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Abstract:

This contribution explains the legal and regulatory requirements for
emergency and temporary authorizations for the use of new vaccines in (COVID-
19) patients, with a focus on other legal and institutional aspects related to
administration of these vaccines in Algerian health system and some of
comparative health systems, which has launched a national programs to immunize
the population and health care workers against the Corona virus. However, the
"hesitancy” to take these innovative vaccines would pose a major challenge for
these systems to defeat this pandemic, given the considerable "uncertainty" about
the safety and efficacy of new vaccines authorized in a short time.

Keywords: Temporary Authorization Use, Vaccine Administration, COVID-19,
Vaccine Hesitancy, Vaccinovigilance.
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https://launchandscalefaster.org/COVID-19
https://www.ich.org/
http://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=env/mc/chem(98)17&doclanguage=en
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% Decision of Medicines and Healthcare products Regulatory Agency (MHRA,,
Regulatory approval of Pfizer/BioNTech vaccine for COVID-19, Published
2 December 2020. https://www.gov.uk/government/publications/regulatory-

approval-of-pfizer-biontech-vaccine-for-covid-19

7 Directive (2010/84/EUy OF the European parliament and of the council of 15

December 2010 amending, as regards pharmacovigilance, (Directive
2001/83/ECy on the Community code relating to medicinal products for

human use, Official Journal of the European Union, L 348/74, of 31.12.2010.
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2010:348:0074:0099:EN:PDF

3% UK DHSC, Consultation outcome, Government response: consultation on
changes to the Human Medicines Regulations to support the rollout of
COVID-19 and flu vaccines, Updated 16 October 2020,

https://[www.gov.uk/government/consultations/distributing-vaccines-and-

treatments—for-covid-19-and-flu/outcome/government-response-consultation-

on-changes-to-the-human-medicines-regulations-to-support-the-rollout-of-

covid-19-vaccines
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https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19
https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19
https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:348:0074:0099:EN:PDF
https://www.gov.uk/government/consultations/distributing-vaccines-and-treatments-for-covid-19-and-flu/outcome/government-response-consultation-on-changes-to-the-human-medicines-regulations-to-support-the-rollout-of-covid-19-vaccines
https://www.gov.uk/government/consultations/distributing-vaccines-and-treatments-for-covid-19-and-flu/outcome/government-response-consultation-on-changes-to-the-human-medicines-regulations-to-support-the-rollout-of-covid-19-vaccines
https://www.gov.uk/government/consultations/distributing-vaccines-and-treatments-for-covid-19-and-flu/outcome/government-response-consultation-on-changes-to-the-human-medicines-regulations-to-support-the-rollout-of-covid-19-vaccines
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UK DHSC, Consultation outcome, Consultation document. changes to
Human Medicine Regulations to support the rollout of COVID-19
vaccines, Updated 16 October 2020.

https://[www.gov.uk/government/consultations/distributing-vaccines-and-treatments—for-

covid-19-and-flu/consultation-document-changes-to-human-medicine-regulations-to-

support-the-rollout-of-covid-19-vaccines
% Legislation.gov.uk, UK Statutory Instruments 2012 No. 1916, PART 10,
Exception-Regulation—174.

https://[www legislation.gov.uk/uksi/2012/1916/regulation/174/made

*! Medicines and Healthcare products Regulatory Agency (MHRA,, Press release,
UK medicines regulator gives approval for first UK COVID-19 vaccine,
Published 2 December 2020. https://www.gov.uk/government/news/uk-

medicines-regulator-gives-approval-for-first-uk-covid-19-vaccine
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Legislation.gov.uk, the Human Medicines (Coronavirus and Influenza

42

(Amendment). Regulations.2020.
https://www legislation.gov.uk/uksi/2020/1125/made
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https://www.gov.uk/government/consultations/distributing-vaccines-and-treatments-for-covid-19-and-flu/consultation-document-changes-to-human-medicine-regulations-to-support-the-rollout-of-covid-19-vaccines
https://www.gov.uk/government/consultations/distributing-vaccines-and-treatments-for-covid-19-and-flu/consultation-document-changes-to-human-medicine-regulations-to-support-the-rollout-of-covid-19-vaccines
https://www.gov.uk/government/consultations/distributing-vaccines-and-treatments-for-covid-19-and-flu/consultation-document-changes-to-human-medicine-regulations-to-support-the-rollout-of-covid-19-vaccines
https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made
https://www.gov.uk/government/news/uk-medicines-regulator-gives-approval-for-first-uk-covid-19-vaccine
https://www.gov.uk/government/news/uk-medicines-regulator-gives-approval-for-first-uk-covid-19-vaccine
https://www.legislation.gov.uk/uksi/2020/1125/made
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Legislation.gov., UK Statutory Instruments 2012 No. 1916, PART 17, Immunity
from civil liability Regulation 345.
https://www legislation.gov.uk/uksi/2012/1916/regulation/345/made
* WHO, Vaccine hesitancy, Ten threats to global health in 2019, WHO, 2019,
https://www.who.int/news-room/spotlight/ten-threats-to-global-health-in-2019
* Gareth Millward, A Disability Act? The Vaccine Damage Payments Act

