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Guidelines for Ethical Approval of New Research Protocol

Part | Basic data:

V. Protocol NUmMber:...........oooiiiiiiit e, (il 43 yras Slai)
Y. Title of the ProtoCol:.........ovueeeeeeeeeeeeeeieeeeeee (il g s il 5l Canll o) AL 1)
¥. Principal Investigator (P1) ...........ccovviiiiiiiiiiiieieeee, (il bl of Al ) paia)

¢, Supervisors or co-workers:
Y: Y. r

. Department/S Aimal) QLudYI L a3 Sl (g g (o) o )l anil) sl SNy
1. Type of the research: ( Please specify)
e Human

= Retrospective
= Prospective
¢ Invasive technique
e New medication
¢ Surgical technique
¢ Noninvasive technique (e.g. Population study)
e Others (Please specify)

N ——

e Small or large animals or lab research

(All the following items should be fulfilled by the Principal investigator (P1). Please
notice that the phrase ‘”mentioned in the Protocol™ * is not accepted by the
Research Ethics Committee, Tanta Faculty of Medicine (REC ). The PI should
fulfill in his protocol ¥ main requirements in order to be approved by REC, Tanta
Faculty of Medicine:

V) Substantive Ethics

Y) Procedural ethics: and this include Y main items:

a. Scientific description of the protocol design whether on humans or
animals.

b. Informed Consent.

Part Il: Substantive Ethics for Research: including both human subjects

and/or animals:
'Y, Is the study adequately designed to meet the aims?

Cargll Gaadarl ALK 5l o) 5 Cangl) SN
e. g. on studying the safety of a new drug and, the function of the target organ/s should

be evaluated before and after therapy
AR Do the Pl and/ or study team or any of the supervisors have the appropriate

expertise in the field of proposed research?

1



e.g. Previous publications, hands-on experience Workshop attendance etc
VE, Is the intervention planned to be used in the protocol potentially more beneficial
compared to other currently available interventions?

2 A0 8 Candl A JANT (e Al gial) 20 gll Y o) g
The current standard techniques should be mentioned in the introduction section of the
research proposal (protocol), and potential benefits of the new proposed intervention
should be clearly stated, e.g. TUR is considered the standard intervention of senile
enlarged prostate. On choosing other interventions, their potential benefits should be
illustrated, e.g. less coast or more safety

Ve, Is the intervention or drugs used in the research has already been approved for
human use? (Supported by reference).

Gl a8 Jaxill 5l Sl el S aad el 5 dpalall dgaldl s o)
e Ll el jal o Cus 7 s D SY Invasive Intervention b was e 4y pidlls
oY) e S (A )il Gl s e Ay s 68 O aag Gl

AR What are the benefits of the research to the subjects included in the study?
Gl () grazadi (pdl) Gal a5 bl 3 il & guia gy SN

YV, What are the risks to participants and measures used to minimize these risks?
(consistent with sound research design).

bl oaa Qi i o Slad La3las) ats Al Cle ) ja ) 5 Gl oL Lghgan Jainall Hhalaall jS3 el
(s dudal) ga) el Lee 20)
e. g. On studying certain drug known to induce bone marrow depression, what are the
measures planned to reduce and treat these risks.

YA, Statement that any unexpected risks appeared during the course of the research
will be cleared to the participants and the ethical committee on time.

‘4, Are there adequate provisions to maintain privacy of participants and
confidentiality of the data?
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Yo, Is the there any conflict of interest?

& sl e sl sole (ol ana oty Ja s @l Jli g sl 6 jal die mlladl ol @llia oS 13l Sy
wgdugdé\&;@\gﬁﬁdﬁ}i@c&q\gﬁgﬂ\ o) gall Antiall AS AN e duda Clie 3 ) pua
055 ) sh o) sall Aaiall AS il & Caadl (3358 (e sl 5l fmi N Ciald) Jamy Ja sl o) sall datiall AS a0
W e 5 Al cilanal) e Liagl Gabaiy 134 5 o gall Aaiiall 4858l Jlo (il ) 3 capeat an Y

Yy, Is the there any conflict with religion, law or social obligations?

e.g. Organ transplantation, the research should follow the religious rules and has no
contradiction with law or social obligations

Y. Does the research carry any risks for environmental pollution?

LS 1 1 el 3 il Lo L) s (1 il sl 5 Al 5080 gl pam )l )l ) mdl Aad 3 Sy
e. g. On using radio-active materials in the investigations or treatment used in the
research, what are the measures used to decrease environmental pollution, and what
are the steps followed for disposal of these materials, likewise the methods used for
disposal of contaminated materials with blood or other body fluids

Yy, Is the research for the good of society?
Ay Jandll eﬁﬂ\énﬁmm\}ﬂcﬂm &j&ﬂ\mmém‘;w\e&cy‘yﬁm’
a3 ) oAl Llaly aads Bl Lol s 5a3 D8 )5S jliiall 4 iy (53)) aainall Can ) 5008 jLiic !
AT e Laia) Lol Leailis aod s (Cualual) i o) J8llS) aainall &gl e
e.g. Conducting research on hepatitis has more befits to the society vs. Epola virus

Y, Does the research plan makes adequate provision for monitoring the data
collected for each participant?

