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Abstract:

The process of discovering pharmaceuticals is of great importance in our
contemporary life, in a way that without life becomes almost impossible, as this
process is the first building block in the field of pharmaceutical industries to

search for new methods and means of treatment and treatment.

But in fact, the fact that talking about this process is not that simple and
easy, because this process is complicated and difficult in a way that makes it take
a time range that in some cases reaches what is permissible ten years to reach a
chemical formula that can be used later in the manufacturing process
Pharmacokinetics, and during this long period of time, this process will have a set
of effects, some of which are specific to the researcher discovered based on

experience, and some of them are specific to the volunteer subject to them.
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"Y- The countries of the union are pound to assure to nationals of such countries effective
protection against unfair competition.
Y- Any act of competition country to honest practices in industrial or commercial mattes
constitutes an act of unfair competition.
Y- The Following in particular shall be prohibited:
a- All acts of such nature as to create confusion by any means whatever with the
establishment, the goods, the industrial or commercial activities, of competitor.
b- False allegation in the course of tread of such a nature as to discredit the establishment,
the goods, the industrial or commercial activities, of a competitor.
c- Indications or allegations the use of which in the course of trade is liable to mislead the
public as to the nature, the manufacturing process, the characteristics, the suitability for their
purpose or the quantity of the goods.
AVt e Gl aa e (el Lo dane e T
Madny Ly 1O a cGilas n pe cdena (310 e s S3 0T
N OYa (il g e cdena 31l de (5 83 0T
A A a Gl g e cOmn 3 8 e il gl peas 07T
" Directive Y+ +)/Y+/Ec Art Y Par B, (e) "Sponsor" an individual, company, institution or
organisation which takes responsibility for the initiation, management and/or financing of a
clinical trial.
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" Sponsor of clinical trial (¥). (1) in these Regulations, Subject to the Following Paragraphs,
"Sponsor” Means, in Relation to a Clinical Trial, The Person Who Takes Responsibility For
The Initiation Management and Financing "Or Arranging The Financing™ Of That Trial",

™ Medicines for human use regulation, Y+ « ¢, schedule.¥, part), art), An application document
including the following information or, in each case, an explanation of why that information
is not being provided a-b-c-d-e-f.

g- The financial arrangement for the trial, in particular.
i- Sources of funding for the trial and information on financial or other interests of the
applicant relevant to the trial.
ii- The arrangement for remuneration of, or re-imbursement of expenses incurred by,
subjects.
iii- Any provision for compensation in the event or injury or death attributable to the trial.
iv- Details of any insurance or indentify to cover the liability of the sponsor and
investigator and
v- Summary details of any financial arrangement between
aa- The sponsor or person funding the trial and the investigator, and
bb- The sponsor or person funding the trial and the owner or occupier of the trial site".
Of e 28 (e A g 5sall 5 Baaiall ASlaall L de S A o doanall dle Sl cilaiia g 4y 500U Lpaglaiil) Zigel) ™Y
Al 5 g1 A o A o) A8 e i ladil (e Yo o Y ale IS J siie Lglae 5 Al ddall 3 3621 5 4y 5aY)
5 Y g sall dxal g 3y 3all
https://www,gov.uk/govekment/organiztion/nedicines-and-healthcare-produets-
regulatoryagency. ARAEVARVAR BB TS TPk
e BIAT A8y Hlay dulua) a5 ddeall s dpdall Colail) 25 lana e A g jasall Aggl) oo ABIAY) Gl ™
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Ethics committee: is a body responsible for ensuring that medical experimentation and human

research are carried out in an ethical manner in accordance with national and international

law.

Sheila A.M.Mc lean, Journal of Medical Ethics, What and are Clinical ethics Committees for.

YOYANY/Y €5 030 ol www.ncbi.nim,nih.gov s S adsdl e Ui

Cynthia F. Kleppinger, M.D, investigator Responsibilities Regulation and clinical trials