1979 and the British Government’s Response to the Pertussis Vaccine
Scare, Social History of Medicine, Volume 30, Issue 2, May 2017, Pages 429—447.
https://academic.oup.com/shm/article-pdf/30/2/429/13802111/hkv140.pdf
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Legislation.gov.uk, UK Public General Acts 1979 c. 17, Vaccine Damage
Payments Act 1979. https:/[www legislation.gov.uk/ukpga/1979/17/contents

¥ Christopher Hodges, COVID-19 Vaccines: Injury Compensation Issues,
Legal Research Paper Series, Paper N° 2020, University of Oxford, July 2020. pp
1-7.

https://www.law.ox.ac.uk/sites/files/oxlaw/vaccine_compensation_arrangements_.pdf

* David Cyranoski, Why emergency Covid vaccine approvals could pose a

dilemma, Nature, Vol 588, 3 December 2020. pp 18-19.
https://media.nature.com/original/magazine-assets/d41586-020-03219-y/d41586-

020-03219-y.pdf

* Tbid.

Y FDA, Emergency Preparedness and Response, Pfizer-BioNTech COVID-19
Vaccine, FDA, December 11, 2020. https://www.fda.gov/emergency-

preparedness-and-response/coronavirus-disease-2019-covid-19/ptizer-biontech-

covid-19-vaccine#additional

> FDA, Emergency Use Authorization for Vaccines Explained, What is an
Emergency Use Authorization (EUA)?, FDA, Content current as of:
20/11/2020. https://www.tda.gov/vaccines-blood-biologics/vaccines/emergency-

use-authorization-vaccines-explained

>* Section 564 of the FD&C Act 21 U.S.C. 360bbb-3y, 21 U.S.C. United States
Code, 2011 Edition, Title 21 - FOOD AND DRUGS CHAPTER 9 - FEDERAL
FOOD, DRUG, AND COSMETIC ACT SUBCHAPTER V - DRUGS AND
DEVICES, Part E - General Provisions Relating to Drugs and Devices, Sec.
360bbb-3 - Authorization for medical products for use in emergencies, {360bbb—3.

Authorization for medical products for use in emergencies. From the U.S.
Government Publishing Office, www.gpo.gov.
https://www.govinfo.gov/content/pkg/USCODE-2011-title21/html/USCODE-
2011-title21-chap9-subchapV-partE-sec360bbb-3.htm
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https://www.legislation.gov.uk/ukpga/1979/17/contents
https://www.law.ox.ac.uk/sites/files/oxlaw/vaccine_compensation_arrangements_.pdf
https://media.nature.com/original/magazine-assets/d41586-020-03219-y/d41586-020-03219-y.pdf
https://media.nature.com/original/magazine-assets/d41586-020-03219-y/d41586-020-03219-y.pdf
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/pfizer-biontech-covid-19-vaccine#additional
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/pfizer-biontech-covid-19-vaccine#additional
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/pfizer-biontech-covid-19-vaccine#additional
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/pfizer-biontech-covid-19-vaccine#additional
https://www.fda.gov/vaccines-blood-biologics/vaccines/emergency-use-authorization-vaccines-explained
https://www.fda.gov/vaccines-blood-biologics/vaccines/emergency-use-authorization-vaccines-explained
http://www.gpo.gov/
https://www.govinfo.gov/content/pkg/USCODE-2011-title21/html/USCODE-2011-title21-chap9-subchapV-partE-sec360bbb-3.htm
https://www.govinfo.gov/content/pkg/USCODE-2011-title21/html/USCODE-2011-title21-chap9-subchapV-partE-sec360bbb-3.htm
https://www.govinfo.gov/content/pkg/USCODE-2011-title21/html/USCODE-2011-title21-chap9-subchapV-partE-sec360bbb-3.htm
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21 U.S.C. United States Code, 2011 Edition, Title 21 - FOOD AND DRUGS
CHAPTER 9 - FEDERAL FOOD, DRUG, AND COSMETIC ACT
SUBCHAPTER V - DRUGS AND DEVICES, Part E - General Provisions
Relating to Drugs and Devices Sec. 360bbb-3 - Authorization for medical products
for use in emergencies, §360bbb—3. Authorization for medical products for
use Iin emergencies. From the U.S. Government Publishing
Office, www.gpo.gov . https://www.govinfo.gov/content/pkg/USCODE-2011-
title21/html/USCODE-2011-title21-chap9-subchapV-partE-sec360bbb-3.htm

> Public Health Service Act, Section 319 ()2 42 U.S.C. 247dy?2): Public
Health Emergencies. https://www law.cornell.edu/uscode/text/42/247d

>* Section 564(by(1y(Cy of the FD&C Act (21 U.S.C. 360bbb-3(by(1yCy).

