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Summary of changes

	Version
	Date
	Summary of changes

	1.0
	14-Feb-2017
	_

	2.0
	23-Jun-2017
	Thorough update to the reporting requirements/contact details in Georgia.

	3.0
	19-Feb-2018
	Inclusion of requirements in Kazakhstan, Lesotho and South Africa. 
Removal of central PIs as recipients for SAE/AESI reports.

	4.0
	10-Sep-2018
	Inclusion of Pakistan; change of periodicity of periodic LL in Peru (quarterly); updated format for Kazakh 6-mohthly reports (DSUR). 
Updates in contact information for central study coordinators.

	5.0
	21-Jan-2020
	Changes in presentation requirements in Georgia reflected (notarization and translation not required anymore); Clarified periodicity of LL submission in Peru; Updated national guideline in South Africa including new requirements (05-Aug-2019 & 28-Nov-2019) and wording clarified regarding the EC requirements; Updated information on international SUSAR submission in Kazakhstan (submission to the CEC within 7/15 days instead of 6-monthly); Updated information on SAE submission in Lesotho (extended from local SUSARs to local SAEs); updates to the requirements in Pakistan. Requirement for DSMB conclusion reports updated at all sites. Updated ways of working around receipt acknowledgment from PIs (email acknowledgement implementation). Inclusion of references to the applicable guidelines.

	6.0
	23-Sep-2020
	Addition of the endTB-Q clinical trial in the scope; update of the name of regulatory agency in Georgia; minor update on reporting of DSMB conclusions in Kazakhstan; inclusion of India.

	7.0
	23-Feb-2021
	Addition of Vietnam requirements; embedded Indian adaptation of the SAE form; addition of all deaths reporting in South Africa (refer to CAPA MSF_2020_0002); change contact information for central study coordinator and clinical trial manager.

	8.0
	03-Nov-2021
	Specify follow-up reports management for all sites; India: e-reporting management included and new versions of the IN forms added; Peru: management of pre-treatment SAE included; Lesotho: agreed reporting to the National Pharmacovigilance department included; Pakistan: updated contact of the new responsible IRB.

	9.0
	15-Aug-2022
	Updated clinical trial manager contact information; clarified IN follow-up reporting via the SUGAM portal; updated PE periodic report frequency for endTB-Q/endTB; updated PK NBC email; South African requirements classified as obsolete following full site closure; virtual submission portal for VN included; updated HLC IRB requirements (under central committees); updated IRB name for PK

(IHHN).

	10.0
	06-Nov-2023
	Change contact information for clinical trial manager and inclusion of contact for central study coordinator for UCSF; KZ NCDE requirements added; IN local requirement for DSMB conclusion reports added; PK-2 IRB requirements and templates included; DRAP and NBC reporting details updated; terminology for the coordinating function locally was updated for Pakistan (from site study coordinator to country study coordinator); Lesotho classified as obsolete following site closure.


[OBSOLETE – SITE CLOSED] - GEORGIA - Summary of Reporting to local Ethics Committees and National Regulatory Authorities, 18-May-2020
Safety reporting process – general information
1) When a reportable event occurs, the forms are immediately translated into English, as applicable, under the responsibility of the Study Site Coordinator (SSC) (or delegate) and shared with the MSF pharmacovigilance (PV) unit, and the Georgian PV/aDSM responsible person via email.

2) The MSF PV unit then provides the site principal investigator (PI) and the Study Site Coordinator (SSC) with safety reports in English within the defined time frame allowing for submission to the Georgian local Ethics Committee (LEC) and the LEPL Regulation Agency For Medical and Pharmaceutical Activities.

· Would the PI require a translated version, the reports are timely translated under the responsibility of the SSC or equivalent function; meaning the SSC (or delegate) is responsible to organise translation.

· The site PI (or delegate, e.g., the SSC) is responsible for sharing the reports with the sub-investigators.

3) The SSC or equivalent function is then responsible to follow and document receipt acknowledgments from the Georgian LEC and the LEPL Regulation Agency For Medical and Pharmaceutical Activities and transmit those to the PV unit.
4) Acknowledgments of receipt from the site PI are collected by the PV unit in the form of automatic email receipt acknowledgments.

Summary of reportable safety information

	What is reportable?
	What is the content?
	When do we report?*
	In which format?
	Who fills in the form? Language?
	To whom? How?

	Serious Adverse Event (SAE), Adverse Events of Special Interest (AESI), Overdose and Pregnancy - Georgia
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form from the Sponsor 
	PI or delegate (e.g. sub-investigators) (English)
	Via email :

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org),

Cc : Nino Lomtadze (nlomtadze@gmail.com).

	Suspected Unexpected Serious Adverse Reaction (SUSAR) Reports - International
	A summary of the individual patient data when a serious and unexpected reaction occurs. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.

! ALL domestic and foreign cases !
	Fatal or life-threatening SUSAR within 7 days after first receipt at the PV unit.

Non-fatal and non-life-threatening SUSAR within 15 days after first receipt at the PV unit.
	CIOMS I form (example) 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) (English)
	Via email : Nino Lomtadze (nlomtadze@gmail.com),

with 2 cover letters to track receipt acknowledgement: TB center LEC,

with 2 cover letters to track receipt acknowledgement: LEPL /MoH.

To investigators.

	6-monthly serious adverse event summary report - Georgia 
	A list of all SAEs received in Georgia for the clinical trial.
	Every 6 months (when update is available)
	Line listing and executive summary 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) (English)
	Via email : Nino Lomtadze (nlomtadze@gmail.com).

	Annual Safety Reports (ASR) - International
	A comprehensive compilation and analysis of all serious adverse events from all sites received over 1 year including a summary of the safety risks and the current evidence on each risk.
	Once a year
	DSUR format (example) 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) (English)
	Via email : Nino Lomtadze (nlomtadze@gmail.com),

with 2 cover letters to track receipt acknowledgement: TB center LEC,

with 2 cover letters to track receipt acknowledgement: LEPL /MoH.

To investigators.

	Data and Safety Monitoring Board (DSMB) Conclusion Reports - International
	The conclusions of the periodic independent review of safety data by a board of experts including recommendation on further study conduct.
	After each meeting
	Written conclusions 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) (English)
	Via email : Nino Lomtadze (nlomtadze@gmail.com),

with 2 cover letters to track receipt acknowledgement: TB center LEC,

To investigators.

	Answer to safety requests from local Ethics Committees and National Regulatory Authorities - Georgia
	The answers to specific requests sent by ECs/NRAs to the Sponsor on the safety of the trial.
	Usually EC/NRA provide study teams with a timeline for response. If not, a reasonable timeline is calculated based on the amount of work required by the request and communicated upon EC/NRA question receipt confirmation.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation) 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org),

Monica Moschioni (monica.moschioni@paris.MSF.org),

Lorenzo Guglielmetti (Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu) (English)
	Via email : Nino Lomtadze (nlomtadze@gmail.com),

with 2 cover letters to track receipt acknowledgement: TB center LEC,

with 2 cover letters to track receipt acknowledgement: LEPL /MoH.

	Urgent Safety Measures & Major deviation with safety impact on patients - International
	Communication of an event/ observation/ deviation which may alter the risk/benefit assessment of the study treatment and of any related urgent risk minimization action(s) undertaken or planned including changes in the administration of the study drugs or modification of the conduct of the trial.
	Notification should happen as soon as possible.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation) 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org),

Monica Moschioni (monica.moschioni@paris.MSF.org),

Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu) (English)
	Via email : Nino Lomtadze (nlomtadze@gmail.com),

with 2 cover letters to track receipt acknowledgement: TB center LEC,

 with 2 cover letters to track receipt acknowledgement: LEPL /MoH.

To investigators.

	* Timelines for reporting are calculated by the PV unit and communicated to the site with the report. Reference: SOP PV-001-CT


Summary steps for SUSAR reporting in Georgia

	SUMMARY STEPS, RESPONSIBLE FUNCTIONS & TIMELINES – SUSAR reporting in Georgia

	Step
	Responsible function
	Timeline
	Format
	Recipients
	Notes

	1. SAE occurs in patient
	Site PI (or sub-investigator)
	Within 24 hours of 1st awareness
	SAE Report Form (EN)
	To: PV unit = DAY 0
cc: national aDSM responsible person
	Minimum info should be shared immediately to the PV unit and full form translation organized by the SSC and shared asap (1 day).

	2. PV unit sends back a SUSAR report
	PV unit
	4 calendar days from Day 0 for Death/Life-Threatening SUSARs,
9 calendar days from Day 0 for other SUSARs.
	CIOMS form (EN)
	Site PI & SSC
	The PV unit calculates the timeline and shares in the email when sharing the form

	3. Site PI or delegate submits to LEC & LEPL 
	Site PI (or delegate)
	No later than 7 calendar days from Day 0 for Death/Life-Threatening SUSARs,

No later than 15 calendar days from Day 0 for other SUSARs.
	CIOMS form (EN) + 2 cover letters
	LEC & LEPL 
Copy to all sub-investigators.

Copy to national PV responsible.
	It is a responsibility of the site PI that can be delegated to the SSC or any other function.

	4. The SSC (or delegate) documents the receipt acknowledgment from LEC & LEPL 
	SSC (or delegate)
	Within 1 business day after submission.
	Cover letter dated & signed
	PV unit
	For tracking purpose.


Source

Decree of Government of Georgia N335 Dated 16 July 2019, Tbilisi "Clinical Research of Pharmacological Products, Pharmaceutical Production, Authorized Pharmacies and Rules and Terms on Issuing Permission for Import or Export of Pharmaceutical Products Subject of Special Control"; 

Decree of Government of Georgia N176 Dated 14 October 2005, Tbilisi "Clinical Research of Pharmacological Products, Pharmaceutical Production, Authorized Pharmacies and Rules and Terms on Issuing Permission for Import or Export of Pharmaceutical Products Subject of Special Control".
PERU - Summary of Reporting to local Ethics Committees and National Regulatory Authorities, 06-Nov-2023
Safety reporting process – general information

1) Immediate SAE reporting: the Site Principal Investigator (PI) and co-Investigators with the support of the Study coordinator (SC) should send within 24 hours for each Peruvian pregnancies and SAEs regardless of the causality and expectedness:

·  The SAE/pregnancy Report Form to the MSF pharmacovigilance (PV) unit,

· The Hospital Ethics Committee (EC) Report Form to the Hospital ECs,

· The electronic report via the ‘REAS Net’ to the National Health Institute (INS).

2) Hand delivery of SAE reports: within 7 calendar days, the SAE form from the electronic system ‘REAS Net’ should be emailed to the SES Research Office by the SC, printed and signed by the National PI and hand-delivered to the INS. The SC tracks submission and archives timely the receipt acknowledgments in SharePoint for the PV unit to retrieve. 

3) Other reports: The PV unit provides final version of the reports in English in a time frame allowing for translation and submission. The reports are timely translated under the responsibility of the SC or equivalent function; meaning the SC (or delegate) is responsible to organise translation. The site PI (or delegate, e.g. the SC) is responsible for reporting the translated version to the Hospital ECs and the INS. The SC tracks submission and archives timely the receipt acknowledgments in SharePoint for the PV unit to retrieve.
4) Acknowledgments of receipt from the site PIs are collected by the PV unit in the form of automatic email receipt acknowledgments.
5) Follow-up reports are processed similarly as initial reports.
Summary of reportable safety information

	What is reportable?
	What is the content?
	When do we report?*
	In which format?
	Who fills in the form? Language?
	To whom? How?

	Treatment-emergent Serious Adverse Events (SAE), Adverse Events of Special Interest (AESI), Overdose and Pregnancy - Peru
	A summary of individual patient data when a reportable event occurs per SOP PV-001-CT. This summary is the source document for processing at the PV unit.

	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form from the Sponsor 
	PI or delegate (e.g. sub-investigators) (English)
	Via email :

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org),



	Peruvian Serious Adverse Serious Adverse Events (SAE) – treatment emergent (from study drugs start onwards) & pre-treatment (from consent signature until study drugs start)
	A summary of the individual patient data.

Only domestic cases
	Within 24 hours of awareness
	Hospital EC Report Form
	The Site PI with support from the SSC in Spanish
	To the Hospital ECs (hand delivered)

	
	
	Within 24 hours of awareness
	Electronically in ‘REAS Net’
	The Site PI with support from the SSC in Spanish
	To the INS via the electronic system

	
	
	Within 7 calendar days from 1st awareness
	Print out of the ‘REAS Net’ form
	The Country PI should sign off (form in Spanish)
	Hand delivered to the INS

	Peruvian Pregnancies (incl. partner pregnancies)
	A summary of the individual patient data.

Only domestic cases
	Within 7 calendar days from 1st awareness
	Hospital EC Report Form
	The Site PI with support from the SSC in Spanish
	To the Hospital ECs (hand delivered)

	
	
	
	Electronically in ‘REAS Net’
	The Site PI with support from the SSC in Spanish
	To the INS via the electronic system

	
	
	
	Print out of the ‘REAS Net’ form
	The Country PI should sign off (form in Spanish)
	Hand delivered to the INS

	Suspected Unexpected Serious Adverse Reaction (SUSAR) Reports - International
	A summary of the individual patient data when a serious and unexpected reaction occurs. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.

! ALL foreign cases !
	Fatal or life-threatening SUSAR within 7 days after first receipt at the PV unit.

Non-fatal and non-life-threatening SUSAR within 15 days after first receipt at the PV unit.
	CIOMS I form (example) and cover letter (see annex 1)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) in English
	Only to investigators; translation of the full report is left at the Site PI’s discretion.

	Periodic reports of non serious Peruvian AEs 
	A listing of non serious AEs that occurred in Peru 
	Every 3 months to INS for endTB, every 6 months to INS for endTB-Q, every 6 months to the Hospital ECs for both CTs.
	Ad hoc
	Non serious AEs Maelenn Gouillou (Maelenn.GOUILLOU@epicentre.msf.org)  in English (translation needed
	To the INS and the Hospital ECs.
To investigators.

	International SAE reports - 6-monthly
	A listing and all CIOMS forms for SAE cases occurring internationally including SUSAR cases.
	Every 6 months
	SAE listing and CIOMS form
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) in English (translation needed
	To the INS and the Hospital ECs.