Office of Compliance, YA, P.T,

Y4
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** The code of federal Regulation (CFR) Y447 4 Present.
5 maall Uapall Lige 415 e iy 1900 20l (YY) B ) 58 5 calal) daall () 538 ¢ il () AL 3 guailall
VAY Ll (£0) ady Aaraall Aige A gl e il s Jamall YAAY il (AQ) By B jal) dalad) dsall o 5ild
Jaxall
ped¥) e dplall & saddl g Cojladll (1) ol siall
Y20 o (Gl g e Al jall dpnall s pall 8 Apdall CALENAY) (5ol *7
“* Alison R. Bear, RN, BSN, Susan Devine, CCRP, and, Robert Catalano, Pharm D, Clinical
Investigator Responsibilities, Journal of oncology Practice,
YOYANY/YY 503 &6 www.ncbilhih.gov 1S S a8 sall e #la Sy
The Belmont Report, Office of The Secretary Ethical Principles and Guidelines For The

o

Protection of Human Subjects of Research, April,YA,Yav4,
bl all
Miles Mc Fann, IRB Administration Outreach and Training, the Belemont Report,
Y OVYA/NY/YY s L0 & https://research.ucdavis,edu/wp-content s ASIY) ad sl e ~lia
Y Miles Mc Fann, Ibid.

“* Andrew Grubb, Juduth Laing and Jean Mchale, Principles of Midical Law (Yrd Edition,
Oxford University Press, Y+ V), P.Yo£,
el @l sia ¢ S Alaal cal 3N jalias Vo cnaall o) o Slal 2 b 8 da gl oy sl 310 e B
daphae Vg edinall Ayl g panall S ¢ S cpall Jlen dsane 3 Y EY G ((£Y Q)58 (Yo v v gy (A giall
¢0La (Y1 alaall el V) 8 il o a5l 3 8l pe Gladdes 3 YV a Y AVA ¢ paa 3 jalll
el il ) gl el Tade capdall o) 330 dagads ¢(3) ydanll Al 3 (FAG a (V01) 358 ¢ i 1o (520 ¢V 44
ez Las 1AV oa oY 010 caiball aaedl gl 311 daala ¢ 53Ul A0S e il g A gl o slall Alas ¢ i il
Va1 A9Y b lee dmalall A8ED G pe dAgalall ilihaall o) ialy cadall o) 331 (ol ae 2l deae gl
E10a OV AAY Ol alal dy pall dcagill Hls dgldas dul 5o bl Uadll (Jian sl (cals glig o
Jean penneau, la responsabilite du medecin, Yedition, dalloz, Paris,Y++ ¢, P.3, Andrew grubb,
Judith laing and jean mchale, Op.cit, Y+ )+, P.Vo £,
Lsdy (imy el olid oo 5 3le 3y Gl s Alie Jhu ol il 98 aa g ol ol 23ke e 2a g 6 g 2 DNally sl ol 0 >
O Ga Y0 OV AYY iain YY) (8 (VYA) il ad ) g e Jae gl calall ale 85 i) J sadl
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** Cour De Cassation, Chambre, Zomai Y41,

Y OYA/NY/YY 8L & sroit.wester.ouisse.free fr s ASIY) ad sl e -l

oY

Negligence, Where a duty of care is a breached for negligence may arise, medical
negligence is part of a branch of law called tort,... level eating system that takes account of
the robustness of safety and governance processes in operation.

i- Aperson is owed a duty of care.

ii- Abreach if that duty of care is established .

iii-As adirect result of breach, legally recognized harm has been caused, duty of care and

medical negligence, Oxford academic, BJA education, Volume,)), Issue¢, ), August

Yoy, Pages, YYE-VYY,

°" Merriam Webster, Definition of negligence, since YAYA, Y-a-the quality or state of being

negligent b-failure to exercise the care a reasonably prudent person would exercise in like

circum stances, failure to exercise the degree of care expected of a person of
ordinary prudence in like circum stances.
Y OYANY/YY sl & Merriam-webester.com s S o) siall e ~lia

** Blyth V Birmingham Waterworks Co., Exchequer Court, ¥ February YAe1, Citation (s)
(YA21) )Y Exch YAY, Yol ER V¢V,

"negligence is the omission to do some thing which a reasonable man, guided upon those
consideration which ordinarily regulate the conduct of human affairs, would do, or doing
something which a prudent and reasonable man would nor do."

° in law, a reasonable person, reasonable man, are the man on the clapham omnibus, is a
hypothetical person of legal fiction crafted by the courts and communicated through case
law and jury instructions, reasonable person, page iSsues.

YOYANY/YY L &l enameikipedia.org i s S a8 sall e Ui Jae A8

*" The reasonable person belongs to a family of hypothetical figures in law including, the

"right thinking member of society, As alegal fiction, the reasoble Person" is not an average

person or atypical person.

