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Application form
for research studies using human subjects

To be filled by RESEARCH ETHICS COMMITTEE ONLY
Protocol ID

Submission Date of the Application:
Decision:  Accept / Reject / Revise
Decision Date:

Signature of the committee representative:

Signature of the Head of the committee:

1- Applicant Information
Principal Investigator
Name

Department:
Title:
Phone/mobile:
Quialifications
E-mail address:
Mailing Address:

Co-Investigators Names

Department:

Title:

Phone/mobile:

Quialifications:

E-mail address:

Mailing Address:

I- Details of the Study Project

Title of Project

Background of the
project

Aim of Project (one or
two sentences)




ol Eoedl LA did Bline

Title of Project

Starting date of study

Estimated end date of
study

Estimated duration of
total project

Estimated total
number of subjects
(including control
subjects)

Age range of subjects

Sex of subjects

Where will study be
conducted?

Where will specimens
be analyzed?

Source of subjects

Experience of
Principal Investigator:
Brief summary (attach
CV)
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Title of Project

What is the total
budget of the research?

Who is the sponsoring
agent? (name all
sources of sponsorship,
funding, and any other
interested parties)

1-This research project is: (Check all that applies)
[0 Single site project
0 Multi-center project
[0 National collaborative project

O International collaborative project
2-What is the type of the research?

[0 Experimental study: Specify the phase:

GIOENno E)no @ivod

[ Observational Descriptive Study (Case report, Case series, Survey)
[J Observational Analytic study (Cross-sectional, Case-control, Cohort)

[0 Diagnostic test evaluation study

O Other: Specify

O Un-funded research

0 Commercially Sponsored Clinical Trial
O Principal Investigator Driven Clinical Trial

O Placebo
O Randomization
O Genetic testing

3-Which description fits to this study
[0 Funded research (complete Q34)
[ Postgraduate Research study (MSc/PhD)

0 Human Embryo research

O Stem cell research

1 Biological specimens collection

O Invasive Techniques

O Yes

0 No

4-Does this study include? (Check all that applies)

10

5-Does a Data Safety and Monitoring Board exist for this study?
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6-Has this study undergone previous scientific review?
L1 Yes 1 No

7- Is this project a continuation of a current or previous project with ethics approval?
L1Yes LINo
If YES, please provide REC file reference number: .........cccoovviiiiiiiniieinnnes
8- Has this project been submitted to any other ethics committees?
O Yes O No
If YES, please provide the following details:

Ethics Committee Status Date Please Attach a

(To be Submitted, Copy of Ethics

Submitted, committee decision
Approved,

Not Approved)

*Please note that ethics approval cannot be granted retrospectively.
9- Kindly, provide information regarding any changes in the original study protocol

11
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10- Describe the inclusion and exclusion criteria of participants from the project

11- Describe the recruitment method used

12- Describe the level of contribution of participants in the study

13- Risks: Indicate what you consider to be the risks to subjects and indicate the precautions to be
taken to minimize or eliminate these risks. Justify the need for a placebo control group if one is
included in this study. Where appropriate, describe the data monitoring procedures that will be
employed to ensure the safety of subjects. Use additional sheets as needed.

14- Benefits: Indicate what you consider to be the benefits to subjects and the society. Indicate the
procedures to be taken to maximize these Benefits. Use additional sheets as needed.

15- Indicate whether this project involves any of the following subject populations?
O Children (Children are defined by local law as anyone under age 18.)
O Prisoners
L] Pregnant women
[0 Cognitively impaired or mentally disabled subjects

[0 Economically or educationally disadvantaged subjects
16-What type of consent will be obtained from research subjects?

[0 Written consent (attach the filled forms of informed consent)
O Oral consent

O Will not obtain consent
*Filling informed consent forms from subjects (patients) is the responsibility of the
principal investigator not the Research Ethics Committee.

17-1f written consent will not be obtained, explain why.

18-Will subjects receive any compensation for participation in cash or in any other form?
1. OYes 2.1 No

19-1f subjects receive any compensation; please describe amount or kind of compensation

12
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20-Will identifiable, private, or sensitive information be obtained about the subjects or other
living individuals?
1. OYes 2.1 No

21-Explain how Privacy and Confidentiality of Data and Records will be maintained:

22- Design & methodology: Briefly outline the methods you propose using to achieve the aims
of the project including data analysis methodology.

