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 La Recherche Clinique 

 

Le terme de recherche clinique recouvre 

l’ensemble des recherches, à visée médicale, 

menées sur l’être humain, malade ou non; 
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https://aviesan.fr/fr/aviesan/accueil/menu-header/r-d-bio-medicaments 

ECHELLE DE NIVEAU DE MATURITÉ 

TECHNOLOGIQUE  

TRL, Technology Readiness Level 

Maghreb Pharma – Clinical Studies – Alger le 19/09/2018 



© 2008 Galenica Group 

Les études de Phases 

(1) Source LEEM 

Phase 1 

• Essais sur Volontaires Sains pour juger de la sécurité d’emploi du médicament. Des 
quantités croissantes sont administrées, sous surveillance médicale 

Phase 2 

• Essais sur de petits groupes de patients 

• But : évaluation de l’activité du médicament et recherche de la dose optimale. Meilleur 
effet thérapeutique pour le moins d’effets secondaires. 

Phase 3 

• Essais Pivots, Multicentriques, dans des conditions habituelles d’utilisation. L’efficacité et 
la tolérance sont évaluées de façon comparative au traitement de référence et/ou au 
placebo. Un grand nombre de patients est inclus dans ces études.   

• But : Confirmer l’efficacité du médicament 

Phase 4 
• Essais Post-Marketing (après la délivrance de l’AMM) 
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(1) Source LEEM 
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L’Argent  .. 
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 Apports de La Recherche Clinique 

 Les essais cliniques contrôlés contribuent à apporter les 

évidences supportant les stratégies thérapeutiques.  

 

 Les seuls à pouvoir démontrer, sur des bases scientifiques 

rigoureuses évitant tous les biais d'une interprétation 

subjective, l'efficacité et la sécurité d'un traitement 

pharmacologique.  
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Les essais cliniques sont souvent perçus comme expérimentaux, 

risqués, voire dangereux.  

 

 

 La recherche est parfois plus sûre que la médecine quotidienne 

car elle nécessite des mesures de sécurité supplémentaire. 

 

 

 Apports de La Recherche Clinique (2) 
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Les femmes qui participent à des essais cliniques en obstétrique 

et en gynécologie ont 25% de chances en plus de voir leur santé 

s'améliorer, par rapport aux femmes qui ne participent pas à ces 

études. 
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Pourquoi la Recherche Clinique est‐elle Stratégique ? 
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 La recherche clinique a une valeur formatrice et structurante :  

- un mode privilégié d’accès à l’innovation thérapeutique pour le 

patient,  

- une source de formation continue pour les personnels 

médicaux et soignants et améliore ainsi la qualité des soins.  

 

 Elle contribue à la réputation de la médecine d’un pays  
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UN ENJEU PLANETAIRE (1) 

 
 

http://www.leem.org/7e-enquete-attractivite-de-france-pour-recherche-clinique-internationale-leem-appelle-tous-les-acteu 
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UN ENJEU PLANETAIRE (2) 

 
 

http://www.leem.org/7e-enquete-attractivite-de-france-pour-recherche-clinique-internationale-leem-appelle-tous-les-acteu 
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Nombre d’études et taux de particpation : 

Ex. France  
 

http://www.leem.org/7e-enquete-attractivite-de-france-pour-recherche-clinique-internationale-leem-appelle-tous-les-acteu 
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Aires Thérapeutiques 

 



 Comme toute activité scientifique, la recherche clinique est 

internationale et les données venues de toute la planète 

s’additionnent les unes aux autres pour améliorer la connaissance 

des maladies et de leurs traitements, 

Maghreb Pharma – Clinical Studies – Alger le 19/09/2018 



Le cancer du sein est le cancer féminin le plus fréquent dans 

les pays de l'OCDE.  

 

Il est la principale cause de mortalité féminine liée au cancer, 

estimée à 11,913 décès en 20151. 

 

[1] OECD (2015) Pages :158–159. 

 
IMPACTS DE LA RECHERCHE :  

Evolution de la Prise en charge du Cancer du Sein   
 



Joseph A. Sparano, MD 

Background: Role of Adjuvant Chemotherapy in 
Early Breast Cancer 

• Adjuvant chemotherapy reduces recurrence in ER-positive, 

node-negative breast cancer 

 

• U.S. N.I.H consensus panel in 2000 concluded “…adjuvant 

..chemotherapy … should be recommended to the majority 

of women with localized breast cancer regardless of lymph 

node, menopausal, or … receptor status.”  