*¥ Charles J. Lewis, Clinical Negligence, Butter Worths Tolley Publishing Y+« +), P.\Y¥-1Ye,

** Bolam V Friern Hospital management, Y 4°Ym IWLR®AY, English Tort law,

qy
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** Article (¥) Para, B.): The medical care provided to the subjects is the responsibility of an

appropriately qualified medical doctor or, where appropriate a qualified dental practitioner.

" Art ) °- le medecin be peul particpera' des recherché biomedicules sur les personnes que dans
les conditions preveues par la loi, it doit'sa'ssaurer de la = =regulavite et de la perstinence
deces recherché ainsi que de I'objectivte de leurs conclusion.

Le ,medecin traitant qui participle a une recrche biomeducale en tant qu'invesbigateur doit
veiller a'ce que la realization de letude n'altere no la relation de confiance quile lie au patient
ni la continuite des soins, titre ler, devoirs denvaux des medecins art ) °, decret No.92-Y«+
du 1 September Y44¢ portant code de deontologie medicale.

aalle S el g pdiall G 3 Ol ay aiallas i aall e ol JIV) (e (S0 51 & el i gy (3lay Lash L

Azl baaidl (o paill Gaa

"' Marie- paule kieng, Ethical Issues in Patient Safety Research, Interpreting Existing

Guidance, World Health Organization, P.\ -.

" Anderw Grubb, Judith Laing and Jean Mc Haleg Principles of Medical Law, Ibid., P.Vo%,
Carl H. Coleman, Duties to Subjects in Clinical Research, Ibid., P.YAA,

" Good clinical practice (GCP) is an international ethical and scientific quality standard for
designing conducting, recording and reporting trials that involve the participation of human
subjects . ICH harmonized tripartite guideline, guideline for good clinical practice E1 (R)),
Current Step ¢ version, )+ June Y4471,

** This guideline has been developed by the appropriate ICH Expert working group and has
been subject to consolation by the regulatory parties, in accordance with the ICH process.
At step ¢ of the process the final draffy is recommended for adoption to the regulatory
bodies of European Union, Japan and USA.

** gudeline for good clinical practice:

V=YY clinical trial/study

q¢
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Any investigation in human subjects intended to discover or verify the clinical,
pharmacological and/or other pharmacodynamics effects of an investigational product Y-)¥
clinical trial/study report: Awritten description of a trial/study of any. Therapeutic,
prophylactic, or diagnostic agent conducted in human subject, Y-)V.contract: awitten, dated,
and signed agreement between two or more involved parties that sets out any arrangements on
delegation and distribution of tasks and obligations and, if appropriate, on financial
matters. ), 1.confidentiality: prevention of disclosure to other than authorized individuals, of
a sponsor's proprietary information or of a subject's identity.),YV. independent ethics
committee: An independent body, constituted of medical processions and non-medical
members whose responsibility it is to en sure the protection od the rights, safety, and well-
being of human subject involved in atrial.

An b1 e b el L) o (ol o2 a3y el

" Avijayananthan, MBBS, mred and onawawi, MBBS, Mard Frcr , The importance of good

clinical practice guidelines and its role in clinical trials, biomedical Imaging and intervention

Journal University of Malaya, Voulme.¢, Issue.), Y+ +A P.)

Avijayan an than, Nawawi, Ibid., P.¢.

* Part), Para®, Art Y, Form medicine for human use regulation, Y+««¢, code of federal

regulation, £¢¢/YVY, Part ¥, Para, Art ).a.

" The Belmont report Y4V4, part B: Basic ethical principles )-Respect For Person..., Y-

beneficence..... Y- Justice....

" The limits of disclosure as a response to financial conflicts of interest in clinical research, a
white paper by the center for health and pharmaceutical law and policy, Seton Hall
University School of law, December, Y+)+, P.Y-3-1Y,

- The white paper was produced by the staff.

- Kathleen M.Boozang, carl.H. Coleman, kate greenwood, simone handler, Catherine

Finizio.

