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Fokultus Kedokteran Universitas Hasanuddin
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DIBERIKAN KEPADA:
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Febi Sukma, M.Keb

LULUS
COMPLETION

PADA PELATIHAN ETIK DASAR PENELITIAN DAN GCP (GOOD CLINICAL PRACTICE)

Fakultas Kedokteran Universitas Hasanuddin
Makassar, 09-10 Mei 2023

BASIC RESEARCH ETHICS TRAINING AND GOOD CLINICAL PRACTICE
FACULTY OF MEDICINE, HASANUDDIN UNIVERSITY
Makassar, 9-10" May 2023
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JADWAL PELATIHAN ETIK DASAR DAN GCP

Universitas Hasanuddin Makassar, 9 — 10 Mei 2023
BASIC ETHICS AND GCP TRAINING SCHEDULE

Hasanuddin University, Makassar, 9-10" May 2023

Pelatihan 09 Mei 2023 (Training on 9" May 2023)

TOPIK

Etika Penelitian Herbal dan pengobatan Tradisional (Ethics in Herbal and Traditional Medicine Research)
Etika dalam Penelitian Uji Klinik pada Manusia (Ethics in Human Clinical Trial Research)

@ WD

Research Related to Humans)

6. Etik Penggunaan Hewan Percobaan dalam Penelitian Kesehatan (Ethics Of Animal Experimentation Use in Health-Related

Research)

Etik Penelitian Genetika dan BBT (Ethics of Genetics and BBT Research)

Etika Dalam Penelitian Kerjasama (Ethics in Joint Research)

9. Persetujuan Setelah penjelasan (PSP) / Informed Consent (termasuk di dalamnya: Indusemen untuk Subyek Dalam
Penelitian Kesehatan) (Informed Consent (Including: Inducement for Subjects in Health-Related Research))

10.Mekanisme pengajuan Etical Review (Ethical Review Submission Mechanisms)

QiR

Pelatihan 10 Mei 2023 (Training on 10" May 2023)
TOPIK

Cara Uji Klinik Yang Baik (GCP) apa dan bagaimana ? (Good Clinical Practice (GCP) , what and how?)
Peran dan Tanggung Jawab Peneliti (Role and Responsibility of Researcher)
Rekrutmen dan Pengelolaan Subjek Uji Klinik (Recruitment and Management Of Clinical Trial Subjects)
Deklarasi Helsinski, Applicable Regulatory Requirement (Declaration of Helsinki, Applicable Regulatory Requirement)
Regulasi Pelaksanaan Uji Klinik Untuk Pengembangan Obat Baru di Indonesia (Regulation Of Clinical Trial
Implementation for New Medicine Development in Indonesia)
Pengelolaan Produk Uji Klinik (Investigational Product Handling)
Ketidak Jujuran Dalam Uji Klinik ( Fraud and Misconduct )
Audit Dalam Uji Klinik (Audit in Clinical Trial)
Post Approval Review (amandement, protocol deviation/violation, Study termination, site visit,
dan Final Report)
10.Peran Dan Tanggung Jawab Sponsor (Sponsor's Roles and Responsibilities)
11.Jenis-jenis dokumen, formulir dan Pengisian Case Report Form (Document Types, Form and Completing Case Report)
;. 12.Issue penting pada Penelitian Kerjasama (Critical Issue in Joint Research)
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BASIC HEALTH-RELATED RESEARCH ETHICS TRAINING AND GOOD CLINICAL PRACTICE ‘

Pertimbangan Risiko dan Manfaat dalam penelitian Biomedik yang Menyangkut Manusia (Risks and Benefits in Biomedical

FASILITATOR l I |
1. Pengantar Etik penelitian Kesehatan dan Komite Etik Penelitian Kesehatan (Introduction to Health- Related Research Ethics . Prof.Dr.dr.Suryani As’ad, MSc, SpGK(K)
and Health-Related Research Ethics Committees)
. Aspek Etik dalam Penelitian Epidemiologi (Ethical Aspects In Epidemiologic Research) . Prof.Dr.dr.Suryani As’ad, MSc, SpGK(K)
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Dr.dr. Maisuri T Chalid, SpOG (K)

ORC0

10. Dr.dr. Maisuri T Chalid, SpOG (K)

FASILITATOR

Dr.dr. Maisuri T Chalid, SpOG (K)
Prof.Dr.dr.Suryani As’ad, MSc, SpGK(K)
Prof.Dr.dr.Suryani As’ad, MSc, SpGK(K)
Dr. Uleng Bahrun,PhD,SpPK(K)

Harry Wahyu,Apt

22 (RS

Harry Wahyu,Apt

Prof. dr. Haerani Rasyid, M.Kes,SpPD,KGH,SpGK(K)
Prof.Dr.dr. Suryani As’ad, M.Sc,Sp.CGK(K)

Dr. dr Irawaty Djaharuddin, Sp.P(K), FISR

OROOFIE O

10.Dr. dr Irawaty Djaharuddin, Sp.P(K), FISR
11.Dr. dr Irawaty Djaharuddin, Sp.P(K), FISR
12.Prof. dr. Nasrum Massi, Ph.D, Sp.MK 4




