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Ensuring Health Security of (COVID-19) Innovative
Vaccines in the light of the Algerian and Comparative
Legislations *

Dr. Abdelmoumen Abid
Senior Lecturer (B)

Contracts and Business Law Laboratory, Faculty of Law, University of
Constantine-1- Algeria

abdelmoumen.abid@umc.edu.dz
Abstract:

Although the Corona Virus Pandemic has stimulated Innovation, Research
and Development to explore potential Vaccines; however, the expeditious
launch of any of these products in the Markets should not be done at the
expense of Patient Safety. So, this paper focuses on understanding how
Health Laws and Regulations interfere in order to protect the Patients Health
Security and peoples who exposed to future (COVID19) Vaccinations, and
that's in different Health Systems; we starting with the US health system,
passing through the Algerian health system, reached to the European health
system.

Keywords: Immunization; Vaccinovigilance; Marketing authorization;
Clinical Trials; Health Law
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Caroline Samer, et al., Clinical Division considerations in the context of COVID-19
pandemics, International Union for Basic and Clinical Pharmacology (IUPHAR), May 5,
2020. pp 2-3. Available at:
https://iuphar.org/wp-content/uploads/2020/05/ITUPHAR-Clinical-Division-Considerations-
in-the-Context-of-COVID-19-Pandemics.pdf
(4)See: Uppsala Monitoring Centre (UMC), Global Pharmacovigilance, How to find ICSRs
related to COVID-19 treatments in VigiLyze, UMC, Sweden, Last modified on: April 29,
2020. Available at:
https://www.who-umc.org/global-pharmacovigilance/covid-19/how-to-find-icsrs-related-to-
covid-19-in-vigilyze/ (Accessed on: 01/05/2020)
(5)See: Rebecca Chandler, PHARMACOVIGILANCE IN THE AGE OF COVID-19,
Uppsala Reports, Uppsala Monitoring Centre, Sweden, April 29, 2020. Available at:
https://www.uppsalareports.org/articles/pharmacovigilance-in-the-age-of-covid-
19/(Accessed on: 02/05/2020).
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WHO, DRAFT landscape of COVID-19 candidate vaccines, August 28, 2020.
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19-(3).pdf?sfvrsn=9¢18d69c_7&download=true .(Accessed on:01/09/2020).
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(46) FDA, Center for Drug Evaluation and Research, Benefit versus Risk: how FDA
approves new drugs. In: From test tube to patient: improving health through human drugs.
Special Report (FDA), 1999. P33.
http://www.canceractionnow.org/FromTestTubeToPatient.pdf
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! c&\,U\ 0 5B ( Federal Food, Drug and Cosmetic Act)(FDCA) ezl
(FDA Code of Federal Regulations ) caxe ¥ Vs 321 (3 ¢l sl 5 1481 3,15 (FDA-CFR)
oy 3 (6l plasia S Blall 6 561 & 531 Slllate 542 &y, (CFR). Title 21
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(47)The Center for Drug Evaluation and Research (CDER); Available at:
https://www.fda.gov/about-fda/fda-organization/center-drug-evaluation-and-research-cder
(48)The Center for Biologics Evaluation and Research (CBER); Available at:
https://www.fda.gov/about-fda/fda-organization/center-biologics-evaluation-and-research-
cher

(49)The Center for Devices and Radiological Health (CDRH); Available at:
https://www.fda.gov/about-fda/fda-organization/center-devices-and-radiological-health
(50) International Conference for Harmonization of Technical Requirements for Human Use
(ICH);Available at: https://www.ich.org/
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(51) le Guide Algérien de Pharmacovigilance, Centre National de Pharmacovigilance et de
Matériovigilance, Sis, NIPA, Nouvel Institut Pasteur d’Algérie, Alger, 2019. Pp. 13-14.
http://lwww.cnpm.org.dz/images/guide-pharmaco.pdf

(52) Qualified Person for Pharmacovigilance (QPPV).

(53) Pharmacovigilance System Master File (PSMF).

(54) Individual Case Safety Reports (ICSRs).

(55) Risk Evaluation and Mitigation Strategy (REMS).