23- Briefly outline in average ""300 words™ the expected benefits of the proposed research
regarding health development in Egypt and the expected progress of medical knowledge and
medical care to our community

- Conflict of Interests

€)) Do any potential ‘dependent or unequal relationship’ issues arise between any of
the named investigators and the conduct of this research? (e.g. relationships
between researchers and participants that may compromise the voluntary nature of
participants’ decisions).

O Yes CONo

(If YES, please provide details of the conflict of interest and mechanisms in place to address these
issues)

13
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(b) Do any of the named investigators have access to personal or other sensitive

information required for the conduct of this research as a condition of employment,
rather than as a researcher?
Ll Yes CINo

(If YES, please provide details)

(c) Do any of the named investigators have any current or previous affiliation with, or
financial involvement in, any organization or entity with direct or indirect interests in
the subject matter or materials of this research?

L] Yes CINo
(If YES, please provide details regarding the nature of the affiliation(s) and matters that
may need consideration)

(d) Do any of the named investigators have any other potential conflict of interest issues
not covered above?

Ll Yes LINo

(If YES, please provide details regarding the nature of the conflict(s) and matters that may need
consideration)

I11-  Signatures and Declarations

Title of Project:

| certify that the information given is correct to the best of my knowledge.
| acknowledge that | must notify the Research Ethics Committee of College of
Pharmaceutical Sciences and Drug Manufacturing, MUST in advance of any

ethically-relevant variation to the project.

Name Signature Date

Principal Investigator

Co-investigator (1)

Co-investigator (2)

Co-investigator (3)

14
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Application form

for research studies using animals and/or cell lines

To be filled
Protocol ID

by RESEARCH ETHICS COMMITTEE ONLY

Decision:

Submission Date of the Application:

Decision Date:
Signature of the committee representative:
Signature of the Head of the committee:

Accept / Reject / Revise

Applicant
(Principal Investigator)

(Name and Mobile No.)

Protocol Title

Category of Protocol

[0 Research [0 MSc Thesis [0 Ph.D. Thesis [ Pilot study O
Research Project

Duration of Approval

O 1 Year [ 2 Years O 3 Years

Anticipated Start Date

Type of submission

0 New protocol [0 Amendment [ Related to other protocol

(If Amendment or related to another protocol, please provide its REC
number)

Is the protocol funded?

[ Yes I No 1 Pending

funding source: 0 MUST University [0 Others (Please specify)

*Protocol duration begins on the date of approval by the Ethics committee and continues for the
number of years requested in this section.
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SECTION 1: General Overview

1.1. Research staff information

Study Team Members

Principal Investigator

Name Position
Institution Departmen
t
Phone Email
Co-Investigators (Names and
affiliation)

1.2 Has this protocol been peer reviewed by specialized scientific merit reviewing
committee/peer reviewers?

0 No O Yes If yes please provide the full name of the reviewing committee/
attach the acceptance letter and any response to reviewers.
1.3. Search of Literature for Duplication: This search must be performed to prevent unnecessary

duplication of previous experiments and (3Rs) (Reduction, replacement and refinement)

alternatives.

1. Database search engine(s) | [ Pubmed [J Google Scholar 11 Science Direct L1 Other
(If other please specify........ )

2. The last date of database
search was performed:

3. Time period covered by
the search: | O5years [J10years [ Other (If other please specify....)

4. Keywords used in the
search

o

Acronyms or abbreviations
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SECTION II: The objective(s), hypothesis and outcomes of this study

Please list the objective(s), hypothesis and anticipated outcomes of the project
Objective(s)

Hypothesis

Outcomes and
significance
(benefits)

1.5. Background:
Please provide adequate background with references that indicate the importance of the proposed

study.

1.6. Summary in English language:
Please do not submit your thesis proposal or grant application. Please mention in details the
relevance of the research proposal to the research plan of the College of Pharmaceutical Sciences

and Drug Manufacturing.

