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ADDRESSING PARAGRAPH 80 OF MALAYSIA’S 6TH PERIODIC REPORT ON THE BASIS OF ARTICLE 12 OF CEDAW AND CEDAW GENERAL RECOMMENDATIONS NO.24: ARTICLE 12 OF THE CONVENTION (WOMEN AND HEALTH)[footnoteRef:0] [0:  Specifically paragraphs 1, 9, 10, 11, 13, 24, 29, 30 and 31. ] 


1. The impact on diverting resources from non-communicable diseases, including female-related cancers, to COVID-19 pandemic management
In Paragraph 80 of Malaysia’s 6th Periodic Report submitted under Article 18 of CEDAW, the Ministry of Health admits that ‘increasing health threats and changing demographics pose several challenges towards Malaysia’s healthcare system. The rise in non-communicable diseases and the necessity to handle the COVID-19 pandemic, which includes the deployment of the National COVID-19 Immunisation Programme, has put a strain on the healthcare system. In addition, Malaysia is preparing itself to meet the challenges towards aged nation by 2030.’
COVID-19 is a grim reminder of what happens when systems fail: a global moral catastrophe where those who need assistance the most are forsaken[footnoteRef:1]. It revealed that pandemics disproportionately affect women worldwide. In Malaysia, the adverse impacts on women and girls led to exacerbation of mental health issues, domestic violence, period poverty, as well as negative consequences arising out of limited or inflexible occupational arrangements and socio-economic empowerment[footnoteRef:2]. The gendered pattern of COVID-19 impact is broadly similar to those witnessed during the HIV/AIDS, Ebola, and Zika outbreaks[footnoteRef:3], further underscoring the need for non-discriminatory public measures that fulfils women’s right to health during both COVID-19 (whose effects continued to be felt) and future pandemics. [1:  Global “moral failure” in distribution of vaccines, says WHO DG, Third World Network, 2021,  https://www.twn.my/title2/intellectual_property/info.service/2021/ip210107.htm]  [2:  Yeo, Amanda. Women’s issues require national attention, New Straits Times, April 10,2022, https://www.nst.com.my/opinion/columnists/2022/04/787562/womens-issues-require-national-attention]  [3:  “The Pandemic is Most Certainly Not Over”. Belgium’s Obligation To Support A Global Public Good Approach To Covid-19 Diagnostics, Vaccines and Therapeutics, Shadow Report to the 83rd Session of the CEDAW, Feminists For A People’s Vaccine Campaign,  https://feminists4peoplesvaccine.org/wp-content/uploads/2022/09/Shadow-Report-to-the-83-Session-of-the-CEDAW-Belgium.pdf] 

In particular, the COVID-19 pandemic exposed and tested the limits of the Malaysian public healthcare sector, where the Malaysian Government had to decant many of the non-COVID patients to the private sector. Overall, the management of non-communicable diseases (NCDs) deteriorated throughout the course of the pandemic. As the pandemic struck there was a diversion of human and financial resources away from NCD patients to concentrate on managing COVID-19 in acute settings. Consequently, between March and June 2020, diabetes, hypertension and cancer patients faced up to two-month appointment delays, increasing to 6 months in some cases when the second wave of the pandemic struck Malaysia[footnoteRef:4]. In relation to NCDs specifically, paragraph 84 of the 6th Report points out that female-related cancers, including breast and cervical, have led to hundreds of thousands of premature deaths among women. In fact, breast cancer (among women) has the highest incidence rate in Malaysia.[footnoteRef:5] The link between the deterioration of healthcare during the pandemic and gender-based discrimination cannot be ignored. Indeed, as noted by the CEDAW Committee in its Guidance Note on CEDAW and COVID-19, “Gender bias in the allocation of resources and diversion of funds during pandemics worsen existing gender inequalities, often to the detriment of women’s health needs.”[footnoteRef:6] [4:  Blueprint on Health Reform in Malaysia. People’s Health Forum, 2022, para 3.11,  https://www.twn.my/title2/books/pdf/Blueprint_Health_Reform_Malaysia.pdf]  [5:  National Strategic Plan For Cancer Control Programme 2021-2025. Ministry of Health Malaysia, 2021, https://www.moh.gov.my/moh/resources/Penerbitan/Rujukan/NCD/Kanser/National_Strategic_Plan_for_Cancer_Control_Programme_2021-2025.pdf]  [6:  CEDAW Committee, Guidance Note on CEDAW and COVID-19, online: https://www.ohchr.org/Documents/HRBodies/TB/COVID19/Guidance_Note.docx.] 