	Annual Safety Reports (ASR)
	A comprehensive compilation and analysis of all serious adverse events from all sites received over 1 year including a summary of the safety risks and the current evidence on each risk.
	Once a year
	DSUR format (example) as an annex of the Study Annual Progress Report
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English (translated with the Study Annual Progress Report)
	To the INS and Hospital Ethic committee.

To investigators.

	Data and Safety Monitoring Board (DSMB) Conclusion Reports
	The conclusions of the periodic independent review of safety data by a board of experts including recommendation on further study conduct.
	After each meeting
	Written conclusions
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English (translated with the Study Annual Progress Report)
	To the INS and Hospital Ethic committee.

To investigators.

	Answer to safety requests from local Ethics Committees and National Regulatory Authorities
	The answers to specific requests sent by ECs/NRAs to the Sponsor on the safety of the trial.
	Usually EC/NRA provide study teams with a timeline for response. If not, a reasonable timeline is calculated based on the amount of work required by the request and communicated upon EC/NRA question receipt confirmation.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), 
Jacquelyn-My Do (Jacquelyn-My_Do@hms.harvard.edu), Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English (requires translation)
	To the sender.

	Urgent Safety Measures & Major deviation with safety impact on patients
	Communication of an event/ observation/ deviation which may alter the risk/benefit assessment of the study treatment and of any related urgent risk minimization action(s) undertaken or planned including changes in the administration of the study drugs or modification of the conduct of the trial.
	Notification should happen as soon as possible.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Laura Pichon (laura.pichon@paris.msf.org);   Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English (requires urgent translation)
	To the INS and Hospital Ethic committee.

To investigators.

	* Timelines for reporting are calculated by the PV unit and communicated to the site with the report. Reference: SOP PV-001-CT


Source

Reglamento de Ensayos Clínicos Aprobado con Decreto Supremo N° 021-2017-SA

Fe de erratas Decreto Supremo N° 021-2017-SA Reglamento de ensayos clínicos

KAZAKHSTAN - Summary of Reporting to local Ethics Committees and National Regulatory Authorities, 06-Nov-2023
Safety reporting process – general information

1) When a reportable event occurs, the forms are immediately translated in English, as applicable, under the responsibility of the Study Site Coordinator (SSC) (or delegate) and shared with the MSF pharmacovigilance (PV) unit via email.

2) The MSF PV unit then provides the Study Site Coordinator (SSC) with safety reports in English within the defined time frame allowing for translation in Russian and submission to the Central Ethics Committee (CEC) for endTB, and the CEC and the National Center of Drug Expertise (NCDE) for endTB-Q.  

· The reportable reports are timely translated under the responsibility of the SSC or equivalent function; meaning the SSC (or delegate) is responsible to organise translation.

· The site PI (or delegate, e.g., the SSC) is responsible for reporting the Russian translated version to the CEC together with cover letters allowing receipt acknowledgment.  The site PI (or delegate) should also share the translated reports with the sub-investigators.

3) The SSC or equivalent function is then responsible to follow and document receipt acknowledgments from the CEC and transmit those to the PV unit.

4) Acknowledgments of receipt from the site PIs are collected by the PV unit in the form of automatic email receipt acknowledgments.
5) Follow-up reports are processed similarly as initial reports.

Summary of reportable safety information

	What is reportable?
	What is the content?
	When do we report?*
	In which format?
	Who fills in the form? Language?
	To whom? How?

	Serious Adverse Event (SAE), Adverse Events of Special Interest (AESI), Overdose and Pregnancy - Kazakhstan
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form from the Sponsor
	PI or delegate (e.g. sub-investigators) (English)
	Via email :

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)

	Serious Adverse Event (SAE) - Kazakhstan
	A summary of the individual patient data. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.

! ALL domestic cases !
	Fatal or life-threatening SAE within 7 days after first receipt at the PV unit.

Non-fatal and non-life-threatening SAE within 15 days after first receipt at the PV unit.
	CIOMS I form (example) and cover letter (see annex 1)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) in English (requires translation)
	In Russian to the CEC  and NCDE (endTB-Q) with 2 cover letters to track receipt acknowledgement.
To investigators.

	Suspected Unexpected Serious Adverse Reaction (SUSAR) Reports - International
	A summary of the individual patient data when a serious and unexpected reaction occurs. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.

! ALL foreign cases !
	Fatal or life-threatening SUSAR within 7 days after first receipt at the PV unit.

Non-fatal and non-life-threatening SUSAR within 15 days after first receipt at the PV unit.
	CIOMS I form (example) and cover letter (see annex 1)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) in English
	In Russian to the CEC and NCDE (endTB-Q) with 2 cover letters to track receipt acknowledgement.

To investigators.

	Semi annual progress report
	A compilation of all serious adverse events from all sites received over 6 months including a summary of the safety risks and the current evidence on each risk.
	Every 6 months
	DSUR format (example) - as an annex of the semi-annual local progress report
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English
	In Russian to the CEC with 2 cover letters to track receipt acknowledgement.

To investigators.

	Annual Safety Reports (ASR)
	A comprehensive compilation and analysis of all serious adverse events from all sites received over 1 year including a summary of the safety risks and the current evidence on each risk.
	Once a year
	DSUR format (example) - as an annex of the semi-annual local progress report
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English
	In Russian to the CEC and NCDE (endTB-Q) with 2 cover letters to track receipt acknowledgement.

To investigators.

	Data and Safety Monitoring Board (DSMB) Conclusion Reports
	The conclusions of the periodic independent review of safety data by a board of experts including recommendation on further study conduct.
	After each meeting – enclosed in the next progress report
	Written conclusions (required from mid-2019) 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English
	In Russian to the CEC with 2 cover letters to track receipt acknowledgement.

To investigators.

	Answer to safety requests from local Ethics Committees and National Regulatory Authorities
	The answers to specific requests sent by ECs/NRAs to the Sponsor on the safety of the trial.
	Usually EC/NRA provide study teams with a timeline for response. If not, a reasonable timeline is calculated based on the amount of work required by the request and communicated upon EC/NRA question receipt confirmation.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Jacquelyn-My Do (Jacquelyn-My_Do@hms.harvard.edu),
Lorenzo Guglielmetti (Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English (requires translation)
	To the sender.

	Urgent Safety Measures & Major deviation with safety impact on patients
	Communication of an event/ observation/ deviation which may alter the risk/benefit assessment of the study treatment and of any related urgent risk minimization action(s) undertaken or planned including changes in the administration of the study drugs or modification of the conduct of the trial.
	Notification should happen as soon as possible.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Laura Pichon (laura.pichon@paris.msf.org ) ; Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English (requires urgent translation)
	In Russian to the CEC and NCDE (endTB-Q) with 2 cover letters to track receipt acknowledgement.

To investigators.

	* Timelines for reporting are calculated by the PV unit and communicated to the site with the report. Reference: SOP PV-001-CT


Source

Order of the Minister of Health of the Republic of Kazakhstan dated 11 December, 2020 No. 248 - On approval of the Rules for conducting biomedical experiments, preclinical (nonclinical) and clinical trials, as well as requirements for preclinical and clinical bases.
[OBSOLETE – SITE CLOSED] LESOTHO - Summary of Reporting to local Ethics Committees and National Regulatory Authorities, 15-Aug-2022
Safety reporting process – general information

1) When a reportable event occurs, the forms are shared with the MSF pharmacovigilance (PV) unit via email.

2) The MSF PV unit then provides the Study Site Coordinator (SSC) with safety reports in English within the defined time frame allowing for submission to the local Ethics Committees (IRB/NH-REC) and the National PV department.

· The site PI (or delegate, e.g., the SSC) is responsible for reporting to the IRB/NH-REC and the National PV department together with cover letters allowing receipt acknowledgment. The site PI (or delegate) should also share the reports with the sub-investigators.

3) The SSC or equivalent function is then responsible to 
 and document receipt acknowledgments from the IRB/NH-REC and the National PV department and transmit those to the MSF PV unit.

4) Acknowledgments of receipt from the site PIs are collected by the MSF PV unit in the form of automatic email receipt acknowledgments.
5) Follow-up reports are processed similarly as initial reports.
Summary of reportable safety information

	What is reportable?
	What is the content?
	When do we report?*
	In which format?
	Who fills in the form? Language?
	To whom? How?

	Serious Adverse Event (SAE), Adverse Events of Special Interest (AESI), Overdose and Pregnancy - Lesotho
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form from the Sponsor
	PI or delegate (e.g. sub-investigators)
	Via email :

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org).

	Serious Adverse Event (SAE) Reports - Lesotho
	A summary of the individual patient data. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.
	Within 7 days after first receipt at the PV unit.
	CIOMS I form (example) and cover letter (see annex 1)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org) (English)
	To the IRB/ NH-REC
To the National PV department
To investigators.

	Annual Safety Reports (ASR)
	A comprehensive compilation and analysis of all serious adverse events from all sites received over 1 year including a summary of the safety risks and the current evidence on each risk.
	Once a year
	DSUR format (example) 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English
	To the IRB / NH-REC
To the National PV department
To investigators.

	Data and Safety Monitoring Board (DSMB) Conclusion Reports
	The conclusions of the periodic independent review of safety data by a board of experts including recommendation on further study conduct.
	After each meeting
	Written conclusions
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English
	To the IRB / NH-REC
To the National PV department
To investigators.

	Answer to safety requests from local Ethics Committees and National Regulatory Authorities
	The answers to specific requests sent by ECs/NRAs to the Sponsor on the safety of the trial.
	Usually EC/NRA provide study teams with a timeline for response. If not, a reasonable timeline is calculated based on the amount of work required by the request and communicated upon EC/NRA question receipt confirmation.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Jacquelyn-My Do (Jacquelyn-My_Do@hms.harvard.edu),
Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English (requires translation)
	To the sender.

	Urgent Safety Measures & Major deviation with safety impact on patients
	Communication of an event/ observation/ deviation which may alter the risk/benefit assessment of the study treatment and of any related urgent risk minimization action(s) undertaken or planned including changes in the administration of the study drugs or modification of the conduct of the trial.
	Notification should happen as soon as possible.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Monica Moschioni (monica.moschioni@paris.msf.org ) ; Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English (requires urgent translation)
	To the IRB / NH-REC
To the National PV department
To investigators.

	* Timelines for reporting are calculated by the PV unit and communicated to the site with the report. Reference: SOP PV-001-CT


Source

Phone discussion between the SSC Mrs. Sesomo Mohale and the REC chair – 19-Sep-2019.
Verbal agreement between the SSC Mrs Sesomo Mohale and the National PV department – June 2021.

National Pharmacovigilance guidelines, MINISTRY OF HEALTH, 1ST EDITION, LESOTHO, JANUARY 2021.
[OBSOLETE – SITE CLOSED] SOUTH AFRICA - Summary of Reporting to local Ethics Committees and National Regulatory Authorities, 07-Sep-2021
Safety reporting process – general information

1) When a reportable event occurs, the forms are immediately transmitted in English under the responsibility of the site PI, Study Site Coordinator (SSC), or delegate to the MSF pharmacovigilance (PV) unit, via email.

2) The MSF PV unit then provides the Study Site Coordinator (SSC) with safety reports in English within the defined time frame allowing for submission to the Human Research Ethics Committee (HREC) and the South African Health Products Regulatory Authority (SAHPRA).

· The site PI (or delegate, e.g., the SSC) is responsible for reporting to the HREC and SAHPRA.

· The site PI (or delegate) should also share the reports with the sub-investigators.

3) The SSC or equivalent function is then responsible to follow and document receipt acknowledgments from the HREC and the SAHPRA and to transmit those to the PV unit.

4) Acknowledgments of receipt from the site PIs are collected by the PV unit in the form of automatic email receipt acknowledgments.
5) Follow-up reports are processed similarly as initial reports.
Summary of reportable safety information

	What is reportable?
	What is the content?
	When do we report?*
	In which format?
	Referent person
	To whom?

	Serious Adverse Event (SAE), Adverse Events of Special Interest (AESI), Overdose and Pregnancy - SOUTH AFRICA
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form from the Sponsor
	PI or delegate (e.g. sub-investigators) (English)
	Via email:

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org).

	ALL deaths Reports - SOUTH AFRICA
	A summary of the individual patient data when a death occurs. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.

	Within 7 days after first receipt at the PV unit.
	CIOMS I form or SAHPRA form [English]


	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.

To the SAHPRA.

	Suspected Unexpected Serious Adverse Reaction (SUSAR) Reports - SOUTH AFRICA
	A summary of the individual patient data when a serious and unexpected reaction occurs. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.
	Fatal or life-threatening SUSAR within 7 days after first receipt at the PV unit.

Non-fatal and non-life-threatening SUSAR within 15 days after first receipt at the PV unit.
	CIOMS I form or SAHPRA form [English]

REC form [English]:
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	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.

To the REC and the SAHPRA.

	Fatal and life-threatening Serious Adverse Reaction (SUSAR) Reports – INTERNATIONAL 
	A summary of the individual patient data when a serious event occurs. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.
	Within 30 days after first receipt at the PV unit for initial foreign reports.
	Line listing FOR FOREIGN CASES.
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.

To SAHPRA.

	Expected Serious Adverse Reaction (SAR) Reports considered signals; see REC guidelines - SOUTH AFRICA
	A summary of the individual patient data when a serious and expected reaction occurs. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.
	Reported within 15 days after first receipt at the PV unit.
	REC form [English]:
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	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.

To the REC.

	Serious unexpected and expected events and non serious unexpected reactions - International
	Line listings of all serious events occurring during the trial and of not serious drug reactions and a summary table in the format required by the SAHPRA in the frame of the SAHPRA Clinical Trial Progress Report.

	Every 6 months (end of March and end of September)
	6-monthly progress report and line-listings to be submitted electronically (USB sticks, CDs, etc.)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.

To the SAHPRA.

	Annual reapplication report – Safety line listing
	Annual study progress report including a summary of the safety in the study.
	Once a year in June
	REC template [English]
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	To the REC.

	Annual Safety Reports (ASR)
	A comprehensive compilation and analysis of all serious adverse events from all sites received over 1 year including a summary of the safety risks and the current evidence on each risk.
	Once a year
	DSUR format (example) 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English
	To the SAHPRA.

To investigators.

	Data and Safety Monitoring Board (DSMB) Conclusion Reports
	The conclusions of the periodic independent review of safety data by a board of experts including recommendation on further study conduct.
	After each DSMB report
	Written conclusions 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.

To the REC & SAHPRA.

