry and fulfills the purpose of the patent system which is to encourage 
innovation, creation, and advancement.116 Compared to the novelty 
requirement, in assessing whether an invention is obvious to a POSITA, at 
least two (2) prior arts are considered. An invention is obvious when the said 
invention does not reflect any skill or ability expected from a POSITA that it 
merely follows logically from the prior art.117  

For biotechnological inventions, the general rule in assessing whether 
an invention involves an inventive step is also applicable to biotechnological 
inventions. However, given the field of biotechnology is broad and may 
involve medicines and vaccines, it is critical to note the amendments 
introduced by the Universally Accessible Cheaper and Quality Medicines Act 
of 2008118 whenever the subject biotechnological invention involves 
medicines or drugs such as vaccines. The biotechnological invention must 
have resulted in an enhancement of known efficacy or a new product 
employing at least one new reactant. The mere discovery of a new property, 
form, or use of a known substance, or mere use of a known process without 
the mentioned results will not qualify the invention to the inventive step 
requirement.119 

c. Industrially Applicable 

The last requisite of patentability is the easiest to establish among the 
three (3) requisites for patentability. As long as the invention has real-life 
benefit and practical usage to any industry or field of human activity, it will 
qualify for the requisite. The threshold for usefulness or beneficial utility is 

 
116 Graham v. John Deere Co, 383 US 1, 6 (1966).  
117 Patent Cooperation Treaty, supra note 115, Chapter 13.04. 
118 An Act Providing for Cheaper and Quality Medicines, Amending for the Purpose Republic Act No. 
8293 or The Intellectual Property Code, Republic Act No. 6675 or The Generics Act Of 1988, and 
Republic Act No. 5921 or The Pharmacy Law, and for Other Purposes [UNIVERSALLY ACCESSIBLE 
CHEAPER AND QUALITY MEDICINES ACT OF 2008], Republic Act No. 9502 (2008). 
119 Id. § 6. 
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not high.120 However, the application of this requirement to biotechnological 
inventions may pose problems, as inventors usually apply for patent 
protection at the earliest stage of development. Possible difficulties in 
disclosing the expected utility or benefit of the biotechnological invention 
could arise since the effect is not yet certain at the early stage of development 
of the invention. Therefore, it is important that the Intellectual Property Office 
considers this factor when it comes to patent applications involving 
biotechnological inventions. On the other hand, the inventor may disclose the 
expected results or benefit in his/her application in the meantime if he/she 
intends to file the application at an early stage of development. 

  

 
120 Juicy Whip, Inc. v. Orange Bang, Inc. 183 F.3d 1364 (Fed. Cir. 1999). 
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III. DISCLOSURE AND ENABLEMENT REQUIREMENT 

The patentability of an invention depends on the compliance of the 
inventor to the disclosure requirement under Section 35 of the Intellectual 
Property Code of the Philippines.121 According to the said provision, the 
inventor must disclose the invention in a sufficiently clear and complete 
manner to enable a person ordinarily skilled in the art to carry out an 
invention. There must be no undue experimentation on the part of the POSITA 
in carrying out the invention based on the disclosure made by the inventor in 
his or her patent application. For biotechnological inventions, if the invention 
involves the use of microorganisms and there is complexity or difficulty in 
complying with the disclosure and enablement requirement, the deposit of the 
microorganism used is mandated under the IP Code.122 

The entitlement of the applicant to patent protection depends on his or 
her disclosure in the patent application—whether one seeks protection on a 
product or a process. Under the IP Code, patentable inventions may relate to 
a product, a process, or an improvement of the foregoing.123 The patentability 
of biotechnological inventions depends largely on what kind of invention the 
applicant is seeking protection for. In the case of In Re: Bergstrom,124 the US 
Court of Customs and Patent Appeals granted patent protection on two (2) 
chemicals in favor of the applicant. The applicant sought for protection on a 
product, specifically chemicals in their pure states. The Court’s rationale was 
that the subject chemicals in pure form were non-naturally occurring in nature 
and do not exist in nature normally.125 As such, patent protection on the 
chemicals in their pure state was allowed in favor of the applicant. In the 
Parke-Davis126 case, the Circuit Court upheld the validity of the product 
patent on Adrenaline in its pure form. The Court held that the said invention 
of Takamine resulted in practical differences. Takamine was the first to make 
available a new thing that is commercially and therapeutically beneficial. 
Thus, it was a proper subject matter for patent protection.127 

 
121 INTELLECTUAL PROPERTY CODE, § 35. 
122 Wiseman, supra note 99, at 400. 
123 INTELLECTUAL PROPERTY CODE, § 21. 
124 Application of Sune Bergstrom and Jan Sjovall, 427 F.2d 1394 (1970). 
125 Id. at 1401. 
126 Parke-Davis, 189 F.95. 
127 Id. 
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However, in the case of Assoc. of Molecular Pathology v. Myriad 
Genetics,128 the US Supreme Court rejected patent protection on the isolated 
DNAs, BRCA1 and BRCA2. The Court held that the patent description 
focused on the extensive process of discovery of the naturally occurring 
genes, BRCA1 and BRCA2. The claims disclosed the genetic information 
encoded in the genes and the possible location of the gene sequences. In effect, 
the claims and descriptions in the patent application of Myriad have the effect 
of seeking protection on discoveries or theories of nature which are non-
patentable subject matters.129 

In the three cases mentioned, the disclosure made by the patent 
applicant in the patent claims played an important role in the granting of patent 
protection. Given that biotechnological inventions can cover both product and 
process patents, the patent applicant must be able to clearly and sufficiently 
describe the invention in the patent claim. Is the inventor seeking protection 
on a process in extracting a product or the product itself? A clear and sufficient 
disclosure will enable the POSITA to clearly identify the subject matter that 
the applicant is seeking protection for. In this way, it will be more convenient 
and easier to determine whether the invention indeed falls under patentable 
biotechnological inventions or are mere discoveries not protected under the 
law. After all, what qualifies an invention as a patentable biotechnological 
invention is not what the inventor claims it to be, but what it actually is and 
how the inventor discloses it in the patent claims and description. 

 
128 Association for Molecular Pathology v. Myriad Genetics, Inc., 569 U.S. 12 (2013). 
129 Id. 



 

 
49 

CHAPTER 5: SCOPE OF PATENT PROTECTION 

“Our world is built on biology and once we begin to understand it, it 
becomes a technology.” 

