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Setting/Center

35edl/ O8I

Number of participants to be Enrolled for each
Setting/Center
O/ 35y JSJ duslylll § cnSHlinedl 3is

Is there External Sponsor(s)/Collaborator(s)?

O No O Yes
If Yes, specify (Name & Address):

Did you apply this proposal to any other ethics
committee?

O No O Yes
If Yes, specify (where, when & the result):

Are there any generalizable knowledge of the study
will be produced about categories or classes of
participants from individually identifiable
information?

O No O Yes
Who are Study Populations?

If there are determinations of the characteristics of
the study population, what are characteristics of
study population: (gender, age range, racial & ethnic
groups, etc.):
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Study Inclusion Criteria:

Study Exclusion Criteria:

Justify any exclusion for specific gender, age range,
racial & ethnic groups (if any):

Describe how participants will be identified and
recruited for participation in the study?

Does research recruitment process include using
researchers own employees, colleagues, or
subordinates in the study?

O No O Yes

(If yes, please answer the next question)

How employees, colleagues, or subordinates will be
recruited? Describe and indicate how coercion will
be avoided and confidentially will be protected?
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How will data be collected from each of the sample Glyall Oile gazxs (0 e gama 5 (w0 UL aosr i LS
groups (data collection tool)? S(Bldl aaz BIST) el § onSyliial!

Aol WYl Wd (e obiedl Eard! (§ 2yl B

.. . . 5
Are Vulnerable participants will be involved? § (b yrial] Ol gazol)
O No O Yes .

If yes, please answer the next question) 0 Y0
(Ifyes, p ’ (5 gl e B s iz Bl C3613)
Will the proposed research involve any of the Qo Yl O e Gl 2 Adedl Eed! Jodiias S
following vulnerable participants? SAI AS)Linod! (A yrindl Cile gaall)

Children JlbYl O No O Yes, (If yes, indicate child age................ )

Diminished mental capacity

3! 8yl Ladl O No O Yes

Pregnant women el 8150]l O No O Yes

Fetuses &=/l O No O Yes

Prisoners ¢ bad I/ | O No O Yes

Educationally disadvantaged persons

Economically disadvantaged persons

Labasdl pag yeal] poliadl HiNo ves

Socially deprived persons

Leelaiz! 909 yall Lol O No O Yes
If yes for any of the vulnerable participants, please duoll OVl Gld (e ST (e pais LY CSE13)
answer the next question JWI 1§l e Yl (2np ¢dS)Linall (L il Sils gorall)

What are the special precautions will be taken to
ensure that the consent is freely given and that the
rights and welfare of participants are protected (e.g.
assent from children)?

dadl gl e Olava) AL i I Lol OlblasYI (& b
Aadlgall Jie) xSl oS ety G olaony oy
§(JabYI e

Page 4 of 8
Research Ehics Standing Committee (REC) ! Cazedl OLAMSY dasiul Azl
QaASIYI Wl E-mail ailgll Phone

research.ethics@uoh.edu.sa 016-5358200




Kingdom of Saudi Arabia
Ministry of Education
University of Hail
Research Ethics Standing Committee

JJlod e nlo
University of Ha'il

A5 gl o yall Aol
‘n.:l.ale 39
‘?oJa.” ol C)l:é)l:;}) da3ldl sl

Application for Obtaining Approval from the Research Ethics Standing Committee
(REC) at UoH
Sl daalomy (odadl Eedl LENSY dodll diell) diddlge e Jgaaedl Callo z3 903

If proposed research may involve subject with
suspected mental capacity (e.g. psychiatric illnesses
or diminished capacity), what methodology will be
employed to assess and monitor subject’s mental
capacity to Participate in Research?

Assessment of Risks and Benefits, the proposed
research can be categorized as:

O No greater than minimal risk

O Greater than minimal risk but with potential of
direct benefit to the individual participants

O Greater than minimal risk and no potential direct
benefit to the individual subject, but likely to yield
generalizable knowledge about the subject's
disorder or condition

O Not otherwise approvable which presents an
opportunity to understand, prevent, or alleviate a
serious problem affecting the health or welfare of
the individual participants

If there are any risks (physical or other, including

reputational) to respondents that may result from

taking part in this research, please specify and state
what measures are proposed to deal with these
risks:

Does the Study involve the use of Investigational
Drug/Device or investigational use of approved
Drug/Device?

O No O Yes

(If yes, please answer one of the next two questions)
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List Investigational drugs that will be administered
(Determine FDA agency and Registration No.):

List Investigational devices that will be used
(Determine FDA agency and Registration No.):

Does the Study involve cadavers, autopsy material or
bio-specimens from deceased individuals?

O No O Yes

(If yes, please answer the next question)

Are there private or medical information about live
relatives of the deceased individuals (e.g. genetic
studies) will be used or provided in the study?

O No O Yes

Are there private information or biological
specimens (bodily materials such as cells, blood,
urine, tissues, organs, hair, or nail clippings) will be
used in the study even if these data or materials did
not collect for the study?

O No O Yes

(If yes, please answer the next question)

Are used/collected private information or biological
specimens coded?

O No O Yes

(If yes, please answer the next question)

Do investigators have access to the coding systems?
O No O Yes

Will the study include medical record review (hard
copy or via computer) or information about the
participants that are identifiable?

O No O Yes

(If yes, please answer the next two question)
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What procedures will be followed to ensure

confidentiality of the information abstracted from
the record?
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List those individuals who require access to the
record or the identifiable information (e.g. co-
investigators, fellows, research nurses, research
coordinators, etc.)
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For data collected for this study, where and how
research data will be stored to ensure
confidentiality?

s S ool eyl oikg) lgmar o3 () Bl Gl
€ pudl Olasia) ol Bl 355

What measures will be taken to prevent
unauthorized persons gaining access to the data
especially to data that may be attributed to
identifiable individuals?
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List other forms prepared by principal investigator
which will be used during the study in order to
ensure research participants have right to be fully
informed about the nature of the research and the
extent of their participation:

O Informed consent

O Assent of Minors (under the age of 18)

O Waiver of informed consent

When and where (Place) consent will be obtained
(obtaining the participant’s approval and signing the
informed consent by the participant)?

How you will determine whether the participants (or
their surrogates) understand the information that is
provided in the consent document?

Principal Investigator Name:

Signature (please add the PI signature):

Date:
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