	Answer to safety requests from local Ethics Committees and National Regulatory Authorities
	The answers to specific requests sent by ECs/NRAs to the Sponsor on the safety of the trial.
	Usually EC/NRA provide study teams with a timeline for response. If not, a reasonable timeline is calculated based on the amount of work required by the request and communicated upon EC/NRA question receipt confirmation.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Mathilde Moreau (mathilde.moreaui@paris.MSF.org), Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org), Carole Mitnick (carole_mitnick@hms.harvard.edu); in English 
	To the sender.

	Urgent Safety Measures & Major deviation with safety impact on patients
	Communication of an event/ observation/ deviation which may alter the risk/benefit assessment of the study treatment and of any related urgent risk minimization action(s) undertaken or planned including changes in the administration of the study drugs or modification of the conduct of the trial.
	Notification should happen as soon as possible.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)

REC form [English]:
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	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Monica Moschioni (monica.moschioni@paris.MSF.org),

Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English
	To investigators.

To the REC and the SAHPRA.

	* Timelines for reporting are calculated by the PV unit and communicated to the site with the report. Reference: SOP PV-001-CT


Source

SAFETY REPORTING DURING CLINICAL TRIALS IN SOUTH AFRICA. SAHPRA, version 3, 28-Nov-2019.

University of Cape Town - FHS008hlp: Preparing an Internal Adverse Event or Unanticipated Problem report - Pointers for researchers; 23-Jul-2014.
PAKISTAN - Summary of Reporting to local Ethics Committees and National Regulatory Authorities, 06-Nov-2023
Safety reporting process – general information

1) When a reportable event occurs at the sites in Pakistan, the forms are immediately transmitted in English under the responsibility of the Principal Investigator (PI) as delegated to the Country Study Coordinator (CSC) (or delegate) to the MSF pharmacovigilance (PV) unit via email.

· For PK-1 (Indus Hospital and Health Network Karachi), the CSC ensures the Indus Hospital and Health Network (IHHN) IRB form is filled in by the site PI (or delegate), signed and submitted to the IHHN IRB;

· For PK-2 (Institute of Chest Diseases Kotri), the CSC ensures the IRB-Institute of Chest Diseases Kotri
 reportable event form is filled in by the site PI (or delegate), signed and submitted to the CDK IRB;

· The detailed IRB(s) reviewed form are then submitted to the Drug Regulatory Authority of Pakistan (DRAP);

· All receipt acknowledgements along with the submitted forms are made available to the PV unit when possible (on SharePoint).
2) The MSF PV unit provides the Country Site Coordinator (CSC) with the applicable safety reports (see below) in English within the defined time frame allowing for submission to the Drug Regulatory Authority of Pakistan (DRAP) and the National Bioethics Committee (NBC).
· The site PI (or delegate, e.g., the CSC) is responsible for submission to DRAP and NBC. 

· The site PI (or delegate) should also share the reports with the sub-investigators.

3) The CSC or equivalent function is then responsible to follow and document receipt acknowledgments from DRAP and NBC and to transmit those to the PV unit.

4) Acknowledgments of receipt from the site PIs are collected by the PV unit in the form of automatic email receipt acknowledgments.
Follow-up reports are reportable to the MSF PV unit only; initial information is reportable to the DRAP, NBC and concerned IRBs. The committees are informed of final outcomes through periodic reporting (Annual Safety Reports).

Summary of reportable safety information

	What is reportable?
	What is the content?
	When do we report?*
	In which format?
	Referent person
	To whom?

	Serious Adverse Event (SAE), Adverse Events of Special Interest (AESI), Overdose and Pregnancy - Pakistan
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form from the Sponsor
	PI or delegate (e.g., sub-investigators) (English)
	Via email:

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org).

	Serious Adverse Event (SAE) - Pakistan
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 5 business days of awareness at the site for IRBs and notification to NBC.
Within 7 days notification to DRAP.

Upon receipt of reviewed IRB forms to DRAP and NBC.
	Reviewed IRB forms are submitted to DRAP and NBC along with a cover letter on the official IRB letterhead 
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	PI or delegate (e.g., sub-investigators) (English)
	To the IHHN IRB (PK-1): irb@tih.org.pk
To the IRB-ICDK (PK-2): icdk.irb@gmail.com
To the DRAP.

To the NBC: nbcpakistan@nih.org.pk.


	Suspected Unexpected Serious Adverse Reaction (SUSAR) Reports - Pakistan
	A summary of the individual patient data when a serious and unexpected reaction occurs. This summary displays the assessment of the causality for the individual patient situation accounting for all drugs and individual risk factors.
	Fatal or life-threatening SUSAR within 7 calendar days after first receipt at the PV unit.

Non-fatal and non-life-threatening SUSAR within 15 calendar days after first receipt at the PV unit.
	CIOMS I form (example) [English] 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.

The IHHN IRB: irb@tih.org.pk
To the IRB-ICDK (PK-2): icdk.irb@gmail.com
To the DRAP.
To the NBC: nbcpakistan@nih.org.pk.

	Quarterly Safety Reports 
	A list of all serious adverse events and pregnancies from all sites received 3 months as well as the number of discontinued patients.
	Every 3 months (Gregorian calendar) for DRAP


	Table of SAEs with date of submission and acknowledgment; pregnancies over the period, Major deviations, and full deviation log.
	PI or delegate (e.g., sub-investigators) (English)
	To the DRAP.

To investigators.

	NBC Annual Reporting of safety data 
	A list of all serious adverse events from all sites received in one year as well as discontinued patients and pregnancies.
	Once a year for NBC


	Annual progress report to NBC at time of renewal with adjudicated deviation logs for PK sites and a paragraph summarizing the occurred SAEs, pregnancies, or Major Deviations during the reporting period and complete recruitment cascade till reporting date, including the number of discontinued patients. 
	PI or delegate (e.g., sub-investigators) (English)
	To NBC: nbcpakistan.org@gmail.com 

	Annual Progress Report
	‘Annual Progress Report Form’ is submitted for IHHN IRB for PK-1 and ‘Annual Progress Report’ is submitted to IRB-ICDK for PK-2
	Annually at the time of approved renewal along with in-use ICFs
	IHHN IRB template:
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IRB-ICDK:  adjudicated deviation logs, summary of SAEs and Major Deviations, complete recruitment cascade including number of discontinued patients and pregnancies.
	PI or delegate (e.g., sub-investigators) (English)
	To the IHHN IRB (PK-1): irb@tih.org.pk 

To the IRB-ICDK (PK-2): icdk.irb@gmail.com

	Annual Safety Reports (ASR)
	A comprehensive compilation and analysis of all serious adverse events from all sites received over 1 year including a summary of the safety risks and the current evidence on each risk.
	Once a year
	DSUR format (example) 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org); in English
	To the DRAP (hard copy)

To NBC:  nbcpakistan@nih.org.pk
To investigators.

	Data and Safety Monitoring Board (DSMB) Conclusion Reports
	The conclusions of the periodic independent review of safety data by a board of experts including recommendation on further study conduct.
	After each DSMB report
	Written conclusions 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	To investigators.
To NBC: nbcpakistan@nih.org.pk

	Answer to safety requests from local Ethics Committees and National Regulatory Authorities
	The answers to specific requests sent by ECs/NRAs to the Sponsor on the safety of the trial.
	Usually EC/NRA provide study teams with a timeline for response. If not, a reasonable timeline is calculated based on the amount of work required by the request and communicated upon EC/NRA question receipt confirmation.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Mathilde Moreau (mathilde.moreaui@paris.MSF.org), Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English 
	To the sender.

	Urgent Safety Measures & Major deviation with safety impact on patients
	Communication of an event/ observation/ deviation which may alter the risk/benefit assessment of the study treatment and of any related urgent risk minimization action(s) undertaken or planned including changes in the administration of the study drugs or modification of the conduct of the trial.
	Notification should happen as soon as possible.

For IRBs within 10 business days of awareness

For DRAP as soon as the site becomes aware of it (10-15 days max)
For NBC: un-reviewed report within 10 working/business days of awareness; IRB reviewed reports once received back from relevant IRBs
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)

For IHHN IRB (PK-1) Reportable Event Form to be used for Major Protocol Deviations:
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For CKD IRB (PK-2) Major Protocol Deviation Form:
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	International:

Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org), Laura Pichon (laura.pichon@paris.msf.org ) Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English
Local:

PI (or delegate)
	To investigators.

To the IHHN IRB (PK-1): irb@tih.org.pk 
To the IRB-ICDK (PK-2): icdk.irb@gmail.com 
To the DRAP (hard copy)
To NBC: nbcpakistan@nih.org.pk

	* Timelines for reporting are calculated by the PV unit and communicated to the site with the report. Reference: SOP PV-001-CT


Source

Pakistan Good Clinical Practice Guidelines for Regulatory Authorities, IRB/IEC’s, Investigators & Sponsors for the Conduct of Clinical Trials (no date).
IHHN-IRB Reportable Event Form V 1.0 Jun 2021 (pending SOP)
National Bioethics Committee, SOP (no date).
NBC-R Advisory for reporting of Adverse Events during clinical trials conducted in Pakistan, Ref: No.4-87/Clinical trials-01/ Date: May 19, 2023
NBC-R Advisory for Data Safety and Monitoring Boards for Clinical Trials
CONDUCT OF CLINICAL TRIALS GUIDELINES Document No: PHSR/GL/CT-007 (Document History: 2nd Edition Effective Date: 28th May, 2021) 
INDIA - Summary of Reporting to local Ethics Committees and National Regulatory Authorities, 06-Nov-2023
Safety reporting process – general information

1) When a reportable event occurs at the site, the applicable form is immediately transmitted in English (as applicable) under the responsibility of the Study Site Coordinator (SSC) (or delegate) to the MSF pharmacovigilance (PV) unit, and if required, to the Drugs Controller General of India (DCGI) of the Central Drugs Standard Control Organization (CDSCO) via the SUGAM portal and to the ethics Committee via email.

2) The Sponsor, represented by the MSF PV unit then submits the corresponding CIOMS form (i.e., ‘Due analysis report’) to the DCGI via the SUGAM portal with the support of the SSC, and to the EC and the Head of Institution via email – forwarded for information to the SSC and site Principal Investigator (PI). Same applies to periodic reports.
· The SSC or delegate copies the information from the CIOMS/Due analysis report into the ‘SUGAM’ electronic submission portal.
3) Each sending party, the SSC (or delegate) and the PV unit, is then responsible to follow and document receipt acknowledgments from the DCGI/EC (Head of institution and to transmit exchange those with each other.

4) Acknowledgments of receipt from submissions to the site PIs are collected by the PV unit in the form of automatic email receipt acknowledgments.
5)  Follow-up reports are submitted to the PV unit only and from the PV unit to the DCGI (via SUGAM within 14 days of initial reporting), EC and Head of Institution. The rest of the follow-ups (beyond 14 days) are informed to DCGI via the periodic reports only.
Summary of reportable safety information

	What is reportable?
	What is the content?
	When do we report?*
	In which format?
	Referent person
	To whom?

	Serious Adverse Event (SAE) and Pregnancy - India
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form from the Sponsor
INDIAN VERSION in use at Mumbai site: 
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INDIAN VERSION in use at Pune site:
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	PI or delegate (e.g., sub-investigators) (English)
	Via email:

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org).

To EC : IN-1 fmr-irec@fmrindia.org; IN-2: vspadbidri@hotmail.com  ; ecnari@nariindia.org 
To Head of institution: IN-1 fmr-irec@fmrindia.org; IN-2: director@nariindia.org ; spanda@nariindia.org 
Via SUGAM to DCGI – SAE is logged in.
(in case of SUGAM portal failure, To DCGI : dci@nic.in  and dci@nb.nic.in)



	Due analysis report for Serious Adverse Event (SAE) and Pregnancy - India
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Fatal or life-threatening SAE within 7 days after first receipt at the PV unit.

Non-fatal and non-life-threatening SAE within 15 days after first receipt at the PV unit.


	CIOMS I form (example) [English] 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	Via email:

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org). 

To EC : IN-1 fmr-irec@fmrindia.org; IN-2: vspadbidri@hotmail.com  ; ecnari@nariindia.org 

To Head of institution: IN-1 fmr-irec@fmrindia.org; IN-2: director@nariindia.org ; spanda@nariindia.org
Via SUGAM to DCGI – SAE due analysis is uploaded.
(in case of SUGAM portal failure, To DCGI : dci@nic.in  and dci@nb.nic.in)

	Adverse Events of Special Interest (AESI) and Overdose - India
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form from the Sponsor
	PI or delegate (e.g., sub-investigators) (English)
	Via email:

To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org).

	Six-monthly Safety Reports 
	A comprehensive compilation and analysis of all serious adverse events from all sites received over 6 months including a summary of the safety risks and the current evidence on each risk.
	Every 6 months (DLP, 30-Aug & DLP, 31-Dec)
	DSUR format (example)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	To DCGI : dci@nic.in  and dci@nb.nic.in 

To EC : IN-1 fmr-irec@fmrindia.org; IN-2: vspadbidri@hotmail.com  ; ecnari@nariindia.org 

To investigators.

	Data and Safety Monitoring Board (DSMB) Conclusion Reports
	The conclusions of the periodic independent review of safety data by a board of experts including recommendation on further study conduct.
	After each DSMB report
	Written conclusions 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.
To EC : IN-1 fmr-irec@fmrindia.org; IN-2: vspadbidri@hotmail.com  ; ecnari@nariindia.org

	Answer to safety requests from local Ethics Committees and National Regulatory Authorities
	The answers to specific requests sent by ECs/NRAs to the Sponsor on the safety of the trial.
	Usually EC/NRA provide study teams with a timeline for response. If not, a reasonable timeline is calculated based on the amount of work required by the request and communicated upon EC/NRA question receipt confirmation.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org),  Mathilde Moreau (mathilde.moreaui@paris.MSF.org), Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English 
	To the sender.

	Urgent Safety Measures & Major deviation with safety impact on patients
	Communication of an event/ observation/ deviation which may alter the risk/benefit assessment of the study treatment and of any related urgent risk minimization action(s) undertaken or planned including changes in the administration of the study drugs or modification of the conduct of the trial.
	Notification should happen as soon as possible.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org),  Laura Pichon (laura.pichon@paris.msf.org ) ,
Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org),

Carole Mitnick (carole_mitnick@hms.harvard.edu); in English
	To investigators.

To the DCGI & ECs..