— Ryan Bethencourt 

 

I. WHAT ARE ESSENTIALLY DERIVED PRODUCTS 

As defined multiple times already, biotechnology involves the creation 
of technology by utilizing biological systems or living organisms. These 
living organisms have the unique ability to self-replicate or reproduce, as 
opposed to the conventional inventions of chemicals and machines. Examples 
of biotechnological inventions are vaccines which are usually made from the 
same bacteria or virus of the disease that it aims to prevent. Biotechnological 
inventions can also be in the form of simple alcohol products such as beer and 
wine. In the production of beer, enzymes and microbes help convert the starch 
in the barley to sugar. Sometimes, the living organisms are altered or modified 
to be the biotechnology itself, like in the case of yogurts, non-soya veggie 
burgers, and dishwashing liquids and detergents.130 

Based on the given examples, living organisms are part and parcel of 
biotechnology—it can be the biotechnology itself or used in the process of 
making the biotech product. In essence, the self-replicating characteristic of 
the living organisms involved is normal for biotechnological inventions. 
Because of this, there is a need to define what are essentially derived products 
and what the term suggests or covers. The term “essentially derived products” 
is defined as the succeeding generations of the initially patented inventions 
(i.e. first-generation biotechnological inventions). The term “succeeding 
generations” denotes both (1) the generations from the self-replicating 
characteristics of the patented biotechnological inventions; and (2) the 
generations derived from the patented biotechnological inventions.  

For the first group, the succeeding generations are naturally created or 
born either without human intervention or with the use of recombinant DNA 
technology. The process of self-replication allows an organism or thing to 

 
130 Becky Fields, 10 Everyday Uses of Biotechnology, available at https://www.uk-cpi.com/blog/10-
everyday-uses-of-biotechnology (last accessed July 15, 2020). 
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make a copy of itself. This means that the succeeding generations may vary 
from each other, but the said generations did not undergo any significant or 
material change in their composition and were reproduced because of the 
natural characteristic of living organisms to replicate. Any change is 
attributable to the natural effect of reproduction in biological systems or living 
organisms. The second group, on the other hand, were produced or created 
with human intervention. There is a change in the genetic composition or 
setup of the succeeding generations by unnatural means. Thus, a new species 
derived from the first-generation biotechnological invention is essentially 
created. 
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II. DOES IT EXHAUST PATENT RIGHTS? 

The main argument advanced against the extension of patent protection 
to essentially derived-products of biotechnological inventions is the Patent 
Exhaustion Doctrine under the IP Code. Under the Patent Exhaustion 
Doctrine, the rights of the patentee are exhausted after the first sale of the 
patented product. 131 The doctrine provides that when the patentee has finally 
received the reward from his patented invention by receiving compensation 
for the sale of the invention, the purpose of patent law is fulfilled. Therefore, 
the patentee cannot restrict third parties from performing certain acts anymore 
with respect to the sold invention.  

Commentators against the inclusion of essentially derived products to 
the patent rights granted to the first-generation biotechnological inventions 
advance that patent rights of the patent holder are already exhausted at the 
time of sale of the first-generation biotechnological invention. Once the patent 
holder sells the biotechnological invention, the new owner of the 
biotechnological invention has absolute control over the said invention, which 
includes the products created or derived from such invention. For example, 
the patentable biotechnological invention involves a unique gene sequence 
used in decreasing the risk of infection during surgeries. A copy of this 
sequence is sold by the patent holder to another party (the “buyer”) for a 
consideration. The buyer then decides to replicate the gene sequence by 
introducing it to a medium, say the Escherichia Coli or E. coli bacterium, 
where the gene sequence is able to replicate multiple copies of it. When the 
E. coli replicates itself, the gene sequence introduced also multiplies allowing 
the buyer to have multiple copies of the initial biotechnological invention.132  
Proponents argue that the ownership of the buyer over the replicated gene 
sequence is part of the rights of the buyer as the owner of the initial or first-
generation gene sequence. In short, ownership of the mother includes 
ownership of its children or products. As such, the buyer has the right to also 
exercise rights of ownership over the essentially derived products of the 
biotechnological invention. 

However, the argument based on the Patent Exhaustion Doctrine is too 
myopic. This argument applied the Patent Exhaustion Doctrine as a general 
rule, rather than an exception. The Patent Exhaustion Doctrine only pertains 

 
131 INTELLECTUAL PROPERTY CODE, § 72. 
132 Li Guo, Self-Replicating Technologies: Do They Exhaust Patent Rights, 18 J. TECH. L. & POL'Y 197, 214 
(2013). 
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to the private use of the patented product after its first sale or where the 
product is used exclusively for experiment for scientific or educational 
purposes.133 On the other hand, the extended protection being sought after is 
on essentially derived products of biotechnological inventions which are 
produced commercially for manufacture and for public use and profit. The 
U.S. Supreme Court in Bowman134 held that the boundaries of the Patent 
Exhaustion Doctrine do not include the right to make a new product out of the 
initial product sold.135 The patent holder retains the right to restrict others from 
utilizing commercially his/her product to create a new one. Thus, extending 
the protection to the essentially derived products of biotechnological 
inventions will not violate the Patent Exhaustion Doctrine. 

Furthermore, non-extension of the scope of protection to essentially 
derived products will run counter to the aim of the patent system and 
encourage infringement. The statutorily guaranteed rights of the patent 
holders will be unnecessarily reduced. If essentially derived products are not 
included in the scope of protection granted to first-generation 
biotechnological inventions, third parties can simply alter or change the 
product to remove the said altered product from protection. The change or 
alteration can even be immaterial and unsubstantial, as long as there is a slight 
difference from the composition of the first-generation biotechnological 
invention. The supposed infringement could end up being unpunished because 
of the exclusion of essentially derived products from the scope of protection 
granted to biotechnological inventions. In this way, instead of protecting the 
inventors’ patent rights and encouraging them to disclose their 
biotechnological invention, these inventors will be doubtful in releasing 
information on their inventions through patent application because they are 
not protected from possible infringement of their work.  

