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Abstract 

 
This commentary introduces the concept of gene patenting with regards to BRCA cDNA and 

explores the case of Association for Molecular Pathology v. Myriad Genetics, Inc. - 569 US 

576, 133 S. Ct. 2107 (2013). It critically analyses the case by elucidating its correctness- both 

in terms of ethics and reasoning. It also exhibits how the court’s thinking is inconsistent with 

the thinking given in earlier comparative cases and how this decision conflicts with the spirit 

of law and public policy. Finally, this commentary delves deeper into the understanding of the 

statute in place and offers a reasonable methodology that can impact gene patenting 

judgements positively and ethically. 

 
INTRODUCTION 

 
A patent gives the owner the legal right to prevent others from making, using, or selling a 

patented machine, composition of matter or process for twenty years after the patent application 

is filed.1 A gene patent covers a single isolated gene sequence, a naturally existing sequence 

that has been altered, the techniques and methods for obtaining or using it, or a combination of 

these.2 Ribonucleic Acid (RNA) is a complex high-molecular-weight compound that facilitates 

cellular protein synthesis and acts as a genetic information carrier in place of DNA. Synthesised 

from a single strand of RNA (e.g., messenger RNA), Complimentary Deoxyribonucleic Acid 

(cDNA) is produced in a reaction that the enzyme, reverse transcriptase, catalyses. cDNA is 

made due to intron-free mRNA, which is why it is referred to as a complimentary copy of the 

mRNA. All intron RNA is cut from parent RNA, and the remaining piece is sliced back to 

produce mRNA, from which this cDNA is synthesised and generated. cDNA is used in 

bioinformatics and gene cloning.3 The BRCA (BReast CAncer) 1 and 2 are genes that help in 
 

1 Jon F. Merz, Mildred K. Cho, “What Are Gene Patents and Why Are People Worried about Them?”, 8 Public 
Health Genomics 203-208 (2005). 
2 Patenting Genes, USA, available at: https://knowgenetics.org/patenting-genes/ (last visited on May 18, 2021). 
3 Complementary DNA, available at: https://www.biologyonline.com/dictionary/complementary-dna (last 
visited on May 19, 2021). 
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repairing damaged DNA. Sometimes, they are called tumour suppressor genes because when 

they contain certain modifications called harmful (or pathogenic) variants (or mutations), it 

might development of cancer4. The BRCA gene test is offered to those who are at risk of 

inheriting a hereditary mutation due to a personal or family history, particularly of breast or 

ovarian cancer. 

 
BACKGROUND 

 
Myriad Genetics Inc discovered the precise sequence and location of the BRCA1 and BRCA2 

genes and determined their usual nucleotide sequence, which was vital in developing medical 

tests essential for detecting gene mutations to evaluate the patient’s cancer risk. They then 

acquired several patents that would grant them the sole right to isolate an individual's BRCA1 

and BRCA2 genes and to create BRCA cDNA synthetically. Association for Molecular 

Pathology then filed a suit5 expressing that under 35 USC §101, Myriad Genetics’ patents were 

invalid. Summary Judgement was granted to the petitioners by the district court, which stated 

that the claims were invalid on the basis of including products of nature. The case was then 

moved on to the Federal Circuit who, after Mayo Collaborative Services v. Prometheus 

Laboratories Inc.6, found that both the isolated cDNA and DNA were patent eligible. The US 

Supreme Court concluded that the isolated DNA segment was not eligible for a patent simply 

because it was isolated, while cDNA was found to be patent-eligible since it did not occur as a 

product of nature. Both of these conclusions stem from the rule that patenting naturally 

occurring objects has its limits, and thus there must be delicate balance struck between offering 

incentives for research and creation while also controlling the flow of knowledge that could 

enable progress. 

 
In the case of Mayo Collaborative Services v. Prometheus Laboratories, it was unanimously 

held by the US Supreme Court, that drug dosage adjustments based on metabolite levels in a 

patient’s blood. This was due to 35 USCS § 10, which laid down that the procedures that 

allegedly assisted physicians in determining the correct doses of thiopurine drugs used to treat 

autoimmune diseases are not patentable by law. Thus, the rule applied in the case was that laws 

 
 

4 BRCA Gene Mutations: Cancer Risk and Genetic Testing, available at: https://www.cancer.gov/about- 
cancer/causes-prevention/genetics/brca-fact-sheet (last visited on May 19, 2021). 
5 Association For Molecular Pathology ET AL. v. Myriad Genetics, INC., 569 US 576. 
6 Mayo Collaborative Services v. Prometheus Laboratories, Inc., 566 U. S. 66, 132 S. Ct. 1289, 182 L. Ed. 2d 
321. 
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of nature, natural phenomena, and abstract concepts are not patentable as such discoveries are 

expressions of nature, available to mankind and reserved for none. This decision laid down the 

rule for Association for Molecular Pathology (AMP) v. Myriad Genetics Inc.7 Like in the case 

of Diamond v. Chakrabarty8, which dates way back to 1980, the US Supreme Court held that 

respondent's micro-organism constituted a "composition of matter" under 35 USCS § 101 and 

thus qualified to be patentable. 

 
ANALYSIS 

 
The court's decision concerning Myriad Genetics was invariably in favour of the privileged. 

Since the creation of BRCA cDNA lies solely in the hands of Myriad Genetics, medical tests 

as accurate as the ones created by them are almost impossible to develop in the near future. 