	* Timelines for reporting are calculated by the PV unit and communicated to the site with the report. Reference: SOP PV-001-CT


Flow chart
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Source

Ministry of Health G.S.R.227 of 19-Mar-2019.
VIETNAM - Summary of Reporting to local Ethics Committees and National Regulatory Authorities, 06-Nov-2023
Safety reporting process – general information

1) When a reportable event occurs at the site, the applicable form in Vietnamese is shared by the Study Site Coordinator (SSC) (or delegate) to the Ministry of Health Ethics Comgramittee (MoH EC) and the National Center of Drug information and Adverse drug reaction (National Center of DI and ADR), and the English version is sent to the MSF pharmacovigilance (PV) unit via email:
· National electronic submission (email and/or electronic submission portal V-office) is performed by the SSC with the PV unit in cc-.

· National paper reporting is performed in parallel by the SSC and the date of submission documented by the SSC (cover letter and report).

2) Submission proof for electronic reporting is the email to MoH; submission proof for paper reporting is the date documented for the submission, shared by the SSC to the PV unit when available (no national receipt acknowledgment sent).
3) Follow-up reports are processed similarly as initial reports.
Summary of reportable safety information

	What is reportable?
	What is the content?
	When do we report?*
	In which format?
	Referent person
	To whom?

	Serious Adverse Event (SAE) and Pregnancy - Vietnam
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE/pregnancy Report Form National or Sponsor Form

[image: image13.emf]SAE%20Safe%20Rep ort%20Form.MOH.ENG.docx



	PI or delegate (e.g., sub-investigators) (English)
	To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org).

	
	
	
	
	PI or delegate (e.g., sub-investigators) (Vietnamese)
	To the MOH EC:  admin@iecmoh.vn; National Center of DI and ADR:  di.pvcenter@gmail.com.

	Adverse Events of Special Interest (AESI) and Overdose - Vietnam
	A summary of individual patient data when a reportable event occurs. This summary is the source document for processing at the PV unit.
	Within 24 hours of awareness at the site
	SAE Report Form from the Sponsor
	PI or delegate (e.g., sub-investigators) (English)
	To : Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org).

	Annual Safety Reports 
	A comprehensive compilation and analysis of all adverse events from Vietnam received over 1 year including a summary of the safety risks and the current evidence on each risk.
	Every year
	National template

[image: image14.emf]Template.doc


	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	To the MOH EC:  admin@iecmoh.vn; National Center of DI and ADR:  di.pvcenter@gmail.com.

	Data and Safety Monitoring Board (DSMB) Conclusion Reports
	The conclusions of the periodic independent review of safety data by a board of experts including recommendation on further study conduct.
	After each DSMB report
	Written conclusions 
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org)
	The investigators.

	Answer to safety requests from local Ethics Committees and National Regulatory Authorities
	The answers to specific requests sent by ECs/NRAs to the Sponsor on the safety of the trial.
	Usually EC/NRA provide study teams with a timeline for response. If not, a reasonable timeline is calculated based on the amount of work required by the request and communicated upon EC/NRA question receipt confirmation.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org),  Laura Pichon (laura.pichon@paris.msf.org ) ariana.austin@ucsf.edu);,, Arian Austin ( Ariana Austin ( Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org), Carole Mitnick (carole_mitnick@hms.harvard.edu)
	To the sender.

	Urgent Safety Measures & Major deviation with safety impact on patients – including  SAEs happened at the study sites outside of Vietnam that lead to suspension or stop the trial in a participate country, or lead to changes in study protocol
	Communication of an event/ observation/ deviation which may alter the risk/benefit assessment of the study treatment and of any related urgent risk minimization action(s) undertaken or planned including changes in the administration of the study drugs or modification of the conduct of the trial.
	Notification should happen as soon as possible.
	Unless a format is imposed by EC/NRA, the Sponsor will choose the most appropriate format to answer (always written or promptly followed by written confirmation)
	Nathalie Lachenal and Sylvine Coutisson (PVunit.GVA@geneva.MSF.org),  Laura Pichon (laura.pichon@paris.msf.org ) ,  Ariana Austin (ariana.austin@ucsf.edu); Lorenzo Guglielmetti

(Lorenzo.GUGLIELMETTI@paris.msf.org), Carole Mitnick (carole_mitnick@hms.harvard.edu)
	To investigators.

To the MOH EC:  admin@iecmoh.vn; National Center of DI and ADR:  di.pvcenter@gmail.com.

	* Timelines for reporting are calculated by the PV unit and communicated to the site with the report. Reference: SOP PV-001-CT


Source

Guideline on Recording, handling and reporting the Adverse Event, Serious Adverse Event in Clinical trials conducted in Vietnam, attached to the Official Correspondence No. 62/ QĐ – K2ĐT dated 02 Jun 2017 of Ministry of Health.

CENTRAL COMMITTEES – General summary of Reporting, 06-Nov-2023
Safety reporting to the Data & Safety Monitoring Board

Please refer to the latest version of the DSMB charter. In general, SUSAR reports and safety signal are promptly reportable and transmitted by the PV unit directly within the timelines defined in the charter. 

Safety reporting to the Scientific Advisory Committee

The PV unit submits DSMB conclusion reports to the Scientific Advisory Committee when available. A validated safety signal would additionally be reportable within the timelines defined in the PV SOP on safety signals (PV-TB-P05).

Safety reporting to the MSF Ethical Review Board

The PV unit submits the Annual Safety Report to the MSF ERB for their information. A validated safety signal would additionally be reportable within the timelines defined in the PV SOP on safety signals (PV-TB-P05).

Safety reporting to the Harvard Longwood Campus Institutional Review Board
The PIH central study coordinator submits to the HLC IRB the DSMB conclusion reports when available and all SUSAR reports as CIOMS forms within 5 business days (USA) from receipt. A validated safety signal would additionally be reportable within the timelines defined in the PV SOP on safety signals (PV-TB-P05).
Safety reporting to the Indus Hospital & Health Network and Institute of Chest Diseases Institutional Review Boards
Refer to the section on Pakistan.

**

Proof of submission (emails) is archived on the central team SharePoint under the responsibility of the sender.
Annex 1 - SUSAR cover letter template from the PV unit, 27-Apr-2020
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With delivery and read receipts activated.


Dear [recipient],

PLEASE OPEN THIS EMAIL SO A DELIVERY AND READ RECEIPT IS SENT TO THE PV UNIT

Please find attached a CIOMS form for case no. [PV unit case identifier] [version no.] from [country] – for the [endTB/endTB-Q] study.
Case summary:

[image: image16.png]Company comment template:

A XX-year-old [male/female] patient experienced [Adverse event terms] [latency between event
onset and 1 drug dose in days, months] after first exposure to [suspected and interacting drug], [if
relevant or applicable] and] [latency between event onset and last drug dose in days, months] after
last exposure to [suspected and interacting drug).

‘The event [was considered life-threatening / was fatal /led to significant disability or incapacity / led
to patient’s hospitalization / led to prolongation of patient’s hospitalization / is a congenital
anomaly or a birth defect / was considered medically significant by the reporter or the Sponsor /is a
non-serious reportable event].

The reporting [investigator/nurse/physician/clinician] considered the event [event term] as
[related/not related] to [suspected / interacting drug). Other contributing or possible causal factors
identified by the reporter include [/ist of confounders, other identified causal factors].

The Sponsor considered the event [event term] as [related/not related] to [suspected / interacting
drug). Other contributing or possible causal factors identified by the Sponsor include [ist of
confounders, other identified causal factors).

The event [event term] is [expected/unexpected] with the use of [suspected / interacting drug] per
[reference safety information].

[FOR SAFETY ISSUES WITH IMPORTANT IMPACT ON THE CONDUCT OF TRIAL/PROGRAM EMERGING
FROM THE REVIEW OF AN INDIVIDUAL CASE, A COMMENT MUST BE ADDED EXPLAINING THE
NECESSARY CHANGES / RISK MINIMIZATION ACTION IMPLEMENTATION]




 (reference, PV-TB-D08)
The case is not reportable in your country as an individual CIOMS report, please share with the investigators before [DEADLINE, dd-Mmm-YYYY].

OR

The event is reportable in your country to [recipients] and investigators before [DEADLINE, dd-Mmm-YYYY].

	Responsible
	Activity and timelines

	
	· 

	
	· 

	
	· 


Best regards,

The PV unit
� In alignment with the requirements set forth by DRAP (Drug Regulatory Authority of Pakistan), it has become mandatory for each trial site to establish its own dedicated Site IRB. The newly formed IRB-ICDK is composed to function independently within the context of the ICD Kotri site and trials or any other research implemented at the site.








NOTE: This work is licensed under the Creative Commons CC BY-SA by the endTB Research Partners. To view a copy of this license, visit: https://creativecommons.org/licenses/by-sa/4.0/. More information about this copyright is available in the endTB website: https://endtb.org/ in the “Toolkit” section.
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Reportable Event Form




TO BE FILLED BY: Principal Investigator (PI) 

The term Reportable Event (RE) has been adopted to represent a broad categorization of events including Unanticipated Problems, Adverse Events, Protocol Deviations/Violations, Noncompliance, audit or monitoring results, newly identified risks, etc. that may be reportable per IRB policy and regulatory requirements.  Use this form to report events, including Unanticipated Problems Involving Risks to Subjects or Others (UPIRSO), which fit the definition of promptly reportable events. See Section 1 below for description of events that require prompt reporting. The IRB defines ‘prompt’ to be within 5 working days of discovery of the event. If an event does not meet the criteria outlined below, report it to the IRB in summary form at the time of continuing review.

Please type only in the gray boxes.  To mark a box-click the box

Section I:  Investigator Information


Principal Investigator: 


Name(s) :       




Department:       

E-Mail:       

IRB  NUMBER:       

Study Title:       

Section II:  Study Information


This study is:


 FORMCHECKBOX 

Open to enrollment                                        FORMCHECKBOX 

Closed to enrollment


Number of active subjects:       

Section III:  Oversight / Noncompliance Information

1. Type of Administrative Oversight:


 N/A


 Lapse in IRB continuing / annual renewal (Study Closed by IRB due to lapse)

 Late submission of continuing Progress Report (IRB received after expiration date)

 Unreported change to study personnel (excluding PI or Co-PI)

      Other minor admin oversight, describe: 

2. Type of Noncompliance:


 N/A


 Protocol deviation


 Over enrollment


 Changes made to protocol or research without IRB approval


 Changes made without other IRB approval


 Human subject activities took place during lapse of IHHN-IRB or other IRB approval


      Other, describe: 

3.       Describe a corrective action plan to manage this incident and prevent future instances of oversight and/or noncompliance: 

4.  Do you request review and/or action by the IRB? (i.e., approval of use of data collected under unapproved circumstances for research purposes)


                               Yes, describe:  No                N/A      

5.  Amendment is being submitted to reflect change in protocol, if applicable.


6. Provide an explanation of the facts surrounding the oversight and/or noncompliance, including a timeline of occurrence of noncompliance and discovery.        

7. Provide an assessment of the increased risk (if any) to subjects resulting from the oversight and/or  noncompliance.


     

8. Explain the corrective measures taken in response to the oversight and/or noncompliance and explain any preventive measures that will be taken to prevent the oversight/noncompliance from occurring in the future (if possible).


     

* Please attach any supporting documentation, such as an audit or monitoring report, etc.


Section VI:  Unanticipated problem/adverse event/unanticipated adverse device effect/serious adverse event

9.  N/A


10. Was the Adverse Event Unexpected? No     Yes 

11. Was the Adverse Event Serious? No  
    Yes 

  
Death, 


  
A life-threatening adverse event, 


  
Inpatient hospitalization or prolongation of existing hospitalization, 


  A persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions, or 


           
     A congenital anomaly/birth defect


12. Study Related Adverse Event? No Yes

13. Does the adverse event suggest that the research places subjects or others at a greater risk of harm?  No   Yes 

14. Should the protocol and/or consent forms be revised   No    No

15. Does the event have implications for the conduct of the study?  No   Yes 

16. Will additional information be given to enrolled subjects? No   If Yes, please submit a copy of the corrected amendment forms with bold changes and a clean copy incorporating the changes.  Yes 

		Participant #


     



		Date of Adverse Event


     

		Description of Unanticipated Problem/Adverse Event


     





Section VI:  Investigator Statement of Compliance


By submitting this form, the Principal Investigator assures that all information provided is accurate.  He/she assures that procedures performed under this project will be conducted in strict accordance with procedures that govern research involving human subjects.  He/she acknowledges that he/she has the resources required to conduct research in a way that will protect the rights and welfare of participants and that he/she will employ sound study design which minimizes risks to subjects.  He/she agrees to submit any change to the project (e.g. change in principal investigator, research methodology, subject recruitment procedures, etc.) to the Board in the form of an amendment for IRB approval prior to implementation.  

 FORMCHECKBOX 
 I agree          Date:      

For IHHN-IRB Admin use Only:  IRB Approval


This report and the actions described herein has been accepted by IRB, which has determined that the study continues to meet the criteria for IRB approval as outlined in 45 CFR 46.111(a).  The IRB has determined that the information provided in this report represents:

 FORMCHECKBOX 
   Admin Oversight

 FORMCHECKBOX 
   Serious Noncompliance


 FORMCHECKBOX 
   Continuing Noncompliance


 FORMCHECKBOX 
   Serious and Continuing Noncompliance 


 FORMCHECKBOX 
   Unanticipated Problems Involving Risks to Participants or Others

 FORMCHECKBOX 
   Serious Adverse Event

        FORMCHECKBOX 
   Other, specify :      

IRB Reviewer Name:                     Date:      
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		Institute of Chest Diseases, Kotri


Bihar Colony, Kotri, Jamshoro,


Sindh, Pakistan


icdk.irb@gmail.com





		Institutional Review Board, Institute of Chest Diseases, Kotri, Sindh (IRB-ICDK)







Serious Adverse Event Form v1.0




TO BE FILLED BY: Principal Investigator (PI) 

The term Reportable Event (RE) has been adopted to represent a broad categorization of events including Unanticipated Problems, Adverse Events that may be reportable per IRB policy and regulatory requirements.  Use this form to report events, including Unanticipated Problems Involving Risks to Subjects or Others (UPIRSO), which fit the definition of promptly reportable events. See the table below for a description of events that require prompt reporting. The IRB defines ‘prompt’ to be within 5 working days of discovery of the event. If an event does not meet the criteria outlined below, report it to the IRB in summary form at the time of continuing review.