 

 
133 INTELLECTUAL PROPERTY CODE, § 72.2-72.3. 
134 Bowman v. Monsanto Co., 569 U.S. 278 (2013). 
135 Id. 
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III. PATENTABILITY OF ESSENTIALLY DERIVED 
PRODUCTS 

The economic power of a patent depends on the scope of patent 
protection granted by law. The scope of patent protection is the range of 
products in which the patent holder has the right to exclude others from 
making, using, offering for sale, selling, or importing.136 A broader patent 
scope means greater market share since the scope of patent protection includes 
more products.137 The patent holder has a wider range of products that he/she 
can exercise monopoly over. The scope is usually defined and measured by 
the patent claims in the patent application of the patent holder. A third party 
may be held liable for infringement if he/she is found to be exploiting the 
products covered by the scope of patent protection of a patent holder without 
his/her consent.  

Including essentially derived products within the scope of protection 
granted to biotechnological inventions means that the patent holder enjoys 
broader rights compared to when essentially derived products are excluded 
from protection. As such, it is important to ensure that the scope of protection 
is defined with sufficient clarity so as not to be too sweeping or broad to affect 
scientific and technical progress by discouraging other inventors from 
improving on an existing patented invention. At the same time, the scope must 
not be too restrictive in such a way to unduly limit the rights of a patent holder; 
thus, discouraging inventors from disclosing their inventions to the public. 

a. First Group: From Self-Replicating Capabilities 

The first group, which falls under “essentially derived organisms”, is 
composed of the products of biotechnological inventions created by its self-
replicating characteristic. The products can either be reproduced without 
human intervention or with the use of recombinant DNA technology. Based 
on the nature of the first group of essentially derived products, the scope of 
patent protection on the first-generation biotechnological invention must be 
extended to the first group. Otherwise, inconsistency with the theory on literal 
infringement may arise. There are two (2) tests in determining the existence 

 
136 INTELLECTUAL PROPERTY CODE, § 71.1. 
137 Yusing Ko, An Economic Analysis of Biotechnology Patent Protection, 102 YALE L.J. 777, 778 (1992).  



 

 
54 

of infringement, namely literal infringement and infringement under the 
Doctrine of Equivalents.138  

Under literal infringement, an examination of the literal words in the 
patent claim must be done. The accused invention must be juxtaposed to the 
claims and specifications of the patent and must determine whether there are 
similarities in the material elements.139 The presence of material similarity 
means that the accused invention has infringed upon an existing patent. 
However, despite the presence of modifications in the accused invention, 
removing it from the scope of literal infringement, there can still be 
infringement under the Doctrine of Equivalents. When the accused invention 
“performs substantially the same function in substantially the same way in 
achieving substantially the same result,” the inventor of the accused invention 
may still be held liable for infringement under the Doctrine of Equivalents.140 

In the case of products created from the self-replicating characteristics 
of biotechnological inventions, since the essentially derived product is 
materially and substantially the same with the first-generation 
biotechnological invention, it is necessarily covered by the protection granted 
initially to the first-generation biotechnological invention. The making, 
selling, or using of the essentially derived products from the self-replicating 
characteristics of the biotechnological invention without the consent of the 
patent holder, except on instances under Sections 72.1141 and 72.4142 
(Limitations of Patent Rights); Section 74143 (Use of Invention by 
Government); Section 93.6144 (Compulsory Licensing); and Section 93-A145 
(Procedures on Issuance of a Special Compulsory License under the TRIPS 
Agreement) of the IP Code, results to literal infringement.  

In Scripps Clinic & Research Foundation v. Genentech, Inc.,146 
plaintiffs Scripps Clinic & Research Foundation filed a case against 
Genentech, Inc for infringement of their patented Factor VIII:C, which is an 
essential blood-clotting protein.147 Hemophilia is a blood defect or disorder 

 
138 Godines v. Court of Appeals, 226 SCRA 338, 343 (1993). 
139 Id. 
140 Id. at 344. 
141 INTELLECTUAL PROPERTY CODE, § 72.1. 
142 Id. § 72.4. 
143 Id. § 74. 
144 Id. § 93.6. 
145 Id. § 93-A. 
146 Scripps Clinic & Research Found. v. Genentech, Inc., 666 F. SUPP. 1379 (1987). 
147 Id. at 1382. 
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present in some individuals who lack sufficient blood-clotting proteins. 
Scripps owns the patent on the highly concentrated and purified Factor VIII:C 
and on the process of isolating such substance from human plasma. The 
defendant, Genentech, involves itself in biotechnology. By recombinant 
methods, Genentech eventually developed a cheaper and more efficient way 
of isolating the blood-clotting protein from human plasma without the need 
for large pools of donors and also eliminated the risk of infection from the 
donors. The United States District Court granted summary judgment and ruled 
that there is literal infringement since the Genentech’s product was included 
in Scripp’s product claims. The Court cited the case of Graver Tank & Mfg. 
Co., Inc v. Linde Air Products Co,148 setting forth the following: 

“[I]n determining whether an accused device or composition 
infringes a valid patent, resort must be had in the first instance to the 
words of the claim. If accused matter falls clearly within the claim, 
infringement is made out and that is the end of it.”149 

Given that the products from the self-replicating characteristics are 
exactly within the claims and specifications of the patented biotechnological 
invention, it is necessarily included in the scope of protection granted to the 
first-generation biotechnological inventions. Variances in the composition of 
the essentially derived product are immaterial and are natural effects of 
reproduction in biological systems or living organisms. 

b. Second Group: Derivative Products 

The second group of the essentially derived products of 
biotechnological inventions involves those that underwent modifications and 
change because of human intervention but are created or derived from the 
first-generation biotechnological invention. Though modified and different 
from the patented first-generation biotechnological inventions, the second 
group is necessarily covered by the protection granted to the first-generation 
inventions. The making, selling, or using of these essentially derived products 
by a third party without the consent of the patent holder would result in 
infringement under the Doctrine of Equivalents as long as they “perform 
substantially the same function in substantially the same way in achieving 
substantially the same results.” 150 