The ramifications of this patent case had a reach far beyond medical diagnostics and had broad 

implications for clinical geneticists, researchers, biotechnology industry, and the patients,. This 

makes scientific testing curbed, suppressed and stopped in some places. The suppression of 

scientific testing essentially calls for monopolisation of a market there is no need for 

monopolisation in. The market, after all, is cancer. Is it fair or just to monopolize a test that 

could benefit a large number of people if widely used? Although the method that Myriad 

Genetics uses is not as relevant now, the testing still plays a part in the early detection of Breast 

Cancer, which affects the life of one in every eight women. 9 Moreover, without any 

competition, this can easily lead to market exploitation, including high prices and a slow 

rollout, which proves completely opposite from containing the cost of healthcare for the 

masses. If this case is used as precedent, there is a severe threat to genetic research, and many 

genetic breakthroughs could be effectively curtailed. The inhibition on testing hinders the 

capacity of efficiently utilising this BRCA cDNA discovery. 

 
The choice of the court’s decision being incorrect in Association for Molecular Pathology 

(AMP) v. Myriad Genetics Inc does not change or acclimate even with the existing law. As law 

progresses, the fact that corporate greed and getting IP rights over something that can prove to 

be a life or death situation is still being favoured is one of the consequences of the 2013 

 
 

7 569 US 576, 133 S. Ct. 2107 (2013). 
8 447 US 303, 100 S. Ct. 2204 (1980). 
9 US Breast Cancer Statistics , available at: https://www.breastcancer.org/symptoms/understand_bc/statistics 
(last visited on June 3, 2021). 
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landmark judgement. This decision paved the way for many loopholes and opportunities to 

challenge it in the future. The congressional proposal that was even being considered in 2019 

is an example of this. While this is only the first controversial proposal to have come up after 

the decision, many more are likely to arise in the future. This is because the Supreme Court's 

decision could be interpreted as a political move to establish itself as a "moderate player" in 

the patent system rather than defining what is patentable and what is not. On the one hand, the 

decision helped to annul a significant obstruction to medical innovation and patient care by 

giving patients wider access to genetic testing and enabling scientists to engage in research on 

these genes without the threat of being sued. However, the decision was still favourable to 

Myriad Genetics. Rather than declaring all genetic information to be ineligible, the Court 

decided to separate genomic DNA (gDNA) from complementary DNA (cDNA). Leaving 

cDNA patents intact meant that it would be implausible for competitors to introduce tests short 

of using whole-genome sequencing. This decision is somewhat consistent with the Mayo 

Collaborative Servs. v. Prometheus Lab case. These two cases have also contributed in not 

allowing patentability in cases when it was absolutely essential. A combined demonstration of 

the disastrous impact of both Myriad and Mayo was seen in the decision of Ariosa Diagnostics, 

Inc. v. Sequenom, Inc10 that took place in 2015. Here, the inventors of the patent had discovered 

the detection cell-free fetal DNA (cff DNA) in plasma samples and maternal serum, thereby 

providing the basis of a non-invasive way to determine the severe state of preeclampsia in 

mothers. Thus, a flawless patent claim was formulated. However, under 35 USC §101, it was 

disregarded by the district court keeping with the reasoning of Mayo Collaborative Servs. v. 

Prometheus Lab; while the Myriad Genetics case made the newly discovered cff DNA patent- 

ineligible. However, in this case, unlike the patentee in Mayo, the inventors of the claimed 

invention did something not done before their invention. Also, unlike the patentee in Myriad 

Genetics, who were claiming the BRCA1 and BRCA2 genes as a whole, the inventors, in this 

case, were not claiming cff DNA but an absolutely unique invention. An absolutely 

unconventional and non-obvious invention was denied patentability because of the flawed 

reasoning of these "landmark" cases, and such a scenario is sure to occur in other cases in the 

future. 

 
 
 
 
 

10 788 F.3d 1371 (Fed. Cir. 2015) 
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Human gene patenting has been an issue of wide concern since they were first granted in the 

1980s. This patenting raised two main concerns: if it is fitting to leverage components of the 

human body to provide commercial rights and if patents on human genes would suffocate 

researchers. After leveraging cutting edge facilities11 to develop a diagnostic test for breast and 

ovarian cancer, Myriad Genetics anticipated that their test would be well-received. However, 

because of its patent on genes, they clashed with scientific and research communities. Myriad 

Genetics had failed to consider the policy realities surrounding health care and how these new 

techniques will be integrated into public health care systems in terms of quality, human 

resources, cost, and effectiveness. The proliferation of patents on human genes had also posed 

several questions on ethics by compiling a data-archive of genetic variants containing private 

health information, Myriad jeopardizes the individual’s policy, and Myriad’s practice of selling 

genetic tests to specific ethnic groups may lead to inequity. While looking at the ethical aspects 

of gene patenting, it is essential that we recall that the system of granting patents is targeted 

towards supporting innovation and that the ultimate objective of biomedical invention is the 

betterment of human health. Thus, along with protecting the interests of inventors, it’s also 

important to safeguard patients and their access to treatment and diagnostics12. 

 
CONCLUSION 

 
To necessitate and regulate judgements made under 35 USC §101, a distinct framework of 

limits should be set in place that looks into this statute’s interpretation. Judgements should 

effectively evaluate these limitations and look into them in accordance with logic and its impact 

on public policy. Patents should embrace discoveries with the definite requirement of 

innovation. This should then be tested for congruency with the ethical implications on society, 

as well as the intersection of the composition of nature. This will play a vital role in furthering 

the original purpose of the patent system, which was to provide incentives for companies to 

develop new treatments and tests. Ultimately, these interpretations will enable gene patenting 

to be useful in furthering scientific research rather than curbing it. 

 
 
 
 
 
 
11Gold, E., Carbone, J, “ Myriad Genetics: In the eye of the policy storm” Genet Med 12, S39–S70 (2010). 
12 Huang, YH, “Gene Patents: A Broken Incentives System” J Relig Health 52, 1079–1084 (2013). 