		What is to be Reported

		Reporting Timelines



		Unanticipated Problems Involving Risks to Participants or Others

		Within 5 working/business days of each awareness



		Serious Adverse Events (SAEs)/SUSARs

		Within 5 working/business days of each awareness





Please type only in the gray boxes.  To mark a box-click the box

Section I:  Investigator Information


Principal Investigator: 


Name(s) :       




E-Mail:       

IRB  NUMBER:       

Study Title:       

Section II:  Study Information


This study is:


 FORMCHECKBOX 

Open to enrollment                                        FORMCHECKBOX 

Closed to enrollment


Number of active subjects:       

Section III:  Unanticipated problem/unanticipated adverse device effect/serious adverse event

1. Was the Adverse Event Unexpected? No     Yes 

2. Was the Adverse Event Serious? No  
    Yes 

  
Death, 


  
A life-threatening adverse event, 


  
Inpatient hospitalization or prolongation of existing hospitalization, 


  A persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions, or 


                   A congenital anomaly/birth defect

                        Other: 

3. Study Related Adverse Event? No Yes

4. Does the adverse event suggest that the research places subjects or others at a greater risk of harm?  No        Yes 

5. Should the protocol and/or consent forms be revised   No    Yes

6. Does the event have implications for the conduct of the study?  No   Yes 

7. Will additional information be given to enrolled subjects? No   If Yes, please submit a copy of the corrected amendment forms with bold changes and a clean copy incorporating the changes.  Yes 

		Participant ID #


     



		Date of Unanticipated Problem/Adverse Event


     

		Description of Unanticipated Problem/Adverse Event


     





Section IV:  Investigator Statement of Compliance


By submitting this form, the Principal Investigator assures that all information provided is accurate.  He/she assures that procedures performed under this project will be conducted in strict accordance with procedures that govern research involving human subjects.  He/she acknowledges that he/she has the resources required to conduct research in a way that will protect the rights and welfare of participants and that he/she will employ sound study design, which minimizes risks to subjects.  He/she agrees to submit any change to the project (e.g. change in principal investigator, research methodology, subject recruitment procedures, etc.) to the Board in the form of an amendment for IRB approval prior to implementation.  

 FORMCHECKBOX 
 I agree          Date:      

For IRB-ICDK Admin use Only:  IRB Approval


This report and the actions described herein has been accepted by IRB, which has determined that the study continues to meet the criteria for IRB approval as outlined in 45 CFR 46.111(a).  The IRB has determined that the information provided in this report represents:

 FORMCHECKBOX 
   Unanticipated Problems Involving Risks to Participants or Others

 FORMCHECKBOX 
   Serious Adverse Event

        FORMCHECKBOX 
   Other, specify :      

IRB Reviewer Name:                     Date:      
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		PROGRESS REPORT





DIRECTIONS:  Please submit this completed Progress Report with your Renewal Notice. All items must be adequately addressed before the IRB can proceed with the continuing review and renewal of approval of this research project. If a question does not apply to your research project, indicate with “Not Applicable” or “N/A”.  

When IRB approval expires without receiving a renewal of IRB approval, your IRB file will be placed on inactive status and you must suspend all research study activities until receiving renewal of IRB approval.   If you have any questions, please contact us at irb@tih.org.pk

*Failure to submit this report as instructed by the IRB is a serious Good Clinical Practice violation that may lead to immediate suspension of the research at your site and regulatory inspection.

		INVESTIGATOR



		Investigator Name:

		 

     






		IRB Number:

		      



		Study Title:

		      



		IRB Approval Expiration Date: 

Study Renewal Lapsed at time of Progress report submission:  FORMCHECKBOX 
No    FORMCHECKBOX 
 Yes, by 
 FORMTEXT 

     
 

Dates covered by this progress report 


      FORMCHECKBOX 
 previous 12 months; no study lapse


      FORMCHECKBOX 
 other period (for ex. in the case of a renewal lapse or requested by IRB) as described: 


               Begin Date       to End Date      (also submit Re-open study form if you have received study closure notification or the renewal lapse is greater than 1 month of approval expiry.






		SECTION A: STATUS OF THE STUDY AT TIME OF THIS SUBMISSION:  Please check all the applicable categories)



		1.  FORMCHECKBOX 
 Enrollment has not begun



		2.  FORMCHECKBOX 
  Active, enrolling participants (if renewal, attach copy of current informed consent form for date stamping)



		3.  FORMCHECKBOX 
  Active, participant enrollment closed on       (insert date); subjects are receiving treatment/intervention



		4.  FORMCHECKBOX 
  Active, participant enrollment closed on       (insert date); subjects are in follow-up only



		5.  FORMCHECKBOX 
 Temporarily inactive


    a. Date project will be reactivated (start collecting data again):     

    b. Reason project is currently inactive:     



		6.  FORMCHECKBOX 
  Remaining activities limited to accessing/analyzing identifiable data only;  (No new participant enrollments or new data collected; contact only with their identifiable research records) ( Proceed to Section G



		7.  FORMCHECKBOX 
  Study closed by IRB due to renewal lapse  – Additionally, submit IRB Admin Oversight Report Form AND Re-Open Closed Study Form 



		8.  FORMCHECKBOX 
  Study closure by PI (All research activities are completed) – STOP & Complete Closure Study Form Only



		9.  FORMCHECKBOX 
  Study is terminated (never started, or closed before data collection was complete). Reason:        STOP & Complete Closure Study Form Only





		NOTE: if you indicated a change in PI or Study Title, ensure that change is reflected in all affected documentation.



		SECTION B: KEY CHANGE



		CHANGE IN PRINCIPAL INVESTIGATOR        FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes – if yes complete the sections directly below.



		Name and Title:      

		Department / Division:      



		Reason for Change in PI:      



		CHANGE IN TITLE OF THE STUDY                   FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes – if yes complete the section directly below.



		New Title:       



		Reason for Change in Title:       



		SECTION C: DESCRIPTION OF SUBJECTS GIVING CONSENT

       FORMCHECKBOX 
 N/A for medical chart reviews: proceed to section D



		# Enrolled Subjects (e.g., # subjects who provided consent):

		     



		Reasons subjects are withdrawn:

		# Subjects withdrew consent:     

# Screen failures:     

# Subjects moved:      

# Withdrawal medically related *:      

# Other *:      

# Reason not given by subject:      
 Total # of withdrawals:      

		* For withdrawals that are “medically related” or “other”, please describe:


      

or


Attach a summary of the reasons for withdrawal





		SECTION D: PROGRESS FOR SINCE LAST APPROVAL 



		Current Risk/Benefit Assessment based on results to date:

		 FORMCHECKBOX 
Acceptable
 FORMCHECKBOX 
Not Acceptable


 FORMCHECKBOX 
Unknown, presumed acceptable



		Has your site/study been monitored by IRB representatives or sponsors?

		 FORMCHECKBOX 
No


 FORMCHECKBOX 
Yes.  If yes, indicate # of times since the last Progress Report:     





		SECTION E: ANY CHANGES since last Progress Report AND that were NOT previously reported to the IRB?





		Have there been any changes to the research since last Progress Report


AND

that were NOT

previously reported to the


IRB?

		  FORMCHECKBOX 
 No


  FORMCHECKBOX 
 Yes.  If Yes, specify below and attach relevant documentation that has NOT

been reported to the IRB:


        FORMCHECKBOX 
Protocol amendments, including any changes to eliminate an immediate hazard


        FORMCHECKBOX 
New or revised consent forms


        FORMCHECKBOX 
New or revised subject recruitment materials


 Other. Specify:     



		Have there been any changes at your site since the last Progress Report


AND

that were NOT

previously reported to the


IRB?

		  FORMCHECKBOX 
No


  FORMCHECKBOX 
Yes.  If Yes, specify below and attach relevant documentation that has NOT

been reported to the IRB:


      FORMCHECKBOX 
Site changes (including change in sub-investigators or site address) 


      FORMCHECKBOX 
Regulatory authority inspection at your site (attach and describe any significant problems identified and actions taken to prevent re-


occurrence)


      FORMCHECKBOX 
Professional license suspended, or been debarred by any government agency or licensing body (attach and explain)


      FORMCHECKBOX 
Any IRB suspended or terminated approval of your site (describe the circumstances, including time frame and reasons)


      FORMCHECKBOX 
Other. Specify:     





		SECTION F: NEW INFORMATION since last Progress Report AND that was NOT previously reported to the IRB?  



		Have there been any unanticipated problems involving increased risk to subjects or other ssince the last Progress Report and that have not been previously reported to the IRB?

		 FORMCHECKBOX 
None, or


 FORMCHECKBOX 
Attach a summary of unanticipated problems that increased risk to subjects or others since the last Progress Report and that have not been previously reported to the IRB.



		Have there been any serious, unexpected, and related adverse events since the last Progress Report and that have not been previously reported to the IRB?

		 FORMCHECKBOX 
None, or


 FORMCHECKBOX 
Attach a summary of serious, unexpected and related adverse events since the last Progress Report and that have not been previously reported to the IRB.



		Have there been any significant deviations from protocol, applicable regulatory requirements or IRB determinations since the last Progress Report and that have not been previously reported to the IRB?

		 FORMCHECKBOX 
None, or


 FORMCHECKBOX 
Attach a summary of significant deviations since the last Progress Report and that have not been previously reported to the IRB.



		Have there been any complaints about the research at your site since the last Progress Report?

		 FORMCHECKBOX 
None, or


 FORMCHECKBOX 
Attach a summary of complaints (indicating your evaluation, investigation and resolution) since the last Progress Report and that have not been previously reported to the IRB.





Section G. CERTIFICATION (must be signed by investigator): I certify that the above information is accurate and truthful to the best of my ability. I also certify that I have conducted the Study in accordance with the IRB approved protocol and consent document(s), and that I have not charged the public or private payers for any costs which are to be paid by the Sponsor.

		Signature of PI: 



		     

		

		     



		Principal Investigator – Typed name is acceptable

		Date



		For electronic submissions, a check in this box will constitute a written signature  FORMCHECKBOX 






Please provide the contact information for whom we should contact in case we have questions regarding the information provided on this form:


		Contact Name:

		     

		Title:

		     



		Phone Number:

		     

		Email Address:

		     





For IRB internal use ONLY:


 FORMCHECKBOX 
 For re-approval of investigators, please answer the following questions and sign below:


1. Does the research continue to meet the criteria for approval (risk, subject selection, consent process, documentation of consent, data safety monitoring, privacy & confidentiality, vulnerable populations)? 

                                                 FORMCHECKBOX 
No
           FORMCHECKBOX 
Yes


2.  Is the risk/benefit ratio changed??     FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes, specify:      

3. IRB decision?   FORMCHECKBOX 
Approved         

                                     FORMCHECKBOX 
Approved with modifications/clarifications. Specify:     

                                      FORMCHECKBOX 
Refer to a convened IRB meeting. Specify:      

4.Approval period?   FORMCHECKBOX 
One year or specify:     

5. Does this project need verification from sources other than the investigator (or from the sponsor/CRO) that no material changes to the study have occurred since the previous IRB review?  FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes


IRB Reviewer Name:             Date:     
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		Institute of Chest Diseases, Kotri


Bihar Colony, Kotri, Jamshoro,


Sindh, Pakistan


icdk.irb@gmail.com





		Institutional Review Board, Institute of Chest Diseases, Kotri, Sindh (IRB-ICDK) 







Protocol Deviation Form v1.0




TO BE FILLED BY: Principal Investigator (PI) 

The term Reportable Event (RE) has been adopted to represent a broad categorization of Protocol Deviations/Violations, and Noncompliance that may be reportable per IRB policy and regulatory requirements.  Use this form to report events, including Unanticipated Problems Involving Risks to Subjects or Others (UPIRSO), which fit the definition of promptly reportable events. See the table below for a description of events that require prompt reporting with mentioned timelines. The IRB defines ‘prompt’ to be within 10 working/business days of discovery of the event. If an event does not meet the criteria outlined below, report it to the IRB in summary form at the time of continuing annual review.

		What is to be Reported

		Reporting Timelines



		Major Protocol Deviation

		Within 10 working/business days of awareness 



		Minor Protocol Deviations

		An aggregated log when submitting for annual renewal of the study protocol





Please type only in the gray boxes.  To mark a box-click the box

Section I:  Investigator Information


Principal Investigator: 


Name(s) :       




E-Mail:       

IRB  NUMBER:       

Study Title:       

Section II:  Study Information


This study is:


 FORMCHECKBOX 

Open to enrollment                                        FORMCHECKBOX 

Closed to enrollment


Number of active subjects:       

Section III:  Oversight / Noncompliance Information

1. Type of Administrative Oversight:


 N/A


 Lapse in IRB continuing / annual renewal (Study Closed by IRB due to lapse)

 Late submission of continuing Progress Report (IRB received after expiration date)

 Unreported change to study personnel (excluding PI or Co-PI)

      Other minor admin oversight, describe: 

2. Type of Noncompliance:


 N/A


 Protocol deviation


 Over enrollment


 Changes made to protocol or research without IRB approval


 Changes made without other IRB approval


 Human subject activities took place during lapse of IRB-ICDK or other IRB approval


      Other, describe: 

3.  Describe a corrective action plan to manage this incident of oversight and/or noncompliance: 

     

4.  Do you request review and/or action by the IRB? (i.e., approval of use of data collected under unapproved circumstances for research purposes)

                               Yes, describe:  No                N/A      

5.  Amendment is being submitted to reflect change in protocol, if applicable.


6. Provide an explanation of the facts surrounding the oversight and/or noncompliance, including a timeline of occurrence of noncompliance and discovery.        

7. Provide an assessment of the increased risk (if any) to subjects resulting from the oversight and/or  noncompliance.


     

8. Explain the preventive measures that will be taken to prevent the oversight/noncompliance from occurring in the future (if possible).


     

* Please attach any supporting documentation, such as an audit or monitoring report, etc.


Section VI:  Investigator Statement of Compliance


By submitting this form, the Principal Investigator assures that all information provided is accurate.  He/she assures that procedures performed under this project will be conducted in strict accordance with procedures that govern research involving human subjects.  He/she acknowledges that he/she has the resources required to conduct research in a way that will protect the rights and welfare of participants and that he/she will employ a sound study design that minimizes risks to subjects.  He/she agrees to submit any change to the project (e.g. change in principal investigator, research methodology, subject recruitment procedures, etc.) to the Board in the form of an amendment for IRB approval prior to implementation.  

