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Abstract

The outbreak of the COVID-19 pandemic became the biggest health
crisis of our time. Biotechnology research companies have begun a
new era in overcoming the disease by using genetic modification
techniques. The findings of the present study, with a descriptive-
analytical method, indicate that the COVID-19 vaccine based on
genetic modification technology faces two main challenges. First, the
relatively strict regulatory approach to genetically modified
organisms that exists to protect the environment and human health;
compliance with these regulatory requirements may make the
evaluation process for the production of the vaccine a lengthy one.
Second, companies active in this field seek legal protection for their
intellectual property. Critics of intellectual property protection,
however, believe that this type of protection of the COVID vaccine
could potentially affect its accessibility and cost-effectiveness. In the
legal system of the European Union and the United States, special
legal measures have been adopted to address the above challenges.
However, due to the emergency situation caused by the spread of the
disease in the Iranian legal system, we still face Legal vacuum.
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1. Public Readiness and Emergency Preparedness (PREP) Act
2. United States Department of Health and Human Services
3. Coronavirus Aid, Relief, and Economic Security 2020
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1. UN Office of the High Commissioner for Human Rights

2. Scientific and Cultural Organization (UNESCO)

3. European Organization for Nuclear Research (CERN)

4. Statement by UN Human Rights Experts Universal access to vaccines is essential for prevention and
containment of COVID-19 around the world, © November
2020), https:/iwww.ohchr.org/EN/NewsEvents/Pages/DisplayNews.aspx?NewsID=26484&L angID=E

5. International Health Regulations (2005)

6. Committee on Economic, Social & Cultural Rights (CESCR), 2000, “The Right to the Highest
Attainable Standard of Health”, (article 12 of the ICESR), General Comment No. 14.
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2. Gilead Sciences’ COVID

3. remdesivir

4. Gilead Sciences, “Gilead Sciences Statement on State Attorneys General Letter on Remdesivir,”
Company Statement, Aug. 5, 2020.

5. clearing houses

6. subsidiary license
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