 
148 Graver Tank & Mfg. Co., Inc. v. Linde Air Products Co., 339 U.S. 605 (1950). 
149 Id. at 607. 
150 Godines, 226 SCRA at 344. 
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In Genentech, Inc. v. Wellcome Foundation, Inc.,151 the United States 
District Court rejected the presence of literal infringement but ruled that there 
may be infringement under the Doctrine of Equivalents, which involves a 
material issue of fact to be decided by the jury. The jury then returned a 
decision against Wellcome Foundation, Inc. ruling the presence of 
infringement under the Doctrine of Equivalents. The biotechnological 
invention at issue is the protein tissue plasminogen activator (“t-PA”), which 
plays an important role in dissolving fibrin clots in the blood vessels. 
Genentech argued that the met-t-PA and FE1X, the accused products, both 
belonging to Wellcome Foundation, Inc., infringed on their patent on t-PA. 
The Wellcome Court rejected the inclusion of the accused products within the 
patent claims of Genentech for literal infringement stating that neither of the 
accused products contained the full-length sequence of the t-PA. As for the 
issue on infringement under the Doctrine of Equivalents, the Court construed 
a liberal interpretation of the Doctrine of Equivalents. The District Court held 
that both the function and result of the t-PA and the accused variants, met-t-
PA and PE1X, is “to stimulate dissolution of fibrin clots through the cleavage 
of plasminogen to plasmin.”152 Any distinction “hinges on the means of 
producing the cleavage of plasminogen to plasmin,”153 referring the issue to 
the jury for material determination of fact. 

Based on the ruling of the Wellcome Court, essentially derived products 
that are modified or changed but “perform substantially the same function in 
substantially the same way in achieving substantially the same results”154 with 
the first-generation biotechnological invention is included in the patent 
protection granted to the first-generation inventions even if the essentially 
derived product is not reflected in the patent claims of the patent holder. The 
making, selling, or using without the consent of the patent holder will hold the 
third party liable for infringement under the Doctrine of Equivalents.  

  

 
151 Genentech Inc. v. The Wellcome Foundation Ltd., 14 U.S.P.Q.2d 1363 (D.Del.1990). 
152 Id. 
153 Id. 
154 Godines, 226 SCRA at 344. 
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IV. THE VARIANCE: CONVENTIONAL INFRINGEMENT 
RULES VS. BIOTECH INFRINGEMENT RULES 

Despite the application of the two (2) original concepts of infringement 
presently recognized under the law in determining whether the essentially 
derived products of biotechnological inventions are included in the scope of 
protection of the first-generation biotechnological invention, the impact or 
effect of the infringement rules is considerably different for biotechnology 
than conventional inventions. There is greater risk of infringement for 
inventions involving biotechnology than conventional inventions. It can be 
deduced that the scope of patent rights and protection for biotechnological 
inventions is more extensive as compared to other inventions. 

To further explain, in the application of both literal infringement and 
Doctrine of Equivalents in determining the presence of infringement on 
patented biotechnological inventions, the alleged accused invention may or 
may not explicitly fall under the claims or description disclosed in the patent 
application. In the case of Scripps Clinic & Research Foundation v. 
Genentech, Inc.,155 the court seemed to have placed biotechnology in another 
category from other conventional inventions. Ruling that the accused product 
of Genetech infringed upon the product claims of Scripps, the application of 
infringement rules on biotechnology seemed to have a different result than 
conventional inventions. Despite developing a higher and safer form of 
Scripps’ product, removing the adverse side effects of the product when 
administered to humans, the Court construed the said accused product still 
within the claims of Scripps.156 

The decision in the Scripps157 case swayed away from the usual effect 
of applying the infringement rules to conventional inventions placing 
biotechnology in another category. The ruling of the Court expanded the 
scope of patent protection on biotechnological inventions isolated from 
natural sources to also cover the same biotechnological inventions derived 
from the use of recombinant technology. Thus, the impact on the scope of 
protection, despite applying the same infringement rules, is considerably 
different and new. 

 
155 Scripps, 666 F. SUPP. at 1382. 
156 Id. 
157 Id. 
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The variance in the effect on the scope of protection in the application 
of the same infringement rules to biotechnology reinforces the need to create 
a special law or special provisions specifically applicable to biotechnology. 
Moreover, since the reach of protection for biotechnology is wider, the 
safeguards currently provided by the Intellectual Property Code of the 
Philippines do not suffice. Additional grounds for compulsory licensing must 
be provided to prevent abuse of rights by patent holders. This will ensure that 
despite the wider scope of protection granted to biotechnological inventions, 
developments to the industry will not be adversely affected and will continue 
to grow and flourish.  
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CHAPTER 6: BIOTECHNOLOGICAL INVENTIONS VIS-À-VIS 
PLANT VARIETIES 

“Agri-biotechnology is one of the key forces to promote food security, social 
progress, and economic prosperity in the world.” 

— Hepeng Jia 

 

I. DEFINITION AND ITS RELATIONSHIP 

Plants are living organisms that typically grow in earth, water, or on 
other plants and have stems, leaves, roots, flowers and produce seeds.158 As 
defined under the Plant Variety Protection Act, plant varieties that are defined 
as  

—plant grouping within a single botanical taxon of the lowest 
known rank, regardless of whether the conditions for plant variety 
protection are fully met, can be defined by the expression of the 
characteristics resulting from a given genotype or combination of 
genotypes, distinguished from any other plant groupings by the 
expression of at least one (1) characteristic, and considered as a unit 
with regard to the suitability for being propagated unchanged.159  

Biotechnology, on the other hand, is defined as technology created 
involving the use of biological systems or living organisms. Both 
biotechnology and plant varieties involve the use of biological systems. 
However, the concept of biotechnology embraces plant varieties and is 
broader. Plant varieties are only subsumed under the term biotechnology.160 
Though the term biotechnology and plant varieties are different concepts, the 
overlap between the two concepts may lead to possible confusion as to which 
law should apply—whether the Plant Variety Protection Act or the proposed 
special law on biotechnological inventions amending the Intellectual Property 
Code of the Philippines. 

Plant varieties are one of the non-patentable subject matters under the 
Intellectual Property Code of the Philippines. In 2002, plant varieties are 

 
158 Cambridge Dictionary, available at https://dictionary.cambridge.org/us/dictionary/english/plant (last 
accessed July 17, 2020). 
159 PHILIPPINE PLANT VARIETY PROTECTION ACT OF 2002, § 3(m). 
160 Richards, supra note 38, at 438.  
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granted sui generis protection under the Plant Variety Protection Act. The sui 
generis protection to plant varieties granted is in compliance with the 
international obligations of the Philippines under the TRIPS Agreement. 
Under the TRIPS Agreement, member states are mandated to grant patent 
protection, sui generis protection, or both to plant varieties.161 Meanwhile, 
based on the discussion in the preceding chapters, biotechnology, per se, is a 
patentable subject matter under the Intellectual Property Code. The protection 
includes its essentially derived products. Given that plant varieties are 
embraced by the term biotechnology, confusion on the protection allowable 
by law may arise. As plant varieties are necessarily biotechnological 
inventions, does this mean that owners of plant varieties may then claim 
protection under the proposed special law on biotechnological inventions 
amending the Intellectual Property Code aside from the Plant Variety 
Protection Act as well? 