 FORMCHECKBOX 
 I agree          Date:      

For IRB-ICDK Admin use Only:  IRB Approval


This report and the actions described herein have been accepted by IRB, which has determined that the study continues to meet the criteria for IRB approval as outlined in 45 CFR 46.111(a).  The IRB has determined that the information provided in this report represents:

 FORMCHECKBOX 
   Admin Oversight

 FORMCHECKBOX 
   Major Protocol Deviation

 FORMCHECKBOX 
   Serious Noncompliance


 FORMCHECKBOX 
   Continuing Noncompliance


        FORMCHECKBOX 
   Other, specify :      

IRB Reviewer Name:                     Date:      
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Reportable Event Form




TO BE FILLED BY: Principal Investigator (PI) 

The term Reportable Event (RE) has been adopted to represent a broad categorization of events including Unanticipated Problems, Adverse Events, Protocol Deviations/Violations, Noncompliance, audit or monitoring results, newly identified risks, etc. that may be reportable per IRB policy and regulatory requirements.  Use this form to report events, including Unanticipated Problems Involving Risks to Subjects or Others (UPIRSO), which fit the definition of promptly reportable events. See Section 1 below for description of events that require prompt reporting. The IRB defines ‘prompt’ to be within 5 working days of discovery of the event. If an event does not meet the criteria outlined below, report it to the IRB in summary form at the time of continuing review.

Please type only in the gray boxes.  To mark a box-click the box

Section I:  Investigator Information


Principal Investigator: 


Name(s) :       




Department:       

E-Mail:       

IRB  NUMBER:       

Study Title:       

Section II:  Study Information


This study is:


 FORMCHECKBOX 

Open to enrollment                                        FORMCHECKBOX 

Closed to enrollment


Number of active subjects:       

Section III:  Oversight / Noncompliance Information

1. Type of Administrative Oversight:


 N/A


 Lapse in IRB continuing / annual renewal (Study Closed by IRB due to lapse)

 Late submission of continuing Progress Report (IRB received after expiration date)

 Unreported change to study personnel (excluding PI or Co-PI)

      Other minor admin oversight, describe: 

2. Type of Noncompliance:


 N/A


 Protocol deviation


 Over enrollment


 Changes made to protocol or research without IRB approval


 Changes made without other IRB approval


 Human subject activities took place during lapse of IHHN-IRB or other IRB approval


      Other, describe: 

3.       Describe a corrective action plan to manage this incident and prevent future instances of oversight and/or noncompliance: 

4.  Do you request review and/or action by the IRB? (i.e., approval of use of data collected under unapproved circumstances for research purposes)


                               Yes, describe:  No                N/A      

5.  Amendment is being submitted to reflect change in protocol, if applicable.


6. Provide an explanation of the facts surrounding the oversight and/or noncompliance, including a timeline of occurrence of noncompliance and discovery.        

7. Provide an assessment of the increased risk (if any) to subjects resulting from the oversight and/or  noncompliance.


     

8. Explain the corrective measures taken in response to the oversight and/or noncompliance and explain any preventive measures that will be taken to prevent the oversight/noncompliance from occurring in the future (if possible).


     

* Please attach any supporting documentation, such as an audit or monitoring report, etc.


Section VI:  Unanticipated problem/adverse event/unanticipated adverse device effect/serious adverse event

9.  N/A


10. Was the Adverse Event Unexpected? No     Yes 

11. Was the Adverse Event Serious? No  
    Yes 

  
Death, 


  
A life-threatening adverse event, 


  
Inpatient hospitalization or prolongation of existing hospitalization, 


  A persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions, or 


           
     A congenital anomaly/birth defect


12. Study Related Adverse Event? No Yes

13. Does the adverse event suggest that the research places subjects or others at a greater risk of harm?  No   Yes 

14. Should the protocol and/or consent forms be revised   No    No

15. Does the event have implications for the conduct of the study?  No   Yes 

16. Will additional information be given to enrolled subjects? No   If Yes, please submit a copy of the corrected amendment forms with bold changes and a clean copy incorporating the changes.  Yes 

		Participant #


     



		Date of Adverse Event


     

		Description of Unanticipated Problem/Adverse Event


     





Section VI:  Investigator Statement of Compliance


By submitting this form, the Principal Investigator assures that all information provided is accurate.  He/she assures that procedures performed under this project will be conducted in strict accordance with procedures that govern research involving human subjects.  He/she acknowledges that he/she has the resources required to conduct research in a way that will protect the rights and welfare of participants and that he/she will employ sound study design which minimizes risks to subjects.  He/she agrees to submit any change to the project (e.g. change in principal investigator, research methodology, subject recruitment procedures, etc.) to the Board in the form of an amendment for IRB approval prior to implementation.  

 FORMCHECKBOX 
 I agree          Date:      

For IHHN-IRB Admin use Only:  IRB Approval


This report and the actions described herein has been accepted by IRB, which has determined that the study continues to meet the criteria for IRB approval as outlined in 45 CFR 46.111(a).  The IRB has determined that the information provided in this report represents:

 FORMCHECKBOX 
   Admin Oversight

 FORMCHECKBOX 
   Serious Noncompliance


 FORMCHECKBOX 
   Continuing Noncompliance


 FORMCHECKBOX 
   Serious and Continuing Noncompliance 


 FORMCHECKBOX 
   Unanticipated Problems Involving Risks to Participants or Others

 FORMCHECKBOX 
   Serious Adverse Event

        FORMCHECKBOX 
   Other, specify :      

IRB Reviewer Name:                     Date:      




Data Elements for Reporting Serious Adverse Events Occurring in a Clinical Trial

		Protocol Title 

		endTB: Evaluating Newly approved Drugs for multidrug- resistant TB 



		Protocol No.

		NCT02754765



		DCGI Clinical trial Number

		CT/19/000097



		CTRI Registration Number 

		CTRI/2020/07/026414



		Sponsor

		Médecins Sans Frontières –France



		IEC CDSCO registration Number

		ECR/23/Inst/MH/2013/RR-19



		IEC Protocol Number

		NARI EC/2019-23



		Clinical Site /Institute Name and Address

		Aundh Chest Hospital, Sangvi, Pune





1) Patient Details

		Relevant ID

		



		Initials

		



		Gender:

		



		Age or Date of birth:

		



		Weight (kg):

		



		Height (Cm):

		





[bookmark: _Hlk84942418]

		Relevant medical history

Indicate relevant medical history, including

- Allergy,

- Drug or alcohol abuse; 

- Family history, prior diagnoses, 

- Past laboratory investigations, X-ray, ECG prior to treatment, 

- Previous procedures, and 

- Relevant past drugs.

		



































Serious Adverse Event Reporting Form

As per New Drugs and Clinical Trials Rules, 19th March, 2019



SAE Report Form Version 3.0 of 23-Nov-2015 adapted for Pune India CT sites – 3.0.1_20-Oct-2021	Page 2 of 2



2) Suspected Drug(s)

		Generic name of the drug

		1) 

		2) 

		3) 

		4) 

		5) 

		6) 

		7) 



		Indication(s) for which suspect drug was prescribed or tested

		

		

		

		

		

		

		



		Dosage form and strength

		

		

		

		

		

		

		



		Daily dose and regimen (specify units)

		

		

		

		

		

		

		



		Route of administration

		

		

		

		

		

		

		



		Starting date and time of day

		

		

		

		

		

		

		



		Stopping date and time, or duration of treatment

		

		

		

		

		

		

		



		Batch number

		

		

		

		

		

		

		



		Action taken in response to the event

		Dose maintained



		Dose reduced



		New daily dose



		On 



		Drug permanently withdrawn

On 



		



		Drug interrupted



		From 



		To 



		Not applicable



		Event diminished after drug stopped/dose reduced? (Y/N/NA)



		Event reappeared after drug/dose reintroduction? (Y/N/NA)







		

		|_|



		|_|



		



		



		|_|



		



		|_|



		



		



		|_|



		







		







		

		|_|



		|_|



		



		



		|_|



		



		|_|



		



		



		|_|



		







		







		

		|_|



		|_|



		



		



		|_|



		



		|_|



		



		



		|_|



		







		







		

		|_|



		|_|



		



		



		|_|



		



		|_|



		



		



		|_|



		







		







		

		|_|



		|_|



		



		



		|_|



		



		|_|



		



		



		|_|



		







		







		

		|_|



		|_|



		



		



		|_|



		



		|_|



		



		



		|_|



		







		







		

		|_|



		|_|



		



		



		|_|



		



		|_|



		



		



		|_|



		







		













3) Other Treatment(s) [Concomitant drugs] (Provide the same information for concomitant drugs (including non-prescription/OTC drugs) and non-drug therapies, as for the suspected drug(s).)

		Drug name

		Daily dose and route

		Indication

		Treatment start date

		Treatment stop date

		Continued



		

		

		

		

		

		 Yes  No



		

		

		

		

		

		 Yes  No



		

		

		

		

		

		 Yes  No



		

		

		

		

		

		 Yes  No



		

		

		

		

		

		 Yes  No





4) Details of Serious Adverse Event (Full description of event(s) including body site and severity, as well as the criterion (or criteria) for regarding the report as serious. In addition to a description of the reported signs and symptoms, whenever possible, describe a specific diagnosis for the event)

		Serious adverse event(s) information

		SAE 1

		SAE 2

		SAE 3



		Adverse event term 

		

………………..………

		………………..………

		………………..………



		Body site, specify:

		

………………..………

		………………..………

		………………..………



		Start date (and time) of onset of event.

		

		

		



		Date event became serious 

		

		

		



		Stop date (and time) or duration of event

		

		

		



		Duration if <1 day 

		

		

		



		Seriousness criteria

		Death

		|_|

		|_|

		|_|



		

		

		In case of death:

		Death date:

		Please fill in the relevant section in 5 Outcome



		

		Life-threatening

		|_|

		|_|

		|_|



		

		Hospitalization required / prolonged

		|_|

		|_|

		|_|



		

		

		Hospitalization dates:

		Admission:

		Discharge:



		

		Persistent or significant disability / incapacity

		|_|

		|_|

		|_|



		

		Congenital anomaly / birth defect

		|_|

		|_|

		|_|



		

		Otherwise medically important

		|_|

		|_|

		|_|



		Non-serious reportable information

		|_|

		|_|

		|_|



		Severity

		Grade 1 |_|   2|_|   3|_|   4|_|

		Grade 1 |_|   2|_|   3|_|   4|_|

		Grade 1 |_|   2|_|   3|_|   4|_|



		Dechallenge and rechallenge information

		See section 2) Suspected drugs



		Setting

		outpatient |_| / inpatient |_|







		Event description

Provide a clear description of the sequence of events, diagnosis, relevant investigation results (ECG, CT scan, etc.), corrective treatments, evolution.



		





























		Relevant laboratory tests



		Test 

		Date

		Result (unit)

		Reference range



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		





5) Outcome (Information on recovery and any sequelae; results of specific tests or treatment that may have been conducted; for a fatal outcome, cause of death and a comment on its possible relationship to the suspected event; any post-mortem findings; Other information: anything relevant to facilitate assessment of the case, such as medical history including allergy, drug or alcohol abuse; family history; findings from special investigations etc.)

		

		SAE 1

		SAE 2

		SAE 3



		Adverse event term 

		

………………..…

		………………..…

		………………..…



		Outcome

		Fatal

		|_|

		|_|

		|_|



		

		Not resolved

		|_|

		|_|

		|_|



		

		Resolved

		|_|

		|_|

		|_|



		

		Resolved with sequelae

		|_|

		|_|

		|_|



		

		Resolving

		|_|

		|_|

		|_|



		

		Unknown

		|_|

		|_|

		|_|



		Causality

		RELATED TO DRUGS

		1  2  3  4  5  6  7 

		1  2  3  4  5  6  7 

		1  2  3  4  5  6  7 



		

		Other drugs, specify:

		



		

		



		

		NOT RELATED TO DRUGS

		1  2  3  4  5  6  7 

		1  2  3  4  5  6  7 

		1  2  3  4  5  6  7 



		

		Other drugs, specify:

		



		

		



		

		Other causal factors (incl. med.history, procedure, etc.)

		……………………….

		……………………….

		……………………….





		Cause of death (if applicable)

		



		Possible relationship to the suspected reaction:

		



		Autopsy performed 

		Yes |_| No |_|



		Any post-mortem findings:

		



		Autopsy (or any other) report details:

		If Yes details





6) Details about the Investigator

		Name

		Dr. Sandip Patil 



		Address

		Aundh Chest Hospital, Sangvi , Pune



		Telephone number

		7804092428  - spatil@nariindia.org



		 Profession (specialty)

		 MD 



		Date of reporting the event to Licensing Authority

		



		Date of reporting the event to Ethics Committee overseeing the site

		 



		 Signature of the Investigator
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Data Elements for Reporting Serious Adverse Events Occurring in a Clinical Trial



 



Protocol Title 



 



endTB: Evaluating Newly approved Drugs for multidrug



-



 



resistant 



TB 



 



Protocol No.



 



NCT02754765



 



DCGI Clinical trial Number



 



CT/19/000097



 



CTRI Registration Number 
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–



France



 



IEC 
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registration Number
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-
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IEC Protocol Number



 



NARI EC/2019



-



23



 



Clinical Site 



/Institute Name and 



Address



 



Aundh Chest Hospital, Sangvi, Pune



 



1)



 



Patient



 



Details



 



Relevant



 



ID



 



 



Initials



 



 



Gender:



 



 



Age or 



Date of birth:



 



 



Weight (



k



g):



 



 



Height (Cm



):



 



 



 



Relevant medical history



 



Indicate relevant medical history, including



 



-



 



Allergy,



 



-



 



Drug or alcohol abuse; 



 



-



 



Family history, prior diagnoses, 



 



-



 



Past laboratory investigations, X



-



ray, ECG 



prior to treatment, 



 



-



 



Previous procedures, and 



 



-



 



Relevant past drugs.