2. Trade-Related Aspects of Intellectual Property Rights Agreement (“TRIPS”) and its impact on equal right to health in Malaysia
a. TRIPS and the ongoing COVID-19 pandemic
According to General Recommendation 24, in relation to international agreements, “States parties should take steps to ensure that these instruments do not adversely impact upon the right to health. Similarly, States parties have an obligation to ensure that their actions as members of international organizations take due account of the right to health.” In this regard, General Recommendation references international financial institutions, such as the International Monetary Fund and World Bank, requiring State parties that are members of these institutions “to pay greater attention to the protection of the right to health in influencing the lending policies, credit agreements and international measures of these institutions.” By analogy, State parties that are members of the World Trade Organisation (WTO), such as Malaysia, are required to pay greater attention to protection of the right to health when engaging with its procedures and agreements, and ensure no adverse impacts. 
In particular, what stands in the way of a timely response to the pandemic, and to non-communicable diseases as well, is the monopoly afforded to pharmaceutical companies under the Trade-Related Aspects of Intellectual Property Rights Agreement (“TRIPS”) before the WTO.  
TRIPS was the result of lobbying by pharmaceutical, biotechnology and chemical industries which sought to ensure that governments entrenched the globalisation of intellectual property protection that disproportionately favours big business. Today, there is widespread concern that the current intellectual property system designed by corporations and developed country governments has become a serious impediment. For decades, TRIPS has exacerbated the problem of timely, equitable, and affordable access to life-saving medicines, with COVID-19 revealing the deadly impact on a global scale.  
Governments often refer to “flexibilities” within TRIPS as a countermeasure to alarms raised about corporate-driven intellectual property regime. These flexibilities include the right to determine what can be excluded from patentability, what can be patented (an “invention” is to be defined by national law), the right to determine patentability criteria (new, inventive step and industrial applicability are defined by national law), the right to establish opposition procedures, to issue compulsory licences to import or manufacture generic versions of a patented product, to parallel import, and others. 

However, COVID-19 showed that TRIPS Flexibilities would not be sufficient to respond to a pandemic. 
On 2nd October 2020, the Governments of India and South Africa made a joint submission (IP/C/W/669[footnoteRef:7]) (“the Waiver Proposal”) to the World Trade Organization seeking a waiver from certain provisions of TRIPS (patents, trade secrets, copyright and industrial designs) in relation to the containment, prevention and treatment of COVID-19. The scope covered diagnostics, vaccines, therapeutics, medical masks, other personal protective equipment, ventilators and other needed medical products. The Waiver Proposal was co-sponsored by 63 other countries including Malaysia and received global support from most of the other developing countries and the international community. [7:  Waiver From Certain Provisions of the TRIPS Agreement for the Prevention, Containment and Treatment of COVID -19. Communication from India and South Africa, WTO, 2 October 2020, IP/C/W/669, https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/IP/C/W669.pdfs] 

Unfortunately, there was a failure to deliver on a comprehensive Waiver. Instead, a “TRIPS Decision” was adopted in June 2022 that only grants increased access to vaccines in a limited way[footnoteRef:8]. Developed countries fought and diluted the original proposal while deferring the application of the Decision to diagnostics and therapeutics.[footnoteRef:9] There is now an ongoing battle[footnoteRef:10] for the extension of the Decision to these much-needed medical tools.   [8:   Lack Of Real IP Waiver on Covid-19 Tool Is A Disappointing Failure for People. MSF, 17 June 2022, https://www.msf.org/lack-real-ip-waiver-covid-19-tools-disappointing-failure-people]  [9:  Paragraph 8 of the Decision reads: “No later than six months from the date of this Decision, Members will decide on its extension to cover the production and supply of COVID-19 diagnostics and therapeutics.” Ministerial Decision on the TRIPS Agreement. WTO Ministerial Conference, 12th Session, 17 June 2022,
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/WT/MIN22/30.pdf&Open=True]  [10:  See D. Ravi Kanth. WTO: GC Suspends Agenda Item On Paragraph 8 of MC12 TRIPS Decision, Third World Network, 22.12.2022, https://www.twn.my/title2/health.info/2022/hi221205.htm and D. Ravi Kanth. Swiss Minister Opposes TRIPS Decision on Diagnostics and Therapeutics, January 2023,
https://www.sunsonline.org/contents.php?num=9730] 