Project Category:
2. 1 Does your study involve in vitro work that uses human or animal cells/ tissues?

O Yes O No

17
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If yes, please choose sources of the obtained tissues
[0 Commercially available animal cell lines.

[ Euthanized animals from an approved protocol.
[0 Cadaver/Tissue from abattoir or purchased from the market.

[0 Cadaver collected from the field, e.g., road-kill.

In case of commercial or established animal cell lines for in vitro work only. Please complete the
following:

Type of cell line:
Name Animal species Source
(Name and address of the supplier)

In case of use of animal tissues. Please complete the following:
A. Type of animal tissue

Animal species Tissue type Quantity and frequency

Please describe how tissues or cadavers are packed and transported to the location where it will
be used:

Packaging method:

Transportation  (provide means and route) and  safety  procedures:

B- Source of animal tissue/cadaver

CdCommercial source/ abattoir
Please provide the name and address of the
SUPPlIeT. ..o,

[0 Dead animals collected from field (e.g. from car accident, etc..)
Please provide the location and cause of death if known:

[0 Euthanized animal from approved protocol. Research ethics protocol number

O Other sources, please describe:

18
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Animals required for the study
Species strain Sex Weight Total number

Experimental design of the study:

Detailed Methodology:

Fate of animals and method of euthanization (state the reference):

Conflict of interest (reveal any present or potential conflicts e.g. scientific, financial, etc.)

SECTION 3: General Principles

The Research Ethics Committee of College of Pharmaceutical Sciences and Drug
Manufacturing adopts the following guidelines for_the care and handling of laboratory
animals:

Animal Welfare

Animals used in scientific experiments:

e May not be used in studies that are methodologically unsound, frivolous, trivial, or which
unnecessarily duplicate earlier studies.

e May not be subjected to unnecessary hunger, thirst, disease, parasitism, injury, discomfort,
pain or suffering.

Therefore, animals held for, and used in, scientific experiments:

e Must be kept comfortable under conditions that are suitable to their species, enabling them to
express normal behavior. These include adequate space, company of conspecifics, and
adequate environmental stimulation.

e Must be monitored for ill-health and distress, and, where necessary, enjoy rapid diagnosis and
either treatment or other alleviation of their condition.

e Must be handled and treated in ways that either avoid or at least minimize distress, pain and
suffering.
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The Three ‘R’s

Proposals for research on sentient animal subjects must satisfy three principles:

Replacement: Sentient animals may not be used if they can be replaced by non-sentient subjects

or systems.

Reduction: The number of animals used must be reduced to the minimum consistent with the

methodological soundness of the study.

Refinement: Experimental methodology and procedures should be refined in a way that minimizes

the negative impact on the animal subjects, including distress, pain and suffering.

Responsibility

Everyone using animals, whether for experimentation, testing or provision of tissues or body fluids

is responsible in their personal capacity for assuring that they are afforded the highest levels of

welfare and protection from abuse.

Responsibilities of the Principal Investigator:

a. To maintain records of all procedures performed on the animals.

b. To ensure that all animals used are clearly identified with the allocated authorization number
by means of labels on cages, pens or rooms.

c. Toensure that all the designated associate and assistant personnel or students are qualified and
competent to perform the allocated procedures and that no other personnel will be allowed to
perform any procedures without written authorization from the Animal Ethics Committee.

d. To ensure that there will be no deviation from any of the procedures as specified in the
application without the prior written approval of the committee.

e. Toensure that, in the event of a situation arising during the course of study whereby an animal
is found to be suffering from unanticipated severe pain or distress, a veterinarian will be
consulted for advice.
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SECTION 4: Declaration and Signatures

1.

no

Principal Investigator: In this application, | hereby declare that I am familiar with the ideas,
principles and responsibilities outlined in the Animal Ethics Code and will personally undertake all
measures and responsibility to ensure that they are implemented in the conduct of this study, should
it be approved.

I understand that | am legally responsible for all aspects of the study.

| declare that to the most of my knowledge, all persons named and working under my supervision
have the appropriate training and skills required to carry out their tasks as indicated.