450 Ay ) G 555 (lay pall daylia

Part Ill: Procedural Ethics for Research: including human subjects
Aim of the research:

Full description of the methodology and interventions used in the research and follow up
of the participants.

Are the inclusion/exclusion criteria justifiable and is the target participant population
clear?

Einall (g S ldall et 5l U5 i Ll e () Ja g 8l e g8l Gl
e. g. If diabetics or hypertensive patients are excluded from the study, the reason for
their exclusion should be mentioned.

Duration of the research and rules of research endpoint?

238 Joai ol sma s Candly (€ HLiiall dxglia Bae Al LIDA Ganll ol o) aias il dgie 3 Baall s
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o) ddady saaaall 3ol (e Aailiddl B g3 el ol ) saaY g 5l
ol JleSial (e a8 i) Wie aiu ) 28) sl s
e. g. On trying a chemotherapy known to induce thrompocytopenia. What is the level of
blood platelets at which the drug use will be discontinued

Risks to participants are reasonable in relation to anticipated benefits.

Uaina i @l ¢ sS Y Cany Laiy danal 5 00 68 @llia () 5S5 (o a3LY
Compensations of controls for transportation or work absence and of patients for any
injury, and if so, description of the compensation should be mentioned.

Gy (S 13 Aaliall ) gumall i) lal sall 51 deall e capnill Jay ado Jie 42l (e iy gl
e)a) giar O g Al oaa ) pun Jlain Y Jile add reay ¥ 5) Andlaall Ly s i Gl 5 Ganill deaal
Al S8 G liall ale e (sl pda aae wie 5 (Lulul sl

V. Does the proposal include a clear statement that an informed consent will be
obtained from all participants in this research

Enclosed please find the guidelines for application of Informed Consent. The informed
consent should be presented in separate paper in Arabic Language (a2 sample of this
form is attached)

Research: Part IV: Procedural Ethics for Anima/ Lab

\-Scientific aim of performing the research on animals:

Y-ldentification of the animal species (better low animal species than high animal
species) e.g. rats are better than rabbits.

Y- Minimal number of animals required to be included in the study is chosen, and the
number of the animals should not exceed what is mentioned in the research protocol.

e animals and the procedures taken to minimize pain (supported by references).

©. If chronic pain is expected by the end of the experiment, the animal will be sacrificed
using approved method of euthanasia.

1-Disposal of sacrificed animal will be consistent with health and environmental
concerns.

V-If there is surgical procedure;, what type of anaesthesia, antibiotics and post operative
care will be applied?

Y4



A-The same animal will not be the subject of more than experiment.

Guidelines for application of Informed Consent:

The informed consent should be presented in separate paper in Arabic
Language and it should include the following items and the PI should fulfil the

following checklist:
\. Description of the research:

a. A statement that the study involves research

b. An explanation of the purpose of the research.

c. Expected duration of the subject’s participation

d. A description of the procedures to be followed

e. Probability of random assignment to each intervention

f. ldentification of any procedures that are experimental.

Y. Risks and Discomfort:

A description of any reasonable risks or discomfort to the subjects

Benefits:
A description of any benefits to the subjects or others, which may
reasonably be expected from the research.

Y. Alternatives:

A disclosure of appropriate alternative procedures or courses of
treatment, if any, that might be advantageous to the subject.

¢, Confidentiality:

A statement describing the extent to which confidentiality of records of
the subject will be maintained.

®. Research Questions:

An explanation of whom to contact for answers to patients questions
about the research,

Whom to contact for questions regarding research subjects’ rights,
and whom to contact in the event of a research-related injury to the
subject.



(The phone number of the Pl should be included)

1. Voluntary Participation:

A statement that the participation is voluntary, and that the subjects may
discontinue participation at any time without penalty or loss of benefits to
which the subiject is otherwise entitled.

V. Signature:

The consent should include the patient’s signature or fingerprints in
addition to his ID number, address and date of signature:

(NB. The consent for research on children will be signed by the parents. In cases
of comatosed or disabled patients It sould be signed by the persons on charge
and on pregnant females by both the female and her husband).

Y)Y