WHO Director-General, Dr. Tedros Ghebreyesus, at his opening remarks at the media briefing on COVID-19, on the 12th January 2023[footnoteRef:11] emphasised that it is the obligation of global leaders “to ensure that breakthrough treatments, as well as reliable tests, are available in all countries. To end the acute stage of the pandemic, the highly effective tools science has given us need to be shared fairly and quickly with all countries of the world. Vaccine inequity and health inequity overall were the biggest failures of last year… I call on citizens of the world, including civil society, scientists, business leaders, economists and teachers to demand that governments and pharmaceutical companies to share health tools globally and bring an end to the death and destruction of this pandemic…We need vaccine equity, treatment equity, test equity and health equity and we need your voices to drive that change. Equity, equity, equity.” [11:  WHO Director-General’s opening remarks at 6th Meeting of the International Health Regulations Review Committee, 12 January 2023, https://www.who.int/director-general/speeches/detail/who-director-general-s-opening-remarks-at-6th-meeting-of-the-international-health-regulations-review-committee---12-january-2023] 


In line with the above and its responsibilities under Article 12 and General Recommendation 24 of CEDAW, Malaysia must now continue to fight for the Decision to be extended to diagnostics and therapeutics without any dilution.


b. TRIPS and barriers to affordable medicine created by Malaysia’s patent system 

	POLICIES AND LAWS IN MALAYSIA THAT IMPACT ON ACCESS TO AFFORDABLE PHARMACEUTICAL PRODUCTS IN MALAYSIA AND WOMEN’S RIGHT TO HEALTH PROTECTED UNDER ARTICLE 12 OF CEDAW
[image: ]


Likewise, the TRIPS regime impacts equitable healthcare in Malaysia. In 2017/2018, the Malaysian Competition Commission carried out a market review of the pharmaceutical sector[footnoteRef:12]. Of the laws and guidelines mentioned above, patents issued under the Patents Act 1983 (which incorporates TRIPS in Malaysia) were identified as a major barrier to affordable pharmaceutical products, due to the manner in which patents are granted in the country and the resulting product monopolies afforded to patent holders[footnoteRef:13]. Each patent that is granted provides 20 years of monopoly from the date of application for a patent. [12: Market Review of Priority Sector Under Competition Act 2020, Pharmaceutical Sector. Malaysia Competition Commission, 27 December 2017, https://www.mycc.gov.my/sites/default/files/pdf/newsroom/Market%20Review%20on%20Pharmaceutical%20Sector.pdf]  [13:  Market Review of Priority Sector Under Competition Act 2020, Pharmaceutical Sector. Malaysia Competition Commission, 27 December 2017, page 39, https://www.mycc.gov.my/sites/default/files/pdf/newsroom/Market%20Review%20on%20Pharmaceutical%20Sector.pdf] 

It is very important and central to the integrity of a patent system that it only grants high quality, deserving patents. As stated above, TRIPS does not restrict Members’ right to define what constitutes patentable subject matter[footnoteRef:14]. Malaysia must adopt strict standards of patentability including provisions that explicitly exclude new uses and forms from patentable subject matter. Rigorous patentability standards in national patent law and in guidelines would:  [14:  Article 27 of the TRIPS Agreement, which contains the provisions as to patentable subject matter, leaves the definition of the relevant terms therein such as “invention” or “fields of technology” to the discretion of each Member country. ] 


· exclude new forms, uses, indications of known compounds from patenting in the patent law 
· exclude patents on combinations, admixtures, and arrangements or rearrangements 
· exclude naturally occurring substances even if isolated and purified 
· exclude diagnostic, therapeutic, and surgical methods for treatment. 