  

 
161 TRIPS Agreement, supra note 56, art. 27.3(b). 
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II. RESOLVING THE ISSUE 

Generalia specialibus non derogant. Based on statutory construction, 
when there are two (2) statutes applicable in a case, one in general terms and 
the other specific and special, the latter shall prevail over the former.162 In the 
case of plant varieties, the Plant Variety Protection Act163 speaks of the special 
statute, while the proposed special law on biotechnological inventions 
amending the IP Code provides for the general terms for the treatment of 
biotechnology. In determining the protection accorded to plant varieties, it is 
proper statutory construction to interpret that the sui generis protection under 
the Plant Variety Protection Act shall govern. Moreover, it is explicit in the 
provisions of the IP Code that plant varieties are non-patentable subject 
matters.164  

Furthermore, the patent protection granted under the Intellectual 
Property Code is different from the protection accorded under the Plant 
Variety Protection Act. As mentioned, the two intellectual property rights are 
mutually exclusive and distinct from one another. Also, the description 
requirement in the patent application requires a more precise language than 
the description requirement in a plant variety protection application. For 
protection under the Plant Variety Protection Act, an applicant needs to 
provide only a generic description, disclosing at the minimum a “description 
of the variety and particulars of the variety bred, which includes particulars of 
its characteristics.”165 As such, each respective application under the Plant 
Variety Protection Act or the Intellectual Property Code vests different rights 
and protection and requires different statutory requirements and qualifications 
that applicants need to comply with. 

To summarize, biotechnological inventions and their essentially 
derived products are patentable subject matter under the Intellectual Property 
Code of the Philippines.166 However, biotechnological inventions involving 
plant varieties and their essentially derived varieties are specifically excluded 
from patent protection under the explicit provision of the IP Code. Thus, the 
Plant Variety Protection Act is more appropriate to apply when resolving the 

 
162 Commissioner of Customs v. Court of Tax Appeals, 148 SCRA 693, 697 (1987). 
163 PHILIPPINE PLANT VARIETY PROTECTION ACT OF 2002. 
164 INTELLECTUAL PROPERTY CODE, § 22. 
165 Rules and Regulations Implementing the Plant Variety Protection Act of 2002, Republic Act No. 9168, 
art. 26 (2003). 
166 Id. § 21. 
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issue on the protection accorded to plant varieties and their essentially derived 
varieties. 
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CHAPTER 7: BRIDGING THE GAP: AMENDING THE 
INTELLECTUAL PROPERTY CODE ON THE PATENTABILITY 

OF BIOTECHNOLOGICAL INVENTIONS AND THEIR 
ESSENTIALLY DERIVED PRODUCTS 

“The (US) patent system adds the fuel of interest to the fire of genius in the 
discovery and production of new and useful things.” 

— 16th US President Abraham Lincoln 

 

I. RECOMMENDATION 

Notwithstanding the presence of a general law for patent protection, the 
Intellectual Property Code of the Philippines, and the Guidelines on the 
Examination of Biotechnological Applications, there are still legal gaps 
present in our intellectual property system on the treatment of 
biotechnological applications. The current laws and guidelines present are 
insufficient in resolving finally the issue on the patentability and scope of 
protection of biotechnological inventions and their essentially derived 
products. The said laws and guidelines failed to anticipate the continuous 
development of the biotechnology industry and its unique characteristics and 
aspects. Moreover, the laws available did not provide sufficient safeguards 
from abuse of rights of patent holders which are possible based on the patent 
system the country currently has. Thus, it is the ultimate recommendation of 
the proponent that an amendment to the Intellectual Property Code be adopted 
by the Philippine Congress addressing the issue on the patentability and scope 
of protection of biotechnological inventions and their essentially derived 
products. 

The proponent chose to recommend an amendment to the Intellectual 
Property Code instead of an amendment to the current Biotech Guidelines as 
the proposed amendatory law involves principles that are special and unique 
to biotechnological inventions only. As such, provisions in the IP Code on the 
scope of protection, infringement, and compulsory licensing do not suffice 
and necessitate the creation of special provisions for biotechnology. Though 
an emerging field, the rise of the biotechnology industry has a significant and 
direct impact on the economy given that the industry provides millions of jobs 
nationwide and creates innovative solutions to critical human problems such 
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as battling diseases and offering agricultural breakthroughs. Moreover, 
billions of capital are injected into the market through investments in the 
biotechnology industry. Thus, the importance and contributions of the 
industry justify the adoption of an amendment to the IPC itself on the 
treatment of patent applications on biotechnological inventions and their 
essentially derived products and the costs associated with adopting such 
amendatory law. 

Moreover, even the European Union Parliament and of the Council saw 
the need to adopt a separate directive for biotechnological inventions defining 
clearly the scope of patent protection on top of their general law on patents. 
Based on the foregoing, this recommendation is the most ideal given that the 
Philippine patent system was patterned after the European patent system and 
the progress on the biotechnology industry in the country is on par globally.  
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II. CURRENT REGIME VERSUS PROPOSED REGIME 

Due to the importance of biotechnological inventions and their 
essentially derived products, the proponent proposes for the amendment of the 
Intellectual Property Code of the Philippines to accommodate the emerging 
developments in the biotechnology industry. Below is an outline of the 
differences between the current regime that the proponent seeks to amend and 
the proposed regime that the proponent desires to introduce. 

Current: The Intellectual Property Code does not provide for the 
specific treatment of biotechnological inventions and their essentially derived 
products. The Intellectual Property Code167 is couched on general and broad 
terms, only enumerating the requisites for patentability of all inventions 
altogether.  

Proposed: Given that biotechnological inventions are different than 
conventional inventions, having the ability to self-replicate, the proponent 
proposes clearer provisions providing for the patentability of biotechnological 
inventions. 