"' Information sheet guidance for sponsors, clinical investigators, and IRBS, (Form FDA
YovY), U.S. Department of health and human services and drug administration, office of
good clinical practice, may Y+ +, procedural, Para Il, P.Y

- If a foreign clinical study is being conducted under an IND, what are the investigator's

responsibilities with respect to local laws and regulation, investigators are responsible for

q0
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complying with the applicable laws and regulations of the country in which the study is
being conducted, regaedless of whether the study is being conducted under an IND...".
""Medicines Y+ +1 No.Y3YA, Y4 August Y+« 1,
g Y1 e b (3l gl i gsalaall o3 e gL T
Ayl Yoo ¥ L (YYA) &) digall (3T Aa3Y (g (0F) Bkl
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M) Insurance and Compensation in the event of injury in phase I clinical trails, Guidance
developed by the association for the British pharmaceutical industry, June, Y+ Y, P.) +,
1- Insurance or indemnity of the investigator para 1-) Befor the start of a phase | study, the
sponsor must indemnity the investigator cand any CRO Providing the investigator against
any loss incurred by the investigator except to the extent that such claims arise from the
negligence of the investigator in the respect of which the investigator remains responsible,
as between the investigator and the sponsor. Foe these purposes the investigator is the
person responsible for the conduct of a study at a trial site and, if the study is conducted by a
team of individuals, the principal investigator.
" Insurance and compensation, Ibid, P.)+.
1-Y It is important to recognise that the exclusion from the indemnity given by the sponsor of
claims due to negligence only affects the relationship between the sponsor and investigator.
It preserves the sponsor's right of recourse against the investigator in circum stances where
the sponsor pays compensation to a volunteer for injury caused by the investigar's
negligence. In the case of phase | trials, the right of the volunteer to claim compensation
from the sponsor is not affected because, as described in paragraph Y above, the sponsor's
undertaking to pay compensation is given on a :no fault" basis, it arises wherever the

volunteer can show that the volunteer suffered injury through participation in the trial, even

a1
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if the injury was due to the negligence of a person other than the sponsor, however, having
paid such compensation the sponsor is free to seek full indemnity or (depending upon such
circum stances) a contribution from any person whose negligence caused the injury. In such
cirmstances the sponsor has a legitimate interest in establishing that such other person. Have
appropriate in insurance cover.

" Medicines For Human Use Regulation, Part", Art Y, Para ©: In Preparing Its Opinion, The
Cpmmittee Shall Consider, in Particular, The Following Matters....(j) any insurance or
indemnity to cover the liability of the incestigator or sponsor.

(k) the amounts, and, where appropriate, compensating investigator and subjects.

" Directive Y+ +1/Y+/Ec Articles ¥, Part Y: A Clinical Trial May be under Taken Only if, in
Particular: ... (f) provision has been made for insurance or indemnity to cover the liability of
the investigator and Sponsor.

** March YY, Y+, The date that the ACA went into effect.

" Approved Clinical Trials Have An investigational new drug application research regulated
by the U.S food and Drug Administration (FDA) must include an investigational new drug
application, Health in surance coverage of clinical trials, Approved by the cancer. Net
editorial broad\ «/Y + YA

https://www.cancer.net.health-insurance (s S adsall e #lie Cany
AERFVAR VAR BB PR PP

" The Patient Protection and Affordable Care Act, Part 1Y, €Y U.S.A. ¥+ +gg-A Coverage For
Individual Partielpting in approved Clinical Trials.

* Frank Gudsmit, "Global Clinical Trial Liability insurance , Journal of Clinical Research Best
Practices, Vol. 4, No.Y, February, Y- YYm P.)-Y. .

TR
Macbeth, Clinical Trial Insurance What is it and What Do Insurers Need to Know,
YOANY/Y e s 0N &6 Macheths.co.uk i B SV adsall e #la iny

* code da la santé publique, Y4¢o Article L.)Y£Y/Y/¢: "La Recherch Biomeedical exige la

souscription prealable parson promotenr'd’'une assurance garantissant as responsabilite civil

telle qu'elle resulte du present aricle et celle de tout inyervenant indeoendamment de la

nature des liens existant les intervenants et le promomteur.

v



YoXe o (V) L) il pall At g Cpmpen a0l Galdd) adad) / 315 daaly - () 93N AIS /A0 gildl) o glat) dlaa

** Article YY£Y/Ye: "le manquement al'obligation d'assurance prevue al'article L.)Y£Y/Y est
puni, les personnes physiques coupables de l'infraction mentionnee au present article en

courent egalement la peine complementaire d'interdiction...".

(Bl g s sall 138 Juadill e 3540
Sabina Gainotti and Carlo Petriui, insurance policies for clinical trials in the united states and
in some European contries, Journal of Clinical Researchanal bioethics, Volume ), Issue

VYYeo quYy July, Y4, Y.,
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