In contrast, Malaysia’s Patents Act and Patent Examination Guidelines allow for a broad range of secondary patents[footnoteRef:15] for pharmaceuticals that have been excluded in some countries because these have an “evergreening effect”[footnoteRef:16] which can have anti-competitive impact on entry of generics or biosimilars, in the case of biological products, driving high prices of treatment for longer and extended periods.  [15:  “Primary patents” are patents on the active molecules themselves. “Secondary patents” are patents which are granted on grounds such as different dosage forms (e.g., tablets, capsules or solutions for injection) or for particular pharmaceutical formulations (mixtures of active agents and other substances which promote the activity of the medicine by, for example, enhancing absorption in the body) or to cover compositions/combinations, esters and ethers, polymorphs, analogy processes, active metabolites etc. ]  [16:  Multiple patents granted for different formulations and often minor changes can prolong market monopoly for more than 20 years of the first patent on an active molecule. A series of such secondary patents creates an “evergreening” effect.  ] 


As in the response to COVID-19, the entry and availability of generics/biosimilars is crucial to recovery and upholding the right to health. Generics/biosimilars expand affordable, timely supply making treatment available for all and is central to the sustainability of health systems. A recent example in Malaysia is the case of trastuzumab, a drug for the treatment for HER-2 positive metastatic breast cancer, sold under the brand name of Herceptin by Roche[footnoteRef:17].  [17:  Dramatic Price Reduction of Trastuzumab in Malaysia. Generics and Biosimilars Initiative, 7 June 2019, https://www.gabionline.net/biosimilars/general/dramatic-price-reduction-of-trastuzumab-in-malaysia ] 


In 2017, one month’s treatment of trastuzumab cost an average of RM8,600, making it clearly unaffordable for most Malaysians[footnoteRef:18]. In December 2018, a biosimilar version of trastuzumab was approved in Malaysia. Following this, the Ministry of Health called for an open tender for the supply of trastuzumab for public use. The biosimilar was approximately 50% of the price of the originator. Roche which participated in the tender, shockingly dropped the cost of Herceptin by 52% overnight. Before the competition from the biosimilar Roche has resisted reducing its price. [18:  See Market Review of Priority Sector Under Competition Act 2020, Pharmaceutical Sector. Malaysia Competition Commission, 27 December 2017, page 100, https://www.mycc.gov.my/sites/default/files/pdf/newsroom/Market%20Review%20on%20Pharmaceutical%20Sector.pdf] 

The price reduction allowed the Ministry of Health to increase patient access in in the public health system[footnoteRef:19].  With this reduction in price, Malaysia included trastuzumab in the 5th Edition of its Essential Medicines List[footnoteRef:20]. In contrast, trastuzumab was included in the WHO Essential Medicines List in 2015[footnoteRef:21] and in neighbouring Thailand in 2014[footnoteRef:22] but the prohibitive pricing by Roche delayed this in Malaysia. [19: Dramatic Price Reduction of Trastuzumab in Malaysia. Generics and Biosimilars Initiative, 7 June 2019, https://www.gabionline.net/biosimilars/general/dramatic-price-reduction-of-trastuzumab-in-malaysia]  [20:  National Essential Medicines List. Pharmaceutical Services Programmes, Ministry of Health Malaysia, 5th Edition, December 2019, https://www.pharmacy.gov.my/v2/sites/default/files/document-upload/neml-5th-ed-2019-latest.pdf. Inclusion in the National Essential Medicines List comes with a commitment to make such medicines in appropriate dosage forms accessible to individuals or the communities, in appropriate quantities with guaranteed quality and at affordable prices: https://www.pharmacy.gov.my/v2/en/documents/national-essential-medicines-list-neml.html]  [21:  WHO Prequalifies First Biosimilar Medicine To Increase Worldwide Access To Life Saving Breast Cancer Treatment. WHO, 18 December 2019,  https://www.who.int/news/item/18-12-2019-who-prequalifies-first-biosimilar-medicine-to-increase-worldwide-access-to-life-saving-breast-cancer-treatment#:~:text=Trastuzumab%20%E2%80%93%20a%20monoclonal%20antibody%20%E2%80%93%20was,about%2020%25%20of%20breast%20cancers]  [22:  From Research To Policy Implementation: Trastuzumab in Early-Stage Breast Cancer Treatment in Thailand. Ronnachai Kongsakon, MD et al, 11 November 2018, https://www.valuehealthregionalissues.com/article/S2212-1099(18)30228-0/fulltext] 