(56) CFR- Code of Federal Regulations, Title 21, Sec. 314.80, Applications for FDA
approval to Market a New Drug, Post-marketing reporting of adverse drug experiences.
Auvailable at:
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=314.80

(57) CFR- Code of Federal Regulations, Title 21, Sec. 600.80, Biological products: General,
Post-marketing reporting of adverse experiences. Available at:
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=600.80

(58) CFR- Code of Federal Regulations, Title 21, Part.803, Medical Device Reporting.
Available at:
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=803
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Sl a2 Ul saely (VL J oIl bl s 4 s (FAERS) Ll olusY|
(FAERS) plail 58 s JI 33 Y1 . O D8 al1 3 55U (MAUDE) pusen i cfwa.u
JSCas oy (MAUDE) s 0 (- clgie bl 6,0l Slas Y ot B sas oy
625 O Sy AN Sled dlasl sl s A1 T jdad) i Ludl SN s cple
Sl s ol 6 dast il lasT )
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(59) FDA Adverse Event Reporting System (FAERS). https://www.fda.gov/drugs/questions-
and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-
system-faers-public-dashboard

(60) Manufacturer and User Facility Device Experience (MAUDE).
https://www.fda.gov/medical-devices/mandatory-reporting-requirements-manufacturers-
importers-and-device-user-facilities/manufacturer-and-user-facility-device-experience-
database-maude

L 3l IS plasuialy U3 5 ozl (COVID-19) oMy s 3 g1 D raas dpdor ol 525 (1))

slo et de oy slall s (s 63 saalll el U Alab 5 dnal ol Mall 318 15] Lo dpdond (IS M1 5 s
oo e @ Ulady Ll IS 13) s et &l ol 3 Sl e el Ll (YY)
: il .(COVID-19)

FDA Combating COVID-19 with therapeutics, FDA, Updated May 4, 2020.Pp 1-4.
Auvailable at: https://www.fda.gov/media/136832/download

[0gilsllg doypill dlaa —OgiVillg awabnll aiwll] L

https://digitalcommons.aaru.edu.jo/sharia_and_law/vol90/iss90/7

24


https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-faers-public-dashboard
https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-faers-public-dashboard
https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-faers-public-dashboard
https://www.fda.gov/medical-devices/mandatory-reporting-requirements-manufacturers-importers-and-device-user-facilities/manufacturer-and-user-facility-device-experience-database-maude
https://www.fda.gov/medical-devices/mandatory-reporting-requirements-manufacturers-importers-and-device-user-facilities/manufacturer-and-user-facility-device-experience-database-maude
https://www.fda.gov/medical-devices/mandatory-reporting-requirements-manufacturers-importers-and-device-user-facilities/manufacturer-and-user-facility-device-experience-database-maude
https://www.fda.gov/media/136832/download

[ate Gagall arc 3]

I3l O w55 IO (o M3 3 o el pdl 20ledll 3 355U O pacdany
Ll a3l b 6 el e |S O (IND) isliaiza V1 4 5o Y1 olidas Cor o
B el) ) O 13] Lo 0Ly sLB YT o ol o 32 Y oo T el ol
ol 515 128 8 1o kel Ul oo (b s g0 dpno s ol IB g0 e 0,5
(convalescent &alzdl Lo ydu e J guamld dncs 30 J sao 5 oyl 8 175 50 15 Y]

LY(COVID-19) o L faz CM plasma)

s o B 15 gt (33 ,5UL ple (FDA) & 55Y15 £.38Y15,05] 4y L

T o OLNT 3 e (it (U 8) Ul (oo ) J s 5l
" S G s a1 W15 (Convalescent plasma) "aalidl Loydl" JsYI o 2l
Cff:“ ("U‘ oo 4 guan il ol (aLM;,-;‘ﬁb, icé p> e a5 (Hyperimmune globulin)
ploarl e | 35 U1 5l 3 (g 522+ m s edl] o 1385 ) ot 13 e
1] o (COVID-18) pu 5 1) (5 3l AomdlSU | Lgminay i3 5 1 2 5 el
ST 5 das Ul a3 o5 ol sl B el sllacly (FDA) sl 515 sl sl
Loso" O () s 1 85 5ol SBLIY am Sla Y. (COVID-19) J sLod 530
QU RVARTS .(éOVID-lQ) 02 Qi 055508 el o) s AN 5 MLl