SPECIAL ARTICLE
National Institutes of Health Consensus Development

Conference Statement: Adjuvant Therapy for Breast

Cancer, November 1–3, 2000

National Institutes of Health Consensus Development Panel*

Objective: Our goal was to provide health-care providers,

patients, and the general public with an assessment of cur-

rently available data regarding the use of adjuvant therapy

for breast cancer. Participants: The participants included a

non-Federal, non-advocate, 14-member panel representing

the fields of oncology, radiology, surgery, pathology, statis-

tics, public health, and health policy as well as patient rep-

resentatives. In addition, 30 experts in medical oncology,

radiation oncology, biostatistics, epidemiology, surgical on-

cology, and clinical trials presented data to the panel and to

a conference audience of 1000. Evidence: The literature was

searched with the use of MEDLINE® for January 1995

through July 2000, and an extensive bibliography of 2230

references was provided to the panel. Experts prepared ab-

stracts for their conference presentations with relevant cita-
tionsfrom the literature. Evidence from randomized clinical
trials and evidence from prospective studies were given pre-
cedence over clinical anecdotal experience. Consensus Pro-
cess: The panel, answering predefined questions, developed
its conclusions based on the evidence presented in open fo-
rum and thescientific literature. Thepanel composed a draft
statement, which was read in its entirety and circulated to
the experts and the audience for comment. Thereafter, the
panel resolved conflicting recommendations and released a
revised statement at the end of the conference. The panel
finalized the revisions within a few weeks after the confer-
ence. The draft statement was made available on the World
Wide Web immediately after its release at the conference
and was updated with the panel’s final revisions. The state-
ment is available at http://consensus.nih.gov. Conclusions:
The panel concludes that decisions regarding adjuvant hor-
monal therapy should be based on the presence of hormone
receptor protein in tumor tissues. Adjuvant hormonal
therapy should be offered only to women whose tumors ex-
press hormone receptor protein. Because adjuvant polyche-
motherapy improves survival, it should be recommended to
the majority of women with localized breast cancer regard-
lessof lymph node, menopausal, or hormone receptor status.
The inclusion of anthracyclines in adjuvant chemotherapy
regimens produces a small but statistically significant im-
provement in survival over non-anthracycline-containing
regimens. Available data are currently inconclusive regard-
ing the use of taxanes in adjuvant treatment of lymph node-
positive breast cancer. The use of adjuvant dose-intensive
chemotherapy regimens in high-risk breast cancer and of
taxanes in lymph node-negative breast cancer should be re-
stricted to randomized trials. Ongoing studies evaluating
these treatment strategies should be supported to determine

if such strategies have a role in adjuvant treatment. Studies
todatehave included few patientsolder than 70 years. There
is a critical need for trials to evaluate the role of adjuvant
chemotherapy in these women. There is evidence that
women with a high risk of locoregional tumor recurrence
after mastectomy benefit from postoperative radiotherapy.
This high-risk group includes women with four or more
positive lymph nodes or an advanced primary cancer. Cur-
rently, the role of postmastectomy radiotherapy for patients
with one to three positive lymph nodes remains uncertain
and should be tested in a randomized controlled trial. Indi-
vidual patients differ in the importance they place on the
risks and benefits of adjuvant treatments. Quality of life
needstobeevaluated in selected randomized clinical trialsto
examine the impact of the major acute and long-term side
effects of adjuvant treatments, particularly premature
menopause, weight gain, mild memory loss, and fatigue.
Methods to support shared decision-making between pa-
tients and their physicians have been successful in trials;
they need to be tailored for diverse populations and should
be tested for broader dissemination. [J Natl Cancer Inst
2001;93:979–89]

Each year, more than 180 000 women in the United States are

diagnosed with breast cancer, the most common type of noncu-

taneous cancer among women in this country. If current breast

cancer rates remain constant, a woman born today has a one in

10 chance of developing breast cancer.

Because of continuing research into new treatment methods,

women with breast cancer now have more treatment options and

a better chance of long-term survival than ever before. The pri-

mary treatment of localized breast cancer is either breast-

conserving surgery and radiation therapy or mastectomy with or

without breast reconstruction. Systemic adjuvant therapies that

are designed to eradicate microscopic deposits of cancer cells

that may have spread or metastasized from the primary breast

cancer have been demonstrated to increase a woman’s chance of

long-term survival.

Systemic adjuvant therapies include chemotherapy (antican-

cer drugs) and hormone therapy. In addition to these systemic

*The members of the Consensus Development Panel are the authors of this

article (see page 984).

Correspondence to: John A. Bowersox, Communications Specialist, Office of

Medical Applications of Research, National Institutes of Health, Bldg. 31, Rm.

1B03, Bethesda, MD 20892 (e-mail bowersoj@od.nih.gov).

See “Notes” following “References.”

© Oxford University Press

Journal of the National Cancer Institute, Vol. 93, No. 13, July 4, 2001 SPECIAL ARTICLE 979

Downloaded from https://academic.oup.com/jnci/article-abstract/93/13/979/2906180
by Albert Einstein College of Medicine user
on 22 May 2018

Mansour et al. N Eng J Med 1989; 320:485-490; JNCI 2001; 93: 979–989  
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Chimiothérapie adjuvante dans le cancer du sein 

 

Walgren et al. JCO 2005;23:7342-7349 



L'utilisation du Score de Récurrence® (RS) est intégré (Signature 

Génomique) dans toutes les recommandations internationales telles que 

ASCO®, NCCN®, ESMO® et le consensus de St-Gallen. 2-5   

 

Elle permet de personnaliser la décision thérapeutique dans la prise en 

charge du cancer du sein.  