Compelling data from the ACTION study carried out in Malaysia discovered that 45% of the population experienced financial catastrophe within a year following cancer diagnosis. Specifically for private hospitals, direct medical care costs were the main driver for catastrophic payments.[footnoteRef:23] Further, a study on avoidable deaths showed that out of the 2500 women who died of breast cancer in Malaysia in 2012, 50% of these deaths were premature on account of lack of access to screening and treatment services. The poor bore the brunt of the failure.[footnoteRef:24] [23:  Medicine Prices Monitoring in Malaysia, Survey Report 2017. Pharmaceutical Services Programme, Ministry of Health Malaysia, 2018, para 5.6.1,  https://www.pharmacy.gov.my/v2/sites/default/files/document-upload/medicine-price-monitoring-malaysia-2017-final-sep-18.pdf]  [24:  Gwo Fuang Ho et al. The Elephant in the Room -Universall Coverage for Costly Treatments in an Upper Middle Income Country,  November 2017, https://www.researchgate.net/publication/345685409_The_elephant_in_the_room-_Universal_coverage_for_Costly_treatments_in_an_upper_middle_income_country] 

In a further study published in 2022, the team found that “in our study, despite both men and women experiencing comparable costs following cancer diagnoses, there is a hint that women were more vulnerable in terms of coping with the financial strain of cancer-related costs, including that of indirect costs. Previous studies have indeed reported a higher proportion of women who experienced income loss or employment disruption after a cancer diagnosis…Even before their cancer diagnosis, women have been reported to be less likely to own adequate health insurance coverage, more likely to be unemployed, or employed in low-wage jobs or informal sectors, to have fewer saving and have poorer social support…Coupled with pre-existing economic inequalities, it is conceivable that a diagnosis of cancer may render women more financially vulnerable due to their lack of access to economic resources. Nonetheless, we acknowledge that the male participants may have not fully disclosed the extent of their financial hardship due to cultural norms and societal expectations.”[footnoteRef:25] [25:  Noorulain FNU et al. Cancer-related Costs, the Resulting Financial Impact and  Coping Strategies Among Cancer Survivors Living In A Setting With A Pluralistic Health System: A Qualitative Study, 26 September 2022, https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9666287/] 


Multinational pharmaceutical companies tout that the high cost of medicines are directly related to high research and development costs. However, these claims do not hold water and have been repeatedly proven untrue[footnoteRef:26]. In an investigation into the American pharmaceutical industry, Roosevelt Institute found “Contrary to the industry’s claims, unaffordable prescription drugs are not the price we must pay for the industry to find cures and innovate affordable medicines; rather, it is the price tag we pay for an industry that values profits over patients and public health. This profit-seeking is built in part by the rules that govern the industry and, more broadly, our economy that creates wealth for shareholders and executives at the expense of patients. Today’s pharmaceutical industry arises from the rules that govern it; the complex structure of laws, regulations, and institutions that shape corporate decision-making and drive runaway profits.”[footnoteRef:27] [26:  See for eg. Hill, Andrew M et al. Estimated Costs of Production and Potential Prices for the WHO Essential Medicines List, Volume 3, Issue 1,   https://gh.bmj.com/content/3/1/e000571]  [27:  Milani, Katy and Duffy, Devin. Profits Over Patients: How the Rules of Our Economy Encourage the Pharmaceutical Industry’s Extractive Behaviour, February 2019,https://rooseveltinstitute.org/wp-content/uploads/2020/07/RI_Profit-Over-Patients_brief_201902.pdf
] 


Knowing that, it is beholden on the Malaysian Government to critically review its laws and regulations to ensure that these do not entrench a system where society bears the cost, paying for it with their lives. 

As described above, the Patents Act has not incorporated the full extent of flexibilities available under TRIPS. Malaysia needs to amend its patent law and guidelines to adopt stricter criteria to determine what is patentable. Furthermore, the Malaysian Government has not sufficiently utilised TRIPS flexibilities such as compulsory licences to ensure timely access to affordable treatment for its population.