& poiy Cor o) g 293 T.u”.x? £l 93 sa i(Investigational New Drug) sleiu¥I ddd! <l sl (1Y)

bellae ong - et (513N sl 8 pdsennd G sl sy G Ll bl oy g ol ol
%;LA;.,,\J\ G:ll\ CLE.,QA g bl e "QWY| sk | :‘ijiw‘"j"@mw‘m J.U;Y\"
53 Y15 i o sdl bl s &) & oY1 ) (Gl =2 ) i (investigational product)
Dl 4l
CFR - Code of Federal Regulations, Title 2, Sec. 312.3 (a), Definitions and interpretations,
the information on this page is current as of April 1, 2019.
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312 &s
howFR=1&subpartNode=21:5.0.1.1.3.1
(63) FDA Investigational New Drug (IND) or Device Exemption (IDE) Process (CBER),
Recommendations for Investigational COVID-19 Convalescent Plasma, May 1, 2020.
https://www.fda.gov/vaccines-blood-biologics/investigational-new-drug-ind-or-device-

exemption-ide-process-cber/recommendations-investigational-covid-19-convalescent-
plasma
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Caroline S, et al, Clinical Division considerations in the context of COVID-19 pandemics,
op.cit. pp 1-5.
(65) FDA Guidance on Conduct of Clinical Trials of Medical Products during COVID-19
Public Health Emergency, Guidance for Industry, Investigators, and Institutional Review

Boards, March 2020, Updated on April 16, 2020, FDA, April 16, 2020. pp 1-24. At. p5.
https://www.fda.gov/media/136238/download
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FDA Clinical Trial Glossary Final, Glossary of Terms on Clinical Trials for Patient
Engagement Advisory Committee Meeting, FDA, October 11-12, 2017. Pp 1-6.
https://www.fda.gov/media/108378/download
(67) FDA Guidance on Conduct of Clinical Trials of Medical Products during COVID-19
Public Health Emergency..., Updated on April 16, 2020.0p.cit. pp 6-8.
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FDA Clinical Trial Glossary Final, op.cit

(74) FDA Guidance on Conduct of Clinical Trials of Medical Products during COVID-19
Public Health Emergency, Guidance for Industry, Investigators, and Institutional Review
Boards, March 2020, Updated on April 16, 2020.0p.cit. p7.

(75) CFR - Code of Federal Regulations, Title 21: Sec. 312.30, Protocol amendments (b),
and 812.35(a). April 1, 2019. Available at:
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.30
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(77) http://lwww.cnpm.org.dz
(78) M. BELKESSAM, Tout ce que vous devez savoir sur la vaccination, Direction du la
Prévention, MSPRH. Consultez le (22/08/2020).
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(82) Voir: N. LOUMI, lére Communication: Présentation du Centre National de
Pharmacovigilance et de Matériovigilance «CNPM»: IN: Proces-verbal des Journées de
Formation des Collaborateurs Techniques en Pharmacovigilance et en Matériovigilance,
(CNPM) Centre National de Pharmacovigilance et de Matériovigilance, (MSPRH), le 06 et
07 décembre 2017, Alger. P 3.
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(92)Voir: Le Guide Algérien de Pharmacovigilance, Centre National de Pharmacovigilance
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Christy Chuang-Stein, Simon Kirby, Quantitative Decisions in Drug Development, Springer
Series in Pharmaceutical Statistics, Springer International Publishing AG, Switzerland,
2017. pls.
(94) Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community, Code Relating to Medicinal Products for Human Use, (OJ N° 1311,
28.11.2001, p. 67), Amended by: the Directive 2012/26/EU of the European Parliament and
of the Council of 25 October 2012. Available at:
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
1/dir_2001_83_consol_2012/dir_2001_83 cons_2012_en.pdf
(95) See: Eric Abadie, Xavier Luria,(et al.), Benefit-Risk Methodology Project, Development
and testing of tools and processes for balancing multiple benefits and risks as an aid to
informed regulatory decisions about medicinal products, The European Medicines Agency,
Pre-authorization Evaluation of Medicines for Human Use, Doc. Ref. EMEA/108979/2009,
March 12, 2009.p3.
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(96) See: European Medicines Agency, Human regulatory, Legal framework:
Pharmacovigilance, EMA.
https://www.ema.europa.eu/en/human-regulatory/overview/pharmacovigilance/legal-
framework-pharmacovigilance(Accessed on: 03/05/2020).