Current: The Biotech Guidelines merely provides for the treatment of 
5 main biotech materials and does not cover the whole gamut of 
biotechnological inventions. The said laundry list of biotech materials leaves 
the impression that not all biotechnological inventions qualify for 
patentability under the Intellectual Property Code. 

Proposed: Biotechnological inventions shall be construed as patentable 
subject matters as long as the invention qualifies under the requirements of 
the Intellectual Property Code. The self-replicating characteristic of 
biotechnological inventions shall not hinder patentability over said inventions 
as long as the inventions are new, involve an inventive step, and are 
industrially applicable. The proposed regime shall also retain the enablement 
requirement in order to limit the scope of protection granted to 
biotechnological inventions and their essentially derived products.168 The 
application of Section 5 of the amendment proposed shall be based on the 
written description disclosed by patent holders in their patent application to 
determine the extent of protection granted to the essentially derived products. 

 
167 INTELLECTUAL PROPERTY CODE, § 21. 
168 The Incandescent Lamp Patent, 159 U.S. 465, 474 (1895). 
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Current: The Intellectual Property Code169 and the Biotech 
Guidelines170 both do not provide for the concept and treatment of the 
essentially derived products of biotechnological inventions. Given that 
biotechnological inventions are unique as opposed to conventional inventions, 
the scope of protection currently provided by the Intellectual Property Code 
does not take into account the essentially derived products produced by 
patentable biotechnological inventions because of their self-replicating 
characteristics. 

Proposed: The proposed amendment shall clearly define what are 
essentially derived products of biotechnological inventions and to what extent 
the protection granted to the patented biotechnological inventions can include 
the essentially derived products. The amendment proposes 2 categories of 
essentially derived products, as exhaustively discussed in the preceding 
chapters, and precisely classify the specific kind of infringement based on the 
essentially derived product illegally appropriated. This will remove all doubts 
as to whether there is the commission of infringement or not in relation to the 
making, selling, offering for sale, using, and importing biotechnological 
inventions and their essentially derived products. 

Current: The Intellectual Property Code provides for only 6 grounds 
available for compulsory licensing. The grounds listed are insufficient to 
ensure that abuse of rights by existing patent holders of biotechnological 
inventions is avoided. 

Proposed: Given that the scope of protection granted to 
biotechnological inventions is broader than conventional inventions since it 
extends to their essentially derived products, the rights conferred to patent 
holders of biotechnological inventions are prone to abuse, if not properly 
regulated. Moreover, the biotechnology industry plays a crucial role not just 
in the field of medicine and agriculture but in other industries, as well. 
Therefore, the proposed amendments include an additional ground for 
compulsory licensing to balance the broader scope of protection granted to 
biotechnological inventions and their essentially derived products. The 
additional ground will also ensure that different industries are adequately 
protected.  

 
169 INTELLECTUAL PROPERTY CODE. 
170 Biotech Guidelines. 
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III. PROPOSED AMENDMENTS TO THE INTELLECTUAL 
PROPERTY CODE ON THE PATENTABILITY OF 
BIOTECHNOLOGICAL INVENTIONS AND THEIR 
ESSENTIALLY DERIVED PRODUCTS 

The proponent respectfully recommends the below amendments to the 
Intellectual Property Code of the Philippines: 

REPUBLIC ACT NO. XXX 

AN ACT PROVIDING FOR THE PATENTABILITY AND 
SCOPE OF PROTECTION OF BIOTECHNOLOGICAL 
INVENTIONS AND THEIR ESSENTIALLY DERIVED 

PRODUCTS, AMENDING FOR THE PURPOSE REPUBLIC 
ACT NO. 8293 OR THE INTELLECTUAL PROPERTY CODE 

OF THE PHILIPPINES 

Be it enacted by the Senate and House of Representatives of the 
Philippines in Congress assembled: 

Section 1. Short Title. – This Act shall be known and cited as the 
Special Law on the Patentability of Biotechnological Inventions and their 
Essentially Derived Products. 

Section 2. Declaration of Policy. – The State recognizes that an 
effective intellectual property system is vital to the development of the 
industries and the national economy, facilitates innovations and transfers in 
technology, creates job opportunities, attracts both domestic and foreign 
investments, and ensures market access for our products.171  

The State also recognizes that the biotechnology industry is still 
emerging, yet it is playing an important and crucial role in battling diseases, 
creating agricultural solutions, and improving the overall quality of life of the 
people. “The uncoordinated development of national laws on the legal 
protection of biotechnological inventions in the Community could lead to 
further disincentives to trade, to the detriment of the industrial development 
of such inventions and of the smooth operation of the internal market.”172 

 
171 Id. § 2. 
172 EU DIRECTIVE. 
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Section 3. Construction in Favor of the Patentability of 
Biotechnological Inventions. – This act shall be liberally construed to achieve 
the objectives of Republic Act No. 8293, otherwise known as the Intellectual 
Property Code of the Philippines. All doubts in the implementation of the 
provisions of this Act, including its implementing rules and regulations, shall 
be resolved in favor of the patentability of biotechnological inventions and 
their essentially derived products. 

Section 4. Definition of Terms. – Unless otherwise specified, the 
following terms shall have the following meaning as provided in this Act: 

(a) “Biotechnological inventions” means invention involving the use of 
biological systems and/or living organisms such as 
microorganisms. 

(b) “Essentially derived products” means succeeding generations of a 
patentable or patented biotechnological invention which are either 
produced from the self-replicating characteristics of 
biotechnological inventions or derived from the biotechnological 
invention itself. 

(c) “First-generation biotechnological invention” means the primary 
biotechnological invention disclosed in the patent application. It 
pertains to the mother invention of the essentially derived products. 

(d) “Recombinant DNA technology” means the insertion of DNA 
molecules from two or more different species to a host organism to 
produce a new genetic combination.173 

 
CHAPTER 2 

AMENDMENTS TO REPUBLIC ACT NO. 8293 
OTHERWISE KNOWN AS THE INTELLECTUAL 

PROPERTY CODE OF THE PHILIPPINES 
 

Section 5. A new chapter is hereby inserted as Chapter III of Part II of 
R.A. 8293 to read as follows: 

 
173 Griffiths, supra note 27. 
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CHAPTER III 
Biotechnological Inventions And  

Their Essentially Derived Products 
 

“Section 28. Scope of Protection. – The protection granted to 
biotechnological inventions shall include its essentially derived 
products, when the biotechnological invention itself is not an 
essentially derived product.”  

