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Protocol number: 069/23/Extr

Protocol Title: DETECTION AND CHARACTERIZATION OF CONGENITAL CHROMOSOMAL

DISORDERS IN OBSTETRIC CASES WITH FETAL ANOMALIES AT SELECTED HOSPITALS

' [N ADDIS ABABA, ETHIOPIA

Principal Investigator: Benvam Zenebe
[nstitute:  College of Health Sciences, AAU
Elements Reviewed (AAUMF 01-008) | & Attached ] Not Attached
|
Review of Revised Application Date of the Previous review: |
. [] Yes [] No
Decision of the meeting: | &Approved [ ] Approved with Recommendation |
[(JResubmission [] Disapproved |

[. Elements approved- 1. Protocol Version No: 2
2. Protocol Version Date:
3. Informed consent Version No. 2
4. Informed Consent Version Date:
Il. Obligations of the PI-
1. Should comply with the standard international & national scientific and ethical guidelines
2. All amendments and changes made in protocol and consent form need IRERC approval
3, The PI should report SAE within 10 days of the event
4. End of the study, including manusctipts and thesis works should be reported to the IRERC
3. The Pl should report non-compliance and unanticipated events

Ill. TO NERC[] %

Institutional Research Ethics Review Committee (IRERC) Approval: Period from June 19, 2024,
to June 18, 2025
Follow up report expected in 3 Months ___ 6 months __ v 12 months