(97) See: Directive 2010/84/EU of the European parliament and of the Council of 15
December 2010 amending, as regards Pharmacovigilance, Directive 2001/83/EC on the
Community code relating to Medicinal Products for Human Use, Official Journal of the EU,
n° (L 348/74), Issued on: 31.12.2010. Available.at:

https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2010:348:0074:0099:EN:PDFhttps://eu
r-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2010:348:0074:0099:EN:PDF
(98)See: Regulation (EU) No 1235/2010, and Regulation (EC) No 726/2004, and Regulation
(EC) No 1394/2007. O.J of the EU, n° (L 348/1), Issued on: 31.12.2010. Available at:
https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2010:348:0001:0016:EN:PDF
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(99) See: Commission Implementing Regulation No 520/2012 of 19 June 2012, on the
performance of Pharmacovigilance activities provided for in Regulation (EC) No 726/2004
of the European Parliament and of the Council and Directive 2001/83/EC of the European
Parliament and of the Council (Text with EEA relevance), Official Journal of the European
Union, N° L 159/5, of 20.6.2012.Available-at:

https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2012:159:0005:0025:EN:PDF

(100) See: Regulation (EU) No 1027/2012 (applicable since 5 June 2013); Available at:
https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2012:316:0038:0040:EN:PDF

and Directive 2012/26/EU (applicable since 28 October 2013); Available at: https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2012:299:0001:0004:EN:PDF
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EMA, Implementation of the Pharmacovigilance Legislation, Human regulatory, European
Medicines Agency.

https://www.ema.europa.eu/en/human-regulatory/overview/pharmacovigilance/legal-
framework/implementation-pharmacovigilance-legislation (Accessed on: 01/05/2020).
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EMA, Implementation of the Pharmacovigilance Legislation, Human regulatory, European
Medicines Agency.
https://www.ema.europa.eu/en/human-regulatory/overview/pharmacovigilance/legal-
framework/implementation-pharmacovigilance-legislation (Accessed on: 03/05/2020).
(105) See: Committee for Human Medicinal Products (CHMP), Points to consider on
implications of Corona virus disease (COVID-19) on methodological aspects of ongoing
clinical trials, Doc® EMA/158330/2020, EMA, March 25, 2020. P p 1-3. Available at:
https://www.ema.europa.eu/en/documents/scientific-guideline/points-consider-
implications-coronavirus-disease-covid-19-methodological-aspects-ongoing-clinical_en.pdf
(106) See: EMA Guidance on the management of clinical trials during the COVID-19
(Corona virus) pandemic, Version 3, 28/04/2020. Pp 1-21. Available at:
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
10/guidanceclinicaltrials_covid19_en.pdf
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EMA Initiatives for acceleration of development support and evaluation procedures for

COVID-19 treatments and vaccines, 4 May 2020, Doc® EMA/213341/2020. Pp 1-6.
Available at:  https://www.ema.europa.eu/en/documents/other/ema-initiatives-acceleration-

development-support-evaluation-procedures-covid-19-treatments-vaccines_en.pdf .
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(108) See: (CHMP) statement: A call to pool EU research resources into large-scale, multi-
centre, multi-arm clinical trials against COVID-19, Doc® EMA/136815/2020, EMA, March
16, 2020.p p 1-2. Available at: https://www.ema.europa.eu/en/documents/other/call-pool-eu-
research-resources-large-scale-multi-centre-multi-arm-clinical-trials-against-covid-

19 en.pdf
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David Lepay, Jean Toth-Allen, Review of GCP: Goals, Principles, Roles and
Responsibilities, GCP and Clinical Research Inspection, APEC, GCP Inspection Workshop,
APEC /LSIF / Thai FDA workshop, May 27-30, 2008, Bangkok, Thailand. P.p. 1-37.
Available at:
https://admin.ich.org/sites/default/files/2019-
05/Rev_GCP_Goals_Principles_Roles_Resp_Lepay_Toth-Allen_FDA%20%281%29.pdf
(110) See: Guidance on the management of clinical trials during the COVID-19 (Corona
virus) pandemic, Version 3, 28/04/2020. Pp 1-21. Available at:

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
10/guidanceclinicaltrials_covid19_en.pdf
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Treatments and vaccines for COVID-19: Information on ongoing clinical trials in the EU:
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-
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threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19#information-on-
ongoing-clinical-trials-in-the-eu-section (Accessed-on: 11/05/2020).
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David B. Resnik, Efthimios Parasidis, et al., Research-Related Injury Compensation Policies

of U.S. Research Institutions, IRB, n° 36(1), 2014.pp 12-19.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3991013/pdf/nihms-562856.pdf
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(116) Article. 1386-1 du Code civil francais : « Le producteur est responsable du dommage
causé par un défaut de son produit, qu'il soit ou non lié par un contrat avec la victime ».
https://www.legifrance.gouv.fr/codes/id/LEGIARTI000006438879/1998-05-21
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