Objectives:

1. Appreciate the importance of ethics in
research

2. Understand the principles of research ethics

3. Appreciate the ethical requirement of
research

Ethics in health research
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Research

What is research ?

------------------------------------------------------------------------------

- Research:

€ Aclass of activities designed to develop or contribute to generalizable knowledge

€ A careful and detailed study into a specific problem, concern, or issue using the
scientific method

->  Practice : A class of activities designed solely to enhance the wellbeing of individual patient.
Diagnosis, preventive treatment or therapy.

Classes of research

Research

Phases Of clinical research

Animal / Phase 1 Phase 2 Phase 3 FDA Approval Phase 5 (after
Laboratory 15-30 volunteers <100 volunteers 100 - 1000s approval)
studies volunteers
About 4.5 years Tolerability Comparison About 1.5 years Comparison
Pharmacokinetics Effectiveness Effectiveness Side effects
Pharmacodynami Dosage safety Side effects
cs

Phase 1+2+3 =
About 8.5 years

448 dla 54l we look or the pharmacokinetics-pharmacodynamics ¥+-)0 (e (5o shie callaiy paV) dls jall Jais Gal (IS 43 Ld 1)) o=y working in the animals in the lab 4= «We start first (0)
Lead 20n (oam je sa LlE 5 Vo v e BB ()5S (e ghalal) (e S 23 22

.. Effectiveness, dosage , safety
ol jo juadll (K1 aweall adll e ) pall (e adla Gl e anlle 08 5 ) jumy A Jis effect of drug , side effectsd) Ys) 2aae &5 )il Alae 1agis s 1000-100 ) Cne shiall dae 3 3 ey Y Als

(A sha 3 yisl 4ty ya ile 2ay ) o 52l (3UY after approvald) 4 s e JAl Jsh e 4 jaill aay



Research & Ethics

Nuremberg Code

------------------------------------------------------------------------------

© INFORMED CONSENT

o QUALIFIED RESEARCHER

o APPROPRIATE RESEARCH DESIGN
© FAVORABLE RISK/BENEFIT RATIO
o PARTICIPANT FREEDOM TO STOP

------------------------------------------------------------------------------

® PROTECTION OF RELIGION
o PROTECTION OF HUMAN LIFE
® PROTECTION OF THE MIND

o PROTECTION OF PROGENY

® PROTECTION OF PROPERTY

® IF AN OBLIGATION CANNOT BE COMPLETED EXCEPT WITH SOMETHING, THAT
(SOMETHING) BECOME OBLIGATORY.
o AS (m b cals sed 4 W caalsl 4 Y L

o  "You all a shepherd who is responsible for all of his heard”
0 Ahe e Jyspue SISyl ) SIS



Research & Ethics

Importance of ethics in research

o Protection of participants

o Safeguard against exploitation

o Ensure respect of individuals , dignity , confidentiality & privacy
o Ensure good clinical practice in research

o Safeguard against violations in research & research misconduct.

---------------------------------------------------------------------------

D ional & £ cgaadl) aadl) g Al Qilall (385
) evo.tlona purposes & purposes of law. Aol el sl Bia 5 58a3 o
e Bestinterest. . . .
) o . Aaladd) 38a3 o
e Preventing & elimination harm. . v s
Axd g ppall gy e
e Consequences. e ..
Protecting rights A o
© g rights. Gsiall Bis o
e Duty of care & caring. . e
: . : Al caly @88 o
e Observing moral principles & virtues. . ot
. . el p o abil el o
o Good treatment / dealing with people. ) o ke
Observing fighi brinciol ) ga Jalail) B BAY s @
) serving fighi principles. A g Be e o
Major principles of research iIn islam
Two major principles:
The accruement of benefits |  The warding off of harm

______________________________________________________________________

Five grand principles:

5 ground principles




Ethical Requirements

Responsible use of finite resources

- Avoidance of exploitation

- Not to expose human being to potential harms without some possible
social or scientific benefit

- Prioritization

- Proposed subject population
- Review design
- Risk Benefit Ratio

“ Conflict of interest “

Use accepted scientific principles & methods to produce reliable & valid data

Selection of subjects so that stigmatized and vulnerable individuals are not
targeted for risky research

JUSTICE

- Protecting privacy

- New risks or benefits

- Result of clinical research

- Maintaining welfare of subjects

“ Autonomy & right “

- Minimizing Risk
Favourable risk-benefit - Enhancement of Potential benefits
ratio

Non- Maleficence , Beneficence “

It is consent given by a competent individual who:
1. received the necessary information
2. has adequately understood the information
3. after considering the information, has arrived at a decision without been
subject to coercion, undue influence or inducement or intimidation.

BATESON'S CUBE

i . . Bateson's cube evaluates proposed Quality
Observance of sharia principles gn.d law  research through three criteria: the o High
Observance of the local laws/policies - degree of animal suffering, the quality : _ Animal
. of the research, the potential medical Low Hign Low ST

benefit. Certainty of medical benefit



Informed Consent

Definition

Is a process by which an individual voluntarily expresses his or her willingness to participate in a

. particular study, after having been informed of all aspects of the study that are relevant to the
. decision to participate

Conditions

5 conditions

Essential elements

A statement that the study involves research

®
© A description of any reasonably foreseeable risks or discomforts to the subject.

e A description of any expected benefits to the subject or to others.

e A disclosure of appropriate alternative procedures or courses of treatment, if any
e Assurance of confidentiality

e A statement about compensation

e Contact details

e Assurance of voluntariness of participation

e Unforeseeable risks i e Consequences of withdrawal
e Termination of participation : . o Significant new findings

e Additional costs : . © Number of participants



Informed Consent Cont.