Indeed, members of the WTO affirmed in the 2011 Doha Ministerial Declaration that: 
“We agree that the TRIPS Agreement does not and should not prevent members from taking measures to protect public health. Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner supportive of WTO members’ right to protect public health and, in particular, to promote access to medicines for all.
In this connection, we reaffirm the right of WTO members to use, to the full, the provisions in the TRIPS Agreement, which provide flexibility for this purpose.”[footnoteRef:28] [28: Declaration on the TRIPS Agreement and Public Health. DOHA WTO Ministerial 200, 20 November 2001,  https://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm] 


The incoherencies between the right to health, trade, intellectual property and public health objectives can only be resolved using robust and effective accountability frameworks that hold all stakeholders responsible for the impact of their decisions and actions on innovation and access to health technologies.[footnoteRef:29]”  [29:  Promoting Innovation and Access to Health Technologies. Report of the United Nations Secretary-General’s High-Level Panel On Access to Medicines, September 2016, https://static1.squarespace.com/static/562094dee4b0d00c1a3ef761/t/57d9c6ebf5e231b2f02cd3d4/1473890031320/UNSG+HLP+Report+FINAL+12+Sept+2016.pdf] 


As stated in General Recommendation 24, “The realization of women’s right to health requires the removal of all barriers interfering with access to health services”. 

The global intellectual property regime, upheld by the WTO, is among the strongest structural barriers to accessible, affordable and non-discriminatory healthcare services in Malaysia and across the globe. Therefore, in accordance with Malaysia’s responsibilities under Articles 2 and 12, and General Recommendation 24, of CEDAW to take all appropriate measures to eliminate discrimination in the field of healthcare, we call on the Government of Malaysia to continue to proactively support an extension of the TRIPS Decision to cover COVID-19 diagnostics and therapeutics. 

We also request that the Government to detail the measures which Malaysia is taking to: 

· move towards self-sufficiency of pharmaceutical supply in Malaysia to reduce its reliance on imports. The COVID-19 pandemic taught Malaysians that dependency on (vaccine) imports could potentially become a national security issue;
· use TRIPS flexibilities (including compulsory licenses) to overcome insufficient access to health treatments especially in the case of highly priced medical treatments such as that for cancer; 
· ensure that the spirit of Doha Declaration and the full flexibilities under TRIPS are incorporated into Malaysia’s patent regime;
· support the local pharmaceutical industry for production of generics and biosimilars, vaccines and medical devices towards ensuring self-resilience in Malaysia’s health system. 

[bookmark: _GoBack]“From a human rights perspective, access to medicines is intrinsically linked with the principles of equality and non-discrimination, transparency, participation, and accountability. There remains an intrinsic link between poverty and the realization of the right to health, where developing nations have the greatest need and the least access to medicines. States are obliged to develop national health legislation and policies, and to strengthen their national health systems”[footnoteRef:30] [30:   Access to Medicines and the Right to Health. UN Special Rapporteur on the Right to Health, https://www.ohchr.org/en/special-procedures/sr-health/access-medicines-and-right-health

] 

image1.png
TWN

Third World Network




image2.png
Ministry of Health

* National Medicines Policy 2006 included Generic
Megicines Policy)

+ Guidelne on Good Pharmaceutica Tade Practices 2015
National policy « Sole of Drugs Act 1952

POIiCieS, Laws & objectives:
Guidelines that e frordabl

. a(r:‘cS:srg tao r(v)'\re(fi o ﬁes Ministry of Domestic Trade and Consumer Affairs
affect timely " poens e 1953 amenses 2022
e ntry of = Increase = Patents Regulations 1986 (iost amended 2022)

competition + Potent Exominaton Guidelines 2011

+ Control of Drugs and Cosmetic Reguiations 1984

affordable

pharmaceUtical ’ sgc\)lg‘lg:)ement of * Competition Act 2010
products for domestic industry - Gulnesonelcuot Propery g an Compettion

« intellectual Property Policy 2007
+ Fair Trade Practices Policy 2005

Low 2018
pu blic health Ministry of Science, Technology and Innovation

+ Notional Vaccine Development Roadmap