 

Ainsi, chez les patientes présentant un faible risque, la chimiothérapie 

adjuvante peut être évitée.  
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SIGNATURE GENOMIQUE ET …  

CHANGEMENT DE PARADYGME ..  
 



Oncotype DX® Clinical Validation: 

 NSABP B-14, Distant Recurrence 

  Distant recurrence over 

time 
10-Year rate of recurrence 

= 6.8%* 
95% CI: 4.0%, 9.6% 
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Paik S, et al. N Engl J Med. 2004;351:2817-2826. 
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RS < 18, n = 338 

RS 18-30, n = 149 

RS ≥ 31, n = 181 

All Patients, n = 668  

P < 0.001 

*10-Year distant recurrence comparison between low- and high-risk groups: P < 0.001 

RS, Recurrence Score® result 



Oncotype DX® Clinical Validation: 
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Oncotype DX® Clinical Validation: 
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 Les différentes tests génomiques ont permis de quantifier le risque 

de récidives potentielles sous hormonothérapie sur la base de 

validation à travers des études randomisées rigoureuses et le 

niveau de preuve fondée sur l’EBM (Evidence Based Medecine). 
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High Recurrence Score® Result Correlates with 

Greater Benefit from Chemotherapy (NSABP B-20) 

RS, Recurrence Score result 
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N Events 
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P = 0.02 

RS 18-30 
Tamoxifen + chemotherapy 

Tamoxifen 

89 

45 

9 

4 
P = 0.39 

RS < 18 
Tamoxifen + chemotherapy 

Tamoxifen 

218 

135 

8 

4 
P = 0.61 

N Events 

RS ≥ 31 
Tamoxifen + chemotherapy 

Tamoxifen 

117 

47 

13 

18 
P < 0.001 

PATIENTS WITH HIGH RS 

28% absolute benefit from 

tamoxifen + chemotherapy 

Paik S, et al. J Clin Oncol. 2006;24:3726-3734. 



 Avec l’avènement de l’étude des gènes de la tumeur initiée par la 

classification moléculaire, l’aide à la décision pour une 

chimiothérapie n’est plus seulement basée sur les critères clinico-

pathologiques comme la taille de la tumeur, l’atteinte ganglionnaire, 

le grade histo-pronostique, les emboles vasculaires, les récepteurs 

hormonaux, la surexpression d’HER2, le Ki67 et l’âge, mais aussi 

sur des critères génomiques. 
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Trial Assigning IndividuaLized Options for TReatment (TAILORx): 
 

Phase III trial of chemoendocrine therapy versus endocrine therapy alone in 
hormone receptor-positive, HER2-negative, node-negative breast cancer and an 

intermediate prognosis 21-gene recurrence score. 
 

Joseph A. Sparano, et al. On behalf of the TAILORx Investigators 
 

 

N=10,253 women aged 18-75 years of age with tumours 
from 1.1 to 5.0 cm in size (or 0.6-1.0 cm and 

intermediate or high grade tumours).   

Joseph A. Sparano, MD 

Used with permission from Dr. J Sparano and ASCO. 

https://www.esmo.org/Oncology-News/ASCO-2018-TAILORx-Guides-Adjuvant-Chemotherapy-in-Breast-Cancer 



Joseph A. Sparano, MD 

TAILORx Results - ITT Population:  
Recurrence Score® result 11-25 (Arms B & C) 

Primary Endpoint 
Invasive Disease-Free Survival 

836 IDFS events after median 

of 7.5 years 

 

•338 of 836 (40.3%) with 

recurrence as first event 

•199 of 836 (23.8%) were 

distant recurrence 

Used with permission from Dr. J Sparano and ASCO. 

CHEMO + ET 

ET Alone  
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Treatment decisions changed in nearly two-third of all cases, and that 76% of the study 
population received HT.  These findings warrant further consideration for the use of this 
genomic assay in patients early stage ER(+) and HER2(-) BC in France.  



LES RAISONS DE SE MOBILISER 

 
 

 Pour le Patient : accéder au progrès et à l’Innovation 

thérapeutique, 

 

Pour les équipes soignantes : Favoriser la qualité des soins et 

l’excellence en attirant les compétences et en rayonnant à 

l’international, 

 

 Pour les industriels : renforcer la compétitivité et la recherche 

efficiente,  

 

 Pour le pays : Accroitre l’attractivité et la notoriété dans le 

domaine de la recherche et augmenter la visibilité à l’international   
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… UN ECOSYSTEME FAVORABLE  

 
 

 Réduire les délais des autorisations des études 

 

 Faciliter la diversification de la Recherche Clinique  

 

 Renforcer la formation des Professionnels de Santé 

 

 Informer et mobiliser les patients 
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UNE GAMME COMPLETE DE SERVICES 

 

http://www.axelys-sante.com/ 

http://www.axelys-sante.dz/ 



Merci 
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