“Section 29. Essentially Derived Products. – For the purpose of 
Section 10 of this law, a product is essentially derived when: 

(a) It is produced or created from the self-replicating 
characteristic of biotechnological inventions. The product 
is naturally created and/or reproduced with little or no 
human intervention. This includes products reproduced 
from the use of recombinant DNA technology.  

The product must not have undergone any significant or 
material change in its composition in relation to the first-
generation biotechnological invention, and any change is 
attributable to the natural effect of reproduction in 
biological systems or living organisms.    

(b) It is derived from the first-generation biotechnological 
invention because of human intervention. There is a 
change in the composition of the product but is still 
predominantly derived from the main biotechnological 
invention. It “performs substantially the same function in 
substantially the same way in achieving substantially the 
same results”174 as the main biotechnological invention.” 

The old Chapter III on the Law of Patents is hereby renumbered as 
Chapter IV, and its provisions and the succeeding chapters are likewise 
renumbered to accommodate the inserted chapter. 

 

 
174 Godines, 226 SCRA at 344. 
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Section 6. Section 76 of R.A. 8293 is hereby amended to read as 
follows: 

“Section 76. Civil Action for Infringement. –  

76.1. The making, using, offering for sale, selling, or importing 
a patented product or a product obtained directly or indirectly 
from a patented process, or the use of a patented process without 
the authorization of the patentee constitutes patent infringement: 
Provided, That, this shall not apply to instances covered by 
Sections 72.1 and 72.4 (Limitations of Patent Rights); Section 74 
(Use of Invention by Government); Section 93.6 (Compulsory 
Licensing); and Section 93-A (Procedures on Issuance of a 
Special Compulsory License under the TRIPS Agreement) of 
this Code. 175 

Any person guilty of the abovementioned acts with respect to a 
patented biotechnological invention and its essentially derived 
products under Section 29(a) of this Act shall constitute direct 
patent infringement. While any person guilty of the 
abovementioned acts with respect to a patented biotechnological 
invention and its essentially derived products under Section 
29(b) of this Act shall constitute patent infringement under the 
Doctrine of Equivalents.” 

Section 7. Section 93 of R.A. 8293, as amended by Republic Act No. 
9502 or otherwise known as the “Universally Accessible Cheaper and Quality 
Medicines Act of 2008”,176 is hereby amended to read as follows: 

“Section 93. Grounds for Compulsory Licensing. – The Director 
General of the Intellectual Property Office may grant a license to 
exploit a patented invention, even without the agreement of the 
patent owner, in favor of any person who has shown his 
capability to exploit the invention, under any of the following 
circumstances: 

 
175 Id. § 76.1. 
176 Universally Accessible Cheaper and Quality Medicines Act of 2008, § 10. 
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93.1. National emergency or other circumstances of extreme 
urgency; 

93.2. Where the public interest, in particular, national security, 
nutrition, health or the development of other vital sectors of the 
national economy as determined by the appropriate agency of the 
Government, so requires; or 

93.3. Where a judicial or administrative body has determined 
that the manner of exploitation by the owner of the patent or his 
licensee is anti-competitive; or 

93.4. In case of public non-commercial use of the patent by the 
patentee, without satisfactory reason; 

93.5. If the patented invention is not being worked in the 
Philippines on a commercial scale, although capable of being 
worked, without satisfactory reason: Provided, That the 
importation of the patented article shall constitute working or 
using the patent; (Secs. 34, 34-A, 34-B, R.A. No. 165a) and 

93.6. Where the demand for patented drugs and medicines is not 
being met to an adequate extent and on reasonable terms, as 
determined by the Secretary of the Department of Health.” 

93.7 For non-exclusive use of a patented biotechnological 
invention and/or its essentially derived products, inasmuch as the 
license is necessary for the exploitation of the biotechnological 
invention and/or its essentially derived product, subject to 
payment of an appropriate royalty: Provided, that the person or 
entity requesting the compulsory license failed to obtain 
successfully from the patent holder of the biotechnological 
invention and/or its essentially derived products a contractual 
license: Provided, further, that the invention constitutes 
significant technical progress of considerable economic interest 
compared with the patented biotechnological invention and/or its 
essentially derived products.”177 

 

 
177 EU DIRECTIVE. 
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PART 6 
MISCELLANEOUS PROVISIONS 

 

Section 8. Repealing Clause. – All laws, executive orders, or 
administrative orders, rules and regulations or parts thereof, which are 
inconsistent with this Act are hereby amended, repealed or modified 
accordingly. 

Section 9. Separability Clause. – If any provision in this Act or 
application of such provision to any circumstance is held invalid, the 
remainder of the Act shall not be affected thereby.  

Section 10. Effectivity. – This Act shall take effect fifteen (15) days 
after the publication in a newspaper of general circulation.  
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CHAPTER 8: CONCLUSION 

“Genius is one percent inspiration, ninety-nine percent perspiration.” 

— Thomas Edison 

 

I. CONCLUSION 

 The issue that this thesis mainly aims to address is whether essentially 
derived products are within the scope of patent protection accorded to 
biotechnological inventions. Prior to the determination of the scope of 
protection, there is a need to address first the issue on the patentability of the 
biotechnological inventions—whether biotechnological inventions can be 
accorded patent protection without violating current domestic laws and 
international agreements which the country is a signatory to.  

Based on the foregoing chapters discussed, it is the conclusion of the 
proponent that biotechnological inventions are patentable subject matters and 
their essentially derived products are within the scope of protection accorded 
to the said biotechnological inventions. Since there is no explicit prohibition 
for the provision of protection on biotechnological inventions under 
Philippine law178 and international agreements, favor towards providing 
protection is in accordance with the main purpose of the patent system.  

The role that these inventions have played in various scientific, 
medical, and agricultural breakthroughs continues to be a testament to the 
need to provide intellectual property protection in order to boost and 
encourage useful and efficient developments in the field of biotechnology. In 
a cost-benefit analysis, it would be more beneficial to the public in general if 
rights and protection are granted to scientists and inventors of biotechnology 
rather than withholding such protection to grant the public free use of such 
developments.  