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 






Serious Adverse Event Reporting Form   As per New Drugs and Clinical Trials Rules, 19th March, 2019   SAE Report Form Version  3.0   of  23 - Nov - 2015   adapted for Pune India CT sites  –   3.0.1_20 - Oct - 2021   Page  1   of  2     Data Elements for Reporting Serious Adverse Events Occurring in a Clinical Trial  
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Age or  Date of birth:   
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Relevant medical history   Indicate relevant medical history, including   -   Allergy,   -   Drug or alcohol abuse;    -   Family history, prior diagnoses,    -   Past laboratory investigations, X - ray, ECG  prior to treatment,    -   Previous procedures, and    -   Relevant past drugs.                           
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FHS008: Internal Adverse Event or Unanticipated Problem reporting


		HREC office use only (FWA00001637; IRB00001938)



		(  Report is noted and filed - no further action required.






		This serves as notification that all changes and documentation described below are noted and approved.





		Chairperson of the HREC signature

		

		Date

		



		Principal Investigator to complete the following: 

1. Protocol Information



		Date (when submitting this form)

		



		HREC REF Number

		



		Project Title 

		



		Protocol number 
(if applicable)

		



		Principal Investigator (PI)

		



		Department / Office Internal Mail Address

		



		2. Documents for acknowledgement



		Please itemise on the page below, all documents including revised version numbers and dates, which need to be noted or acknowledged. This page will be detached, signed and returned to the PI as notification of the HREC’s approval. (If any protocol amendments occur please separately complete the Amendment Form FHS006 )



		



		3.  Follow-up actions



		a) MCC notified

		(  Yes


		(  No



		b) Are any protocol revisions required?

		(  Yes


		(  No



		c) Should the consent/assent form(s) be amended?

		(  Yes


		(  No



		d) Will currently enrolled participants be notified of this event?

		(  Yes


		(  No



		Note: If yes to any of the above (points b-d), please enclose an Amendment Form (FHS006) and revised documents with all revisions highlighted in bold or italics.



		4. Description of Internal Adverse Event (tick () 


Definitions and timelines for reporting internal (on site) adverse events and unanticipated problems are posted on the HREC website.



		(

		Fatal 



		(

		Life-threatening adverse event or drug reaction



		(

		Serious and unexpected, non-fatal adverse event or drug reaction



		(

		Expected adverse event or drug reaction occurring at a greater than expected frequency or severity



		(

		Serious and unanticipated adverse device reaction



		(

		Unanticipated problem that increases risk of harm to participants



		(

		New information that might impact the conduct of a clinical study





		4.1 Please provide a brief description of the event



		



		



		4.2 This report is

		(  Initial

		(  Follow up



		



		4.3 In the opinion of the local PI, is this event related to the study drug, device, or procedure? (tick ( one)



		(

		Not related



		(

		Unlikely



		(

		Possibly



		(

		Probably



		(

		Definitely



		



		4.4 Action taken (tick ( all that apply)



		(

		Hospitalisation



		(

		Study treatment altered (e.g. drug dose changed)



		(

		Study treatment stopped/ device removed



		(

		Study blind broken



		(

		Monitoring progress



		(

		Removed from study



		(

		Other. Describe in Section 4.1



		



		4.5 Outcome (tick ( all that apply)



		(

		Complete resolution



		(

		Ongoing/ unresolved



		(

		Partial recovery



		(

		Disability or impairment (permanent)



		(

		Disability or impairment (may improve with time)



		(

		Death 



		(

		Other. Describe in Section 4.1





5. Signature 


		My signature certifies that I will maintain the anonymity and/ or confidentiality of information collected in this research. If at any time I want to share or re-use the information for purposes other than those disclosed in the original approval, I will seek further approval from the HREC.



		Signature of PI

		

		Date

		





23 January 2018

Page 1 of 2                                                                          
  FHS008
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Appendix 1

                                                                                      Report code of Institute: ………………

SAE REPORT FORM IN CLINICAL TRIAL 



		1. Report Summary



		Type of report:

		|_| Initial report

		

		|_| Additional report



		Classify by the severity of the event

		



		|_| Death

		|_| Any life-threatening experience



		 Any inpatient hospitalization/prolongation of  any hospitalization

		|_| Persistently or significantly disabling event



		|_| Congenital anomaly or birth defect

		|_| Require medical intervention to prevent one of the SAEs listed above or medical considered by investigator or principal investigator. 



		Title of research

		





		Research design

		 Open-label

		|_| Single blind

		|_| Double blind



		If this is blind research, has SAE led to blind opening?

		|_| Yes

		|_| No

		|_| Unknown



		Sponsor

		



		Name of principal investigator

		



		The study site noticed SAE

		



		Time to get information about SAE

		



		SAE onset date

		



		Date of SAE finish (or check the “ongoing” box if SAE is ongoing)

		

		|_| Ongoing



		Name of SAE (SAE diagnosis or specify symptom of SAE)

		



		Initial of participant 

		



		Participant ID

		



		2. DESCRIPTION OF CLINICAL PROGRESS AND CLINICIAN ACTION 



		Provide information about clinical signs and symptoms; laboratory tests related to SAE; SAE management plan if applicable (include discontinuing dose / reducing dose of study product/regimen), progress of SAE and other necessary information.



		

























		Status of the SAE:



		|_| Resolved 

		|_| Resolving 

		|_| Death (date of death:………)



		|_| Resolved with sequelae 

		|_| Not resolved

		|_| Unknown






	

		3. PARTICIPANT



		Date of birth

		



		Age

		



		Sex

		|_| Male

		|_| Female

		For female: |_| Being pregnant (week .......)



		Weight (kg)

		



		Medical history associated

		





		4. STUDY PRODUCT/REGIMEN



		No

		Study product or regimen(a)

		Dosage form, content

		Using method

		Dosage

		Date of using

(day/month/year)



		

		

		

		

		

		Start

		Finish



		i

		

		

		

		

		

		

		

		



		ii

		

		

		

		

		

		

		

		



		iii

		

		

		

		

		

		

		

		



		iv

		

		

		

		

		

		

		

		



		v

		

		

		

		

		

		

		

		



		vi

		

		

		

		

		

		

		

		



		(a) Specify the study product / regimen used by the participant in the clinical trial. For blind study and SAE did not lead to open blind / unidentified study product /regimen used by the trial participant, indicating the regimen applied in the study and study arm of the participant in the clinical trial (described in section 2) (if available). 



		5. INTERVENTION FOR THE STUDY PRODUCT/REGIMEN AFTER SAE HAPPENED



		No (b)

		Discontinue/reduce dose of the study product/regimen?

		If discontinue/reduce dose of the study product/regimen (or blind open), has the SAE severity improved?

		If re-challenge the product/regimen, does the event re-appear? 



		

		Yes

		No

		Yes

		No

		Unknown

		Yes

		No

		Unknown

		Not re-challenge



		i

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|



		ii

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|



		iii

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|



		iv

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|



		v

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|



		vi

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|



		(b) The sequence number corresponding to item 4





		6. COMCOMITANT MEDICATION MAY BE RELATED TO SAE ACCORRDING EVALUATION OF INVESTIGATOR  (excluding drugs used to manage SAE)



		STT

		Comcomitant medication (original name; trade name)

		Dosage form, content

		Using method

		Dosage

		Date of using

(day/month/year)



		

		

		

		

		

		Start

		Finish



		1

		

		

		

		

		

		



		2

		

		

		

		

		

		



		3

		

		

		

		

		

		



		4

		

		

		

		

		

		



		5

		

		

		

		

		

		





	

		7. EVALUATION OF INVESTIGATOR/PRINCIPAL INVESTIGATOR ABOUT CAUSAL RELATIONSHIP BETWEEN SAE AND THE STUDY PRODUCT/REGIMEN



		STT

		Evaluate the causal relationship between SAE and the study product/ regimen 

		If possible relevant, is this response anticipated or unanticipated of the study product/regimen?(c)



		

		Possible

		Not related

		Unclassifiable 

		Anticipated

		Unanticipated



		i

		

		

		

		

		



		ii

		

		

		

		

		



		iii

		

		

		

		

		



		iv

		

		

		

		

		



		v

		

		

		

		

		



		vi

		

		

		

		

		



		(b) The sequence number corresponding to item 4

(c) SAE, which is "anticipated" or "unanticipated", should be evaluated basing on documents relating to the study product/regimen as the latest updated protocol if the study product is not licensed for circulation registration or the latest version of the User's Guide if the study product is already registered for circulation. 



		8. COMMENTS OF REPRENTATIVE OF IRB OF TRIAL RECEIVING INSTITUTE (if applicable)



		Proposals for participants in clinical trials (not applicable in case of participants died



		|_|    Continue to participate in the trial

		|_|  Temporality stop to participate in the trial

		|_| Withdraw



		Proposal:



		|_|     Continue to implement the trial

		|_|  Temporality stop to implement the trial

		|_| Discontinue to implement the trial



		Other proposal (if applicable):











		9. REPORTER (principal investigator or authorized investigator)



		Signature

		



		Date of signing  (day/month/year)

		



		Full name

		



		Position, Department

		



		Telephone number

		



		Email address

		









		ON BEHALF OF IRB OF TRIAL RECEIVING INSTITUTE 



		LEADER OF TRIAL RECEIVING INSTITUTE
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SAE REPORT FORM IN CLINICAL TRIAL 



 



 



 



 



 



1.



 



Report Summary



 



Type of report:



 



 



Initial report



 



 



 



Additional report



 



Classify by the severity of the event



 



 



 



Death



 



 



Any l



ife



-



threatening experience



 



Ä



 



Any i



npatient 



hospitalization



/prolongation of  any 



hospitalization



 



 



Persistently or significantly disabling event



 



 



Congenital anomaly or birth defect



 



 



Require medical intervention to prevent one of the SAEs 



listed above or 



medical considered 



by investigator or 



pri



n



ci



pal 



investigator. 



 



Title of research



 



 



 



Research design



 



Ä



 



Open



-



label



 



 



Single blind



 



 



Double blind



 



If this is blind research, 



has SAE 



led to 



blind opening?



 



 



Yes



 



 



No



 



 



Unknown



 



Sponsor



 



 



Name of principal investigator



 



 



The study site not



ic



ed SAE



 



 



Time to get information about SAE



 



 



SAE



 



onset date



 



 



Date of SAE 



finish 



(



or check the



 



“



ongoing



” 



box if 



SAE 



is 



ongoing



)



 



 



 



Ongoing



 



Name of



 



SAE (SAE



 



diagnosis



 



or specify 



symptom of



 



SAE)



 



 



Initial of participant 



 



 



Participant ID



 



 



2.



 



DESCRIPTI



ON OF CLINICAL PROGRESS AND 



CLINICIAN ACTION 



 



Provide information about



 



clinical signs and symptoms



;



 



laboratory tests related to SAE;



 



SAE 



management 



plan if applicable (include discontinuing 



dose / 



reducing 



dose 



of study product/



regimen), 



progress of SAE



 



and other necessary information.



 



 



 



 



 



 



 



 



 



 



 



 



 



Status of the 



SAE:



 



 



Resolved 



 



 



Resolving 



 



 



Death



 



(



date of death



:………)



 



 



Resolved with sequelae 



 



 



Not resolved



 



 



Unknown



 






Appendix   1                                                                                          Report code of Institute :   ………………   SAE REPORT FORM IN CLINICAL TRIAL           


1.   Report Summary  


Type of report:    Initial report     Additional report  


Classify by the severity of the event   


  Death    Any l ife - threatening experience  


   Any i npatient  hospitalization /prolongation of  any  hospitalization    Persistently or significantly disabling event  


  Congenital anomaly or birth defect    Require medical intervention to prevent one of the SAEs  listed above or  medical considered  by investigator or  pri n ci pal  investigator.   


Title of research     


Research design     Open - label    Single blind    Double blind  


If this is blind research,  has SAE  led to  blind opening?    Yes    No    Unknown  


Sponsor   


Name of principal investigator   


The study site not ic ed SAE   


Time to get information about SAE   


SAE   onset date   


Date of SAE  finish  ( or check the   “ ongoing ”  box if  SAE  is  ongoing )     Ongoing  


Name of   SAE (SAE   diagnosis   or specify  symptom of   SAE)   


Initial of participant    


Participant ID   


2.   DESCRIPTI ON OF CLINICAL PROGRESS AND  CLINICIAN ACTION   


Provide information about   clinical signs and symptoms ;   laboratory tests related to SAE;   SAE  management  plan if applicable (include discontinuing  dose /  reducing  dose  of study product/ regimen),  progress of SAE   and other necessary information.  


                       


Status of the  SAE:  


  Resolved     Resolving     Death   ( date of death :………)  


  Resolved with sequelae     Not resolved    Unknown  
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SERIOUS ADVERSE EVENT (SAE) REPORT FORM



		Sponsor: Médecins Sans Frontières

		Protocol/Program n°:

		Site n° (for studies) or country:



		Initial report: (

		Follow-up report: (

		Date of report: ____ / _____ / ________ (dd/Mmm/yyyy)







		SERIOUS ADVERSE EVENT (SAE) REPORT FORM



		Sponsor: Médecins Sans Frontières

		Protocol/Program n°:

		Site n° (for studies) or country:









		Patient information



		Patient n°:

		Initials:

		Date of birth: ____ / _____ / ________ (dd/Mmm/yyyy)

		Gender: F  FORMCHECKBOX 
  M  FORMCHECKBOX 


		Height:  …………... m

		Weight:  …………... kg





		Serious adverse event(s) information

		SAE 1

		SAE 2

		SAE 3



		Adverse event term 

		………………..…………………………..........

		………………..…………………………..........

		………………..…………………………..........



		Event onset date (dd/Mmm/yyyy)

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		Date event became serious (dd/Mmm/yyyy)

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		Event end date (dd/Mmm/yyyy)

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		Duration if <1 day (hrs/min)

		____ / _____

		____ / _____

		____ / _____



		Seriousness criteria

		Death

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		                                In case of death:

		Death date: ____ / _____ / ________

		    Please fill in the relevant section in the Description



		

		Life-threatening

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Hospitalization required / prolonged

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		

		Hospitalization dates:

		Admission: ____ / _____ / ________

		Discharge: ____ / _____ / ________



		

		Persistent or significant disability / incapacity

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Congenital anomaly / birth defect

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Otherwise medically important

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		Non-serious reportable information

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		Severity

		Grade 1  FORMCHECKBOX 
   2 FORMCHECKBOX 
   3 FORMCHECKBOX 
   4 FORMCHECKBOX 


		Grade 1  FORMCHECKBOX 
   2 FORMCHECKBOX 
   3 FORMCHECKBOX 
   4 FORMCHECKBOX 


		Grade 1  FORMCHECKBOX 
   2 FORMCHECKBOX 
   3 FORMCHECKBOX 
   4 FORMCHECKBOX 




		Event outcome

		Fatal

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Not resolved

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Resolved

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Resolved with sequelae

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Resolving

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Unknown

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 






		Suspected drug(s) [REGIMEN]

		Drug 1

		Drug 2

		Drug 3

		Drug 4

		Drug 5

		Drug 6

		Drug 7



		Suspected drug name (INN/ Generic)

		……………………………....