I declare that there is no conflict of interest between all authors and with any other parties.

| also undertake not to deviate from the approved protocol without referring to and gaining prior
approval of such amendments from the Research Ethics committee, College of Pharmaceutical

Sciences and Drug Manufacturing, MUST.

Principal
Investigator

I have read and accepted the declaration.

Name

Signature

Date
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Application form

(for research studies NOT using human, animals or cell lines)

To be filled
Protocol ID

by RESEARCH ETHICS COMMITTEE ONLY

Decision:

Submission Date of the Application:

Decision Date:
Signature of the committee representative:
Signature of the Head of the committee:

Accept / Reject / Revise

Applicant
(Name and Mobile No.)

Protocol Title

Category of Protocol

0 Research [0 MSc Thesis O Ph.D. Thesis [ Pilot study
(] Research Project

Type of submission

0 New protocol [ Amendment [ Related to other protocol

(If Amendment or related to another protocol, please provide its REC
number)
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SECTION 1: General Overview

1.1. Research staff information

Study Team Members

Applicant

Name Position

Institution Departmen
t

Phone Email

Supervisors/Co-Investigators (Names and affiliation)

1.2 Has this protocol been peer reviewed by council department?

L] Yes LI No
1.3. Search of Literature for Duplication: This search must be performed to prevent unnecessary

duplication of previous experiments and (3Rs) (Reduction, replacement and refinement)

alternatives.

Database search engine(s) [0 Pubmed O Google Scholar [ Science Direct [0 Other (specify)

Date of last database search

Duration covered by the

search of literature O 5years [10years [ Other (If other please specify....)
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SECTION II: The objective(s), hypothesis and outcomes of this study

Please list the objective(s), hypothesis and anticipated outcomes of the project

Background

Objectives

Outcomes and
significance
(benefits)

Relevance to the research plan
Please mention in details the relevance of the research proposal to the research plan of your
department and College of Pharmaceutical Sciences and Drug Manufacturing.

e Please attach a copy of the study protocol.

1- Was a seminar held about the study at College of Pharmaceutical Sciences and Drug
Manufacturing, MUST? (Please provide the date)
O Yes (date......... [oviiinn.. loviiiiiiiinn ) O No
2- Was there an announcement of the seminar for the college members in the advertisement
board of the College of Pharmaceutical Sciences and Drug Manufacturing, MUST? (Please
note that the announcement should be at least a week before the seminar date)
1 Yes (date......... [oviiiiiiil. [oviiiiiii ) 0 No

3- Does the study include hazardous materials (radioactive materials, poisonous chemicals,
infectious micro-organisms, contagious wastes, biohazards, environmental contaminants,
.....etc)?

O Yes O No

24



ol Eoedl LA did Bline

4- Are all possible precautions taken to eliminate risk exposure for all participants in the
study?
L1 Yes 1 No
5- Mention in details the safety procedures followed to dispose the hazardous wastes and/or
chemicals in the study

6- Mention in details the emergency plan in case of accidental exposure to a health hazard
related to the study (e.g. seeking medical help at MUST hospital)

7-
Are

there any conflict of interests between the authors of the study or with any other
organization that may affect the results of the study? (if yes, provide the details)

L] Yes 1 No
8- Does the study respect all forms of intellectual property?
L1 Yes 1 No
9- Are all the rights of authorship reserved in the study for all participants?
L] Yes 1 No

10- Declaration and Signatures

N

In this application, I hereby declare that | am familiar with the ideas, principles and responsibilities
outlined in the Research Ethics Committee guidelines and will personally undertake all measures
and responsibility to ensure that they are implemented in the conduct of this study, should it be

approved.
I understand that | am legally responsible for all aspects of the study.

I declare that to the most of my knowledge, all persons named and working in the study have the

appropriate training and skills required to carry out their tasks as indicated.
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4. | declare that there is no conflict of interest between all authors and with any other parties.
5. I also undertake not to deviate from the approved protocol without referring to and gaining prior
approval of such amendments from the Research Ethics committee, College of Pharmaceutical

Sciences and Drug Manufacturing, MUST.
I have read and accepted the declaration.

Applicant Name

Signature

Date
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