If the granting of intellectual property protection on the 
biotechnological inventions is not acted upon, scientists and inventors are left 
in the dark without any security as to whether the effort and time they invested 
are equally compensated through statutory benefits and protection. Nothing 

 
178 INTELLECTUAL PROPERTY CODE, § 22. 
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will drive them (unless the scientist or inventor is a natural philanthropist) to 
promptly attempt or work on introducing new advancements or inventions. 
To illustrate, given the current Corona Virus (“SARS-CoV-2”) pandemic, 
imagine a situation where the scientists and inventors are unmotivated to study 
and create a vaccine or cure despite the outbreak because of the lack of 
support, benefits, or rights granted by governments. Thus, in said case, it is 
not the mere discovery of an unknown antidote or drug but the value that the 
scientists and inventors bring into or offer to society that the patent system 
aims to compensate.  

The concept of biotechnology does not fall under discovery to exclude 
it from patent protection. Biotechnological inventions, in itself, is an 
amalgamation of both human ingenuity and natural resources. Without human 
intervention, discoveries cannot be classified under the concept of 
biotechnology. Biotechnology involves the use of biological systems or living 
organisms in creating a technical solution to a problem in any field of human 
activity.  

In patenting biotechnological inventions, the subject matter being 
patented is not the naturally-occurring biological system or living organism, 
but the new invention created out of the use of the said biological system or 
living organism. For a scientist or inventor to secure protection on his 
invention, he must have done something unique or particular of the invention 
to set his invention apart from those that are readily obtainable. In the case of 
Funk Brothers,179 there must be at least an enlargement or enhancement of the 
natural functioning of the microorganism in order for the said 
biotechnological invention to be accorded patent protection.180 This also sets 
apart an invention from discovery, specifically when an added contribution is 
made or imputed to a presently available product to produce something 
uncommon or new. Without the value added by such scientist or inventor 
through the use of his skills and intellectual knowledge, the “invention” 
merely reduces itself as a discovery belonging to the general public. 

Moreover, the possibility that a biotechnological invention can be 
against public order or morality does not altogether remove it from the ambit 
of patent protection granted by the IP Code. There must be an explicit 
determination or provision of law declaring a particular biotechnological 

 
179 Funk Brothers, 333 U.S. 
180 Id. at 131. 
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invention as against public policy or morality. In addition, it is essential on 
the part of the patent applicant to be able to disclose and reflect in his/her 
patent application the essential characteristics of biotechnological inventions 
to be granted protection under the Intellectual Property Code. The application 
must also clearly state whether the claimed biotechnological invention relates 
to a product or a process. The compliance of the patent applicant to the 
disclosure and enablement requirement plays a major role in the granting of 
patent protection on biotechnological inventions. In conclusion, though the 
Intellectual Property Code of the Philippines and the Biotech Guidelines are 
lacking and are too broad in the treatment of biotechnological inventions, 
there is no reason to exclude biotechnological inventions from the patent 
protection, as long as the biotechnological invention is new, involves an 
inventive step, and is industrially applicable.  

On the main issue on the scope of protection of these patentable 
biotechnological inventions, the statutory protection accorded to 
biotechnological inventions must further be expanded to include their 
essentially derived products. The essentially derived products of 
biotechnological inventions embrace both products reproduced from the self-
replicating characteristics of the invention, either without human intervention 
or with the use of recombinant DNA technology, and those that are derived 
from the invention but “perform substantially the same function in 
substantially the same way in achieving substantially the same result.”181  

 Under the Intellectual Property Code, it is part of the rights enjoyed by 
the patentee to prohibit others from making, selling, and using the thing that 
his patent protects.182 Extending the protection to its essentially derived 
products will not violate the Patent Exhaustion Doctrine as the doctrine speaks 
of only non-commercial or scientific and educational purposes. The patent 
holder still has the right to prevent others from appropriating his 
biotechnological invention and its essentially derived products without his 
consent. The exclusion of such essentially derived products from the scope of 
protection of patentable biotechnological inventions would run counter to the 
idea of the patent system. There is a great chance that the rights accorded to 
scientists and inventors would be defeated by a simple tweak or alteration of 
the invention without materially affecting its characteristic or property or 
creating a new use or purpose. This would reduce the value of the patent 

 
181 Godines, 226 SCRA at 344. 
182 INTELLECTUAL PROPERTY CODE, § 76. 
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initially granted in favor of the patent holder if ruled differently.183 Moreover, 
the exclusion of the essentially derived products from the scope of protection 
of the patentable biotechnological invention would violate the rules on direct 
infringement and infringement under the Doctrine of Equivalents.  

Plant varieties and their essentially derived varieties are afforded sui 
generis protection under the Plant Variety Protection Act.184 Plant varieties 
are within the definition of biotechnology, given that it involves the use of 
biological systems. Because of this, an issue on which law is to be applied 
arises – whether it is the proposed law on biotechnological inventions 
amending the Intellectual Property Code of the Philippines or the Plant 
Variety Protection Act. In resolving this conflict, the Plant Variety Protection 
Act must govern. It is an accepted principle in statutory construction that 
whenever both a specific law and a general law is applicable in a case, the 
former shall prevail over the latter. Generalia specialibus non derogant.  

 To recapitulate, biotechnological inventions and their essentially 
derived products are patentable subject matters under the Intellectual Property 
Code of the Philippines, provided that they are new, involve an inventive step, 
and are industrially applicable. But because of the special and unique 
characteristics of biotechnology, the application of general principles of 
infringement found in the IP Code results in a different and broader scope of 
protection of biotechnological inventions than conventional inventions. 
Moreover, safeguards such as additional grounds for compulsory licensing, 
on top of what is already provided under the IP Code, must be added to avoid 
possible abuse of rights by patent holders of biotechnological inventions. This 
will ensure that despite the broader scope of protection accorded to a 
biotechnological invention and its essentially derived products, positive 
development on the biotechnology industry will continue for the prosperity of 
the society. Thus, an amendatory law taking into account these variances is 
needed to address the longstanding issue associated with the patentability of 
biotechnological inventions and their essentially derived products. Lastly, 
plant varieties and their essentially derived varieties, though included in the 
concept of biotechnology, are explicitly excluded by the provisions of the IP 
Code.  

  

 
183 Bowman, 569 U.S. at 278. 
184 PHILIPPINE PLANT VARIETY PROTECTION ACT OF 2002. 
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