> Section 564(by(1) of the FD&C Act (21 U.S.C. 360bbb-3(by(1y).

*® Food and Drug Administration, Center for Biologics Evaluation and Research,

Contains Nonbinding Recommendations, Emergency Use Authorization for
Vaccines to Prevent COVID-19 Guidance for Industry, U.S. Department of
Health and Human Services, Document issued on February 22, 2021. This
document supersedes the guidance of the same title issued on October 2020.p 4.
https://www.fda.gov/media/142749/download
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http://www.gpo.gov/
https://www.govinfo.gov/content/pkg/USCODE-2011-title21/html/USCODE-2011-title21-chap9-subchapV-partE-sec360bbb-3.htm
https://www.govinfo.gov/content/pkg/USCODE-2011-title21/html/USCODE-2011-title21-chap9-subchapV-partE-sec360bbb-3.htm
https://www.law.cornell.edu/uscode/text/42/247d
https://www.fda.gov/media/142749/download
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> FDA, Emergency Use Authorization for Vaccines to Prevent COVID-19
Guidance for Industry, Op.cit .p 5.
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o' WHO, Roadmap for evaluation of AstraZeneca AZD1222 Vaccine
against Covid-19, World Health Organization, 30 October 2020.pp 1-7.

https://www.who.int/publications/m/item/roadmap-for-evaluation-of-astrazeneca-

60

azd1222-vaccine-against-covid-19
62

WHO, Guidelines on regulatory preparedness for provision of
marketing authorization of human pandemic influenza vaccines in non-

vaccine-producing countries, Expert Committee on Biological Standardization,

World Health Organization, 17 to 21 October 2016. Pp 1-28.

https://www.who.int/biologicals/expert_committee/PIP_Non-

producer_guide_BS_final-working version-19102016-clean.pdf

% WHO, Annex 5: Guidelines on import procedures for medical products,
WHO Expert Committee on Specifications for Pharmaceutical Preparations, World
Health Organization, Fifty-third report, 2019.
https://www.who.int/medicines/areas/quality_safety/quality_assurance/ WHO_TRS
_1019_Annex5.pdf?ua-1
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% WHO, Annex 5: Guidelines on import procedures for medical ..., Op.cit.
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WHO, Annex 2: Guidelines for independent lot release of vaccines by
regulatory Authorities, WHO Expert Committee on Biological Standardization,
World  Health  Organization,  Sixty-first  report, 2013. Pp  1-32.
https://www.who.int/biologicals/TRS_978_Annex_2.pdf
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https://www.who.int/publications/m/item/roadmap-for-evaluation-of-astrazeneca-azd1222-vaccine-against-covid-19
https://www.who.int/biologicals/expert_committee/PIP_Non-producer_guide_BS_final-working_version-19102016-clean.pdf
https://www.who.int/biologicals/expert_committee/PIP_Non-producer_guide_BS_final-working_version-19102016-clean.pdf
https://www.who.int/medicines/areas/quality_safety/quality_assurance/WHO_TRS_1019_Annex5.pdf?ua=1
https://www.who.int/medicines/areas/quality_safety/quality_assurance/WHO_TRS_1019_Annex5.pdf?ua=1
https://www.who.int/biologicals/TRS_978_Annex_2.pdf
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WHO, Regulatory updates on COVID-19, World Health Organization, 2020.

Pp 1-10. https://www.who.int/publications/m/item/21st-who-regulatory-update-on-covid-19
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https://www.who.int/teams/regulation-prequalification/covid-19
68

NRC, The unique database on national immunization technical

advisory groups, NITAG Resource Center, 2020, https://www.nitag-

resource.org/
% WHO, National advisory committees on immunization, World Health
Organization, 2020.
https://www.who.int/immunization/sage/national_advisory_committees/en/
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"2 CNPM, Actualisation du Calendrier National de Vaccination, Bulletin de

Pharmacovigilance N°1, Centre National de Pharmacovigilance et de

Matériovigilance, Alger, Janvier 2020. Pp 19-20.

& Comité Technique National Consultatif de Vaccination (CTNCV). Le

CTNCV a été mis en place par arrété ministériel m°® 68 du 02 Aott 2012 et

décision n® 94 du 19 Mai 2013).
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> S. Mesbah, D. Fourar, L. Benbernou, Guide Pratique de Mise en ceuvre du

Nouveau Calendrier National de Vaccination: a I'usage des personnels de

santé, Direction Générale de la Prévention et de la Promotion de la Santé,
MSPRH, Alger, 2018. PS8 .
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