Informed consent readability

e Language:

Language of participants , explanation / interpretation , simple language
e Legibility

e Avoid medical jargon

Minimal risk

Rights and welfare of participants protected
Research not possible without a waiver
Appropriate information provided

Research Virtues & Groups

Research virtues

o Sincerity / faithfulness

e Observance of Allah

o Integrity / honesty:
o  Originality of the study
o  Review of previous studies
o  Truthfulness about the benefits & risks
o  Scientific integrity & capacity
o Impartiality
o  Appropriate research team

o  Observing rights of collaborators

-----------------------------------------------------------------------------

o Definition : o Types of vulnerability

. A vulnerable participant is an individual who ghy§|lcol

- lacks the ability to fully consent to participate OC'G_ _ o
- - Cognitive / communicative
. in a study :

: _ _ - Economic

- Old, , prisoners, sick, poor

- Institutional



Lecture Summary

A class of activities designed to develop or contribute to generalizable
knowledge A

Dgﬁers‘::gzh()f & careful and detailed study into a specific problem, concern, or issue
using the scientific method
Basic Qualitative Experimental Therapeutic
or or or non-experimental or non-therapeutic
Classes of Applied Quantitative
Research
->  Protection of participants
=>» Safeguard against exploitation
Importance of =>»  Ensure respect of individuals , dignity , confidentiality & privacy
Ethics =>  Ensure good clinical practice in research
=>» Safeguard against violations in research & research misconduct

-Devotional purposes & purposes of law -Duty of care & caring

-Best interest - Observing moral principles & virtues
-Preventing & elimination harm - Good treatment / dealing with people
-Consequences -Observing fighi principles

-Protecting rights

Respect of

g : . . Favourable
Scientific Independent g Fair subject Potential & ) )
) Scientific ) risk-benefit Informed
Value Review o selection enrolled ]
validity _ ratio Consent
subjects

a process by which an individual voluntarily expresses his or her willingness to
Definition participate in a particular study, after having been informed of all aspects of the study
that are relevant to the decision to participate.

Conditions Right - Cognizance - Capacity- Voluntariness - Lawful Procedure



Questions

(1) which of the following is one of the importance of ethics?

C) discovering new drugs

D) A &B

A) Protection of participants

B) ensure dignity

(2) Animal and laboratory studies takes about?
C) 3.5 years

A) 1.5 years D) 4.5 years
B) 2.5 years

(3) which of the following is a major islamic principle in research ?
C) intent in all-important in action

A) warding off of harm _ -
D) hardship engenders facilitation

B) custom is true

(4) which of the following is an ethical requirement?

A) scientific validity C) Favourable risk-benefit ratio

B) Scientific Value D) all of the above

(5)an individual who gives informed consent should?
C) Be competent

A) receive the necessary information
D) All of the above

B) adequately understood the information



Lecture notes 439 ...
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Research:

generalized knowledge J\ s« (A8 uail lghalai Ay (e A4S gaday grakal L) s

Practice (important for us as doctors)

) B 8y JSN e 3daitl AL ) g Ala) 985 (B0 a8 AS) gA (0 e ) G g Adn (3 8lipractice Al S
parly b 5 A) (8 LiAS,

Clinical research part of experimental research divided into :

Therapeutic: clinical trail where the people who’s doing the research on them will benefit
therapeutically or not

Non therapeutic: patient won’t benefit

Phase of clinical research:

We start first (0)4~ » working in the animals in the lab ¥ Als jall Jais cpal IS 43) Lad 13) Waaay
YeoVo (e e shia alhig we look or the pharmacokinetics-pharmacodynamics e 3AU AUl dls )
Lt dani (oadm ye e Ll 5 ) 0 v e JB1 ()5S (e ghaiall (e S

Effectiveness, dosage , safety ..

JN Y g) 3 45 Hlaall Aulee Jadiy Ba 1000-100 ) (ne shaiall 2e a3 laaay AN ¥ Als jalleffect of drug , side
effects 4aadll axy ol jo juadll (Sl ol adll e ) juall e adls Gulil) Qale) (S 0d oS5 sl juay M) S
J 4 s 0 Al Jsh Jeafter approval (Alish s il 4ty a3 aile axy ) ¢ gall (3l




Lecture notes 439 ...

Research ethics:

(. G sal) ¢ 4y 88 (§ g Bada) € daga (il

1-protection of participants (o=l dala ¢ dlaton Gials 438 43

e A ol 2l de g pall 238 5l Can Canall & SAAVL alaia V) ol 33 a V) 43531 3

dalladl padl 2845 50l o jlase )
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The i1dea of the research 1s history of syphils and the treatment

Sl g Gy pania S0 g aSaBle o A1) Y g aaly! JJMMJMLA?@AYMM\HAMJLUSIJJMUSM\LJM
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Justices (subject selection): slmall ulg ale ely Ao ulill HLAA) o3 Sy

- is it obligatory?

JAdled daes ) Jiad Hasile WCOvid vaccine 4adll s dasall A e ) so we have to do it

AP e Y da ) dead ) adaiast 1130 Dl Liayl 50 we have to !

Ethical Requirements: 45, 2929 J3& (a ¥ alila g dagpdadl) il gal) quiadl A8 dail) Aalil) A Jas daga
Gl Clallaie 1 phail) g Cnll A shaial

1-scientific value : axle dad 4l Conl oo 5 Gl e Sl (Gadai Slaiall e (ped ol Jad ddlaadl) |
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3-fair subject selection: dxalal) 4alil) o el i) LA

4-Favorable risk-benefit ratio :
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5-informed consent: ke (23 Y 4 Jsty5 88l sla 1) (an yall 2agy 5l dale (a3 diiay e o) 93 kg cLila¥) (any
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