		……………………………....

		……………………………....

		……………………………....

		……………………………....

		……………………………....

		……………………………...



		Daily dose & route

		

		

		

		

		

		

		



		Dosage form & strength

		

		

		

		

		

		

		



		Batch number

		

		

		

		

		

		

		



		Treatment start date (dd/Mmm/yyyy)

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		Treatment stop date (dd/Mmm/yyyy)

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		Action taken in response to the event



		Dose maintained

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		Dose reduced

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		New daily dose

		

		

		

		

		

		

		



		On (dd/Mmm/yyyy)

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		Drug permanently withdrawn


On (dd/Mmm/yyyy)

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		Drug interrupted

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		From (dd/Mmm/yyyy)

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		To (dd/Mmm/yyyy)

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________

		____ / _____ / ________



		Not applicable

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		Event diminished after drug stopped/dose reduced?

		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 




		Event reappeared after drug/dose reintroduction?

		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 


		Yes  FORMCHECKBOX 
 / No  FORMCHECKBOX 
 / N/A  FORMCHECKBOX 






		Causality assessment

		SAE 1

		SAE 2

		SAE 3



		Related to Drug No.

		1

		2

		3

		4

		5

		6

		7

		1

		2

		3

		4

		5

		6

		7

		1

		2

		3

		4

		5

		6

		7



		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Other drugs, specify:

		…………………………….…………………………………………….

		…………………………….……………………………………………..

		…………………………….……………………………………………



		Not related to Drug No.

		1

		2

		3

		4

		5

		6

		7

		1

		2

		3

		4

		5

		6

		7

		1

		2

		3

		4

		5

		6

		7



		

		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 


		 FORMCHECKBOX 




		

		Other drugs, specify:

		…………………………….…………………………………………….

		…………………………….…………………………………………….

		…………………………….……………………………………………



		Other causal factors (incl. med.history, procedure, etc.)

		…………………………….…………………………………………….

		…………………………….…………………………………………….

		…………………………….……………………………………………





		Event description


Provide a clear description of the sequence of events, diagnosis, relevant investigation results (ECG, CT scan, etc.), corrective treatments, evolution.

		Date & time of SAE onset:                                                               / Date & time of SAE end:

Date & time of study drugs initiation:                                        / Date & time of study drugs discontinuation:


Body site, specify:                                                                                        


Cause of death


Possible relationship to the suspected reaction:


Autopsy performed 


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


Any post-mortem findings:


Autopsy (or any other) report details:


If Yes details







		Relevant laboratory tests



		Test 

		Date (dd/Mmm/yyyy)

		Result (unit)

		Reference range



		

		____ / _____ / ________

		

		



		

		____ / _____ / ________

		

		



		

		____ / _____ / ________

		

		



		

		____ / _____ / ________

		

		



		Concomitant medications



		Drug name (INN/ Generic)

		Daily dose and route [dosage form & strength]

		Indication

		Treatment start date (dd/Mmm/yyyy) [ time ]

		Treatment stop date (dd/Mmm/yyyy) [ time ]

		Continued



		

		

		

		____ / _____ / ________ [             ]

		____ / _____ / ________ [             ]

		( Yes ( No



		

		

		

		____ / _____ / ________ [             ]

		____ / _____ / ________ [             ]

		( Yes ( No



		

		

		

		____ / _____ / ________ [             ]

		____ / _____ / ________ [             ]

		( Yes ( No



		

		

		

		____ / _____ / ________ [             ]

		____ / _____ / ________ [             ]

		( Yes ( No



		

		

		

		____ / _____ / ________ [             ]

		____ / _____ / ________ [             ]

		( Yes ( No





		Relevant medical history


Indicate relevant medical history, including

- Allergy,


- Drug or alcohol abuse; 


- Family history, prior diagnoses, 

- Past laboratory investigations, X-ray, ECG prior to treatment, 

- Previous procedures, and 

- Relevant past drugs.

		Indication for the suspected drugs:  Multidrug resistant TB pulmonary  FORMCHECKBOX 
 / extrapulmonary  FORMCHECKBOX 
 – resistant to FQ  FORMCHECKBOX 
 

Setting: outpatient  FORMCHECKBOX 
 / inpatient  FORMCHECKBOX 








		Reporter



		Name of reporter:


Profession (speciality):

		Role in trial/program:

		Date of event’s awareness:

ALL SAEs to be reported within 24 hrs of awareness


____ / _____ / ________

		Address:


Email: 


Phone:

		Date and signature:

____ / _____ / ________





		Further information on this SAE expected?

		Yes  FORMCHECKBOX 
       No   FORMCHECKBOX 


If yes please send a follow-up report once new information is available

		Any annex to this document? (e.g. discharge summary, autopsy report, lab results)

		Yes  FORMCHECKBOX 
       No   FORMCHECKBOX 


If yes, list the annexes: 





		Date submitted to Central Licensing Authority:

____ / _____ / ________

		Date submitted to the Ethic Committee: 

____ / _____ / ________





		SAE Report Form Version 3.0 of 23-Nov-2015 adapted for Indian CT sites – 3.0.3_29-JUN-2021
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FHS008hlp: Preparing an Internal Adverse Event or Unanticipated Problem report - Pointers for researchers

How to report an internal adverse event or unanticipated problem


· If the investigator judges that the event represents an unanticipated problem or adverse event that requires timely reporting, the PI must submit standard internal reporting form to notify the HREC and the sponsor and/or a central or independent monitoring committee (e.g. DSMB) as required under a monitoring plan described in the HREC-approved protocol. 

· The standard internal reporting form must be completed even if other forms (e.g. sponsor, CIOMS, Medwatch, MCC) have already been completed. Information such as a summary of the event, or drug company reports may be attached and submitted with the form.


· The investigator must independently determine and comment on whether the event was thought to be related, possibly related, unrelated or the relationship is unknown. The HREC therefore relies on the PI’s expertise to assess the causality of the problem or event, its seriousness and whether it was expected. Investigators must also recommend whether a change in the protocol is needed to minimise risks to participants, whether the consent form should be revised to reflect this risk and whether participants in the study should be re-consented in light of this risk. 

· An amendment form reflecting changes to the protocol and consent/assent documentation may be appended to the adverse event report. Please follow the specific instructions posted on the HREC website for submitting amendments.


Definitions

Unanticipated problems


An ‘unanticipated’ problem is any incident, experience or outcome that meets all the following three criteria:


· Unexpected in terms of its nature, severity or frequency, or the research population being studied; or if anticipated it is not fully addressed or specified in information provided to the Human Research Ethics Committee (HREC) or to participants such as in initial protocol applications, any amendments, investigator brochures, scientific literature, product labelling, package inserts and HREC-approved informed consent documents or any existing documentation regarding the research conducted to date under the protocol;


· Related or possibly related to participation in the research (possibly related means there is a reasonable possibility that the incident, experience or outcome may have been caused by the procedures involved in the research); 


· Suggests that the research places participants or others at a greater risk of physical, psychological, economic or social harm than was previously known or recognised

In summary, an unanticipated problem is:

		Unexpected

		not in the consent form, investigator’s brochure, protocol package insert or label; or unexpected in its frequency, severity or specificity;



		Related

		to the research – caused by, or probably caused by, or associated with a device



		Harmful

		caused harm to participants or others, or placed them at increased risk of physical, psychological, economic or social harm





Examples of unanticipated problems include:


· Loss of a laptop computer containing confidential information about participants or others

· A spouse physically abused by his or her partner for taking part in the study

· Publication in the literature or a Data and Safety Monitoring Report that indicates an unexpected change in the balance of risks and benefits in the study

· Finding that laboratory reports on blood or other samples were in error

Adverse events


An adverse event is defined as any untoward or unfavourable medical or psychological occurrence in a participant, including any abnormal laboratory finding, symptom or disease. An adverse event does not necessarily have a causal relationship with the research or any risk associated with the research.


Unexpected adverse events


Unexpected adverse events are those in which any of the following applies:


· The specificity or severity is not consistent with the current Investigator’s Brochure

· The event is inconsistent with the risk information in the current protocol application

· The event is occurring more frequently than anticipated

Internal adverse event


Internal adverse events are those experienced by participants enrolled at a site under the jurisdiction of UCT’s Faculty of Health Sciences.


Serious adverse event (SAE)


A serious adverse event is any adverse event in research that results in any of the following:


· Death

· A life-threatening incident (places the participant at immediate risk of death from the event as it occurred)

· Hospitalisation (initial or prolonged)

· Disability

· Congenital abnormality

· Requires medical or surgical intervention to prevent permanent impairment or damage (e.g. allergic bronchospasm requiring intensive treatment in the emergency room or at home)

· Inadvertent disclosure of confidential information if this presents an immediate risk to a participant such as from spousal or child abuse

Timelines for Reporting


Reporting Unanticipated Internal Problems or Adverse Events


Unanticipated problems


PIs must report to the Human Research Ethics Committee within seven calendar days after the investigator first learns of their occurrence all unanticipated problems that increase the risk of harm to participants or others.


Fatal and life-threatening, unexpected adverse drug reactions


PIs must report to the Human Research Ethics Committee as soon as possible but not later than seven calendar days after the investigator first learns of their occurrence all fatal and life-threatening adverse drug reactions in clinical trials.


Serious and unexpected non-fatal adverse drug reactions


PIs must report to the Human Research Ethics Committee as soon as possible but not later than fifteen calendar days after first learning of their occurrence all serious unexpected drug reactions that are not fatal or life-threatening.


Expected adverse drug reactions


PIs must notify the Human Research Ethics Committee within fifteen calendar days after the investigator first learns of their occurrence all adverse drug reactions that are expected but are judged to be occurring at a significantly higher frequency or severity than expected.  The basis for these assessments must be included in the investigator’s report.


Serious and unanticipated adverse device effects


PIs must report to the Human Research Ethics Committee and to the sponsor (if applicable) as soon as possible but not later than seven calendar days after first learning about their occurrence all unanticipated adverse device effects [21 CFR 812.150(a)(1)]. The sponsor shall immediately conduct an evaluation of the unanticipated adverse device effect [21 CFR 812.46(b)(1)].


New information that might impact the conduct of a clinical trial


PIs must report to the Human Research Ethics Committee within three calendar days of first learning about their occurrence other unexpected adverse events, regardless of severity, that may alter the balance of risks and benefits in a study and as a result warrant consideration of substantive changes in the overall conduct of a clinical trial.  The report could include individual case reports or a major safety finding from other sources.
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LIST OF AE/SAE DETECTED 


		No

		Study code

		Study title

		Principal Investigator

		Briefly describe AE/SAE according to the following 03 sections:

1. Name of AE


2. When AE happens, does participant continue or discontinue taking drugs?

3. Does AE management require medication / medical intervention (please specify if any)



		

		

		

		

		AE

		SAE 


(if listed in column SAE, do not re-list in column AE)
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FHS008: Internal Adverse Event or Unanticipated Problem reporting


		HREC office use only (FWA00001637; IRB00001938)



		(  Report is noted and filed - no further action required.






		This serves as notification that all changes and documentation described below are noted and approved.





		Chairperson of the HREC signature

		

		Date

		



		Principal Investigator to complete the following: 

1. Protocol Information



		Date (when submitting this form)

		



		HREC REF Number

		



		Project Title 

		



		Protocol number 
(if applicable)

		



		Principal Investigator (PI)

		



		Department / Office Internal Mail Address

		



		2. Documents for acknowledgement



		Please itemise on the page below, all documents including revised version numbers and dates, which need to be noted or acknowledged. This page will be detached, signed and returned to the PI as notification of the HREC’s approval. (If any protocol amendments occur please separately complete the Amendment Form FHS006 )



		



		3.  Follow-up actions



		a) MCC notified

		(  Yes


		(  No



		b) Are any protocol revisions required?

		(  Yes


		(  No



		c) Should the consent/assent form(s) be amended?

		(  Yes


		(  No



		d) Will currently enrolled participants be notified of this event?

		(  Yes


		(  No



		Note: If yes to any of the above (points b-d), please enclose an Amendment Form (FHS006) and revised documents with all revisions highlighted in bold or italics.



		4. Description of Internal Adverse Event (tick () 


Definitions and timelines for reporting internal (on site) adverse events and unanticipated problems are posted on the HREC website.



		(

		Fatal 



		(

		Life-threatening adverse event or drug reaction



		(

		Serious and unexpected, non-fatal adverse event or drug reaction



		(

		Expected adverse event or drug reaction occurring at a greater than expected frequency or severity



		(

		Serious and unanticipated adverse device reaction



		(

		Unanticipated problem that increases risk of harm to participants



		(

		New information that might impact the conduct of a clinical study





		4.1 Please provide a brief description of the event



		



		



		4.2 This report is

		(  Initial

		(  Follow up



		



		4.3 In the opinion of the local PI, is this event related to the study drug, device, or procedure? (tick ( one)



		(

		Not related



		(

		Unlikely



		(

		Possibly



		(

		Probably



		(

		Definitely



		



		4.4 Action taken (tick ( all that apply)



		(

		Hospitalisation



		(

		Study treatment altered (e.g. drug dose changed)



		(

		Study treatment stopped/ device removed



		(

		Study blind broken



		(

		Monitoring progress



		(

		Removed from study



		(

		Other. Describe in Section 4.1



		



		4.5 Outcome (tick ( all that apply)



		(

		Complete resolution



		(

		Ongoing/ unresolved



		(

		Partial recovery



		(

		Disability or impairment (permanent)



		(

		Disability or impairment (may improve with time)



		(

		Death 



		(

		Other. Describe in Section 4.1





5. Signature 


		My signature certifies that I will maintain the anonymity and/ or confidentiality of information collected in this research. If at any time I want to share or re-use the information for purposes other than those disclosed in the original approval, I will seek further approval from the HREC.



		Signature of PI

		

		Date
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