Northern Border University Adlaidl sgumdl daals
The Vice Presidency of Graduate Study and
Scientific Research

Deanship of Scientific Research

olall ety Lelall iyl AaaLedl IS

‘?.l.!." uit.”u-" soles

Local Committee of Bioethics (HAP-09-A-043) 8glloill] agaall anoly aaalanlly ddally &gzl LI Adoal | sl 2l

NORTHERN BORDER UNIVERSITY

Expedited Review Categories alxall i)\l wls

e Research that involves may be assigned Expedited Review Status
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e Identifiable information on included participants shouldnotbe exposed when conducting/reporting
the results of the research.
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Category

454y
(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met.
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(a) Research on drugs for which aninvestigational new drug application is not required. Research
on drugs for which the same cleared/approved dose and indication by the Saudi Food and Drug Agency
(SFDA) is obtained (Note: Research on marketed drugs that significantly increases the risks or decreases
the acceptability of the risks associated with the use of the product is not eligible for expedited review,
[ nor is research on drugs using other than the prescribed route or dose/regimen.)
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(b) Research on medical devices which are cleared/approved for marketing by SFDA and the
[ medical device is being used in accordance with its cleared/approved labeling.
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(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
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(a) from healthy, nonpregnant adults who weigh at least 50 kg. For these subjects, the amounts
drawn may not exceed 10 ml/sample, or 160 mlin an 8-week period and collection may not
[ _occur more frequently than 2 times per week; or ‘
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(b) from other adults and children, considering the age, weight, and health of the subjects, the
collection procedure, the amount of blood to be collected, and the frequency with which it
will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml
[ or 3 ml perkg in an 8-week period and collection may not occur more frequently than 2
times per week.
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0 (3) Prospective collection of biological specimens for research purposes by noninvasive means.
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Examples; 4Ll
H (a) hairand nail clippings in a no disfiguring manner.

eciduous teeth at time of exfoliation or if routine patient care indicates a need for
b) decid teeth att f exfoliat f routine patient dicat df
0 extraction.
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[ (c) permanent teeth if routine patient care indicates a need for extraction.
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H (d) excreta and external secretions (including sweat);
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(e) uncannulated saliva collected either in an un-stimulated fashion or stimulated by chewing
[ gumbase or wax or by applyinga dilute citric solution to the tongue. )
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H (f) placenta removed at delivery.
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[ (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor.
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(h) supra-and subgingival dental plaque and calculus, provided the collection procedure is not
more invasive than routine prophylactic scaling of the teeth and the process is accomplished
] in accordance with accepted prophylactic techniques.
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H (1) mucosaland skin cells collected by buccal scraping or swab, skin swab, or mouth washings.
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[ (j) sputum collected after saline mist nebulization.
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(4) Collection of data through noninvasive procedures (not involving general anesthesia or
sedation) routinely employed in clinical practice, excluding procedures involving x-rays or
microwaves. Where medical devices are employed, they must be cleared/approved for marketing.
(Studies intended to evaluate the safety and effectiveness of the medical device are not generally
] eligible for expedited review, including studies of cleared medical devices for new indications.)
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Examples: 4Ll
(a) physical sensors thatareapplied either to the surface of the body or at a distance and do not
involve input of significant amounts of energy into the subject or an invasion of the subject’s
] privacy;
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[ (b) weighing or testing sensory acuity.
ol Bas Ll ) o)
H (c) magnetic resonance imaging.
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(d) electrocardiography, electroencephalography, thermography, detection of naturally
occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging,
n doppler blood flow, and echocardiography.
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(e) moderate exercise, muscular strength testing, body composition assessment, and flexibility
testing were appropriate given the age, weight, and health of the individual.
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(5) Research involving materials (data, documents, records, or specimens) that have been collected,
or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis).
(NOTE: Some research in this category may qualify for Exempt Status. This listing refers only to
research that is not exempt. (Need clarification)

] gl Jia) Adiay & (al 6 1 Lgman s i dlgaan a3 (e o Bl gl (@il i i) I ga el AN GlaY)
(oasdddl) i )

Blind) & Glagy) ) daid AlE) sl s elicY) Aa o Jgmanll Alage ()< B AWl oda & Gl aany 1AaaDL)
(a5 A )

(6) Collection of data from voice, video, digital, or image recordings made for research purposes.
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(7) Research on individual or group characteristics or behavior (including, but not limited to,
research on perception, cognition, motivation, identity, language, communication, cultural beliefs
or practices, and social behavior) research employing surveys, interview, or oral history, or focus
group, program evaluation, human factors evaluation, or quality assurance methodologies.
(NOTE: Some research in this category may qualify for Exempt Status. This listing refers only to
] research that is not exempt.)

A1 agdl) Joa Gigandl uand) ¥ JUA i o il B L) elaadl i gadl dglud) pailad Jlaa B Eigand)
Al eesal) e ) G gad) i (i) & sleall g ALY Cibua jlaall 5f ainal) g Jas) gl g Aall) 5 Ay 55 pdall
Bagall Cled cliagia i Ayl Jal gadl il 3 el sl Al o < uSa Ae gana P ERAlY TR o AL f
(Blinal) yue gy LY ok Aaildl) o i plicy) Al o Jgaall Alnga A4l o2 B Clag) any 095§ ;ABADL)

(8) Continuing review of research previously approved by the convened IRB as follows:
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NA fOF (a) where (i) the research is permanently closed to the enrollment of new subjects; (i) all
initial subjects have completed all research-related interventions; and (iii) the research remains
application active only for long-term follow-up of subjects; or
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NA for
initial . - . . .
application (b) where no subjects have been enrolled, and no additional risks have been identified; or
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crsrslleser (c) where the remaining research activities are limited to data analysis.
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(9) Continuing review of research, not conducted under an investigational new drug application
NA fOF or investigational device exemption where categories 2 through 8 do not apply but the IRB has
initial determined and documented at a convened meeting that the research involves no greater than
application | minimal risk and no additional risks have been identified.
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