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SERIOUS ADVERSE EVENT REPORTING FORM
National Health Research and Training Institute
Contact details:
6th and 7th Floor, Ndola Teaching Hospital
P.O. Box 71769, Ndola, Zambia Email: ethics.tdrc@gmail.com Website: www.nhrti.org.zm

Zambia Medicines Regulatory Authority

Contact details:
Head Office, Plot No 2350/M, Off Kenneth Kaunda International Airport Road
P.O. Box 31890, Lusaka, ZAMBIA Tel: +260 211 220429,
E-mail: clinicaltrials@zamra.co.zm or pharmacy@zamra.co.zm; Website: www.zamra.co.zm
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Reporting period: Serious Adverse Events (SAEs) should be reported within 3 days to the RECs and within 7days to the relevant regulatory authority (NBA, NHRTI or ZAMRA)


SERIOUS ADVERSE EVENT (SAE) REPORTING FORM — INSTRUCTION SHEET
Document Reference: SAE-INST-001 | Version: 1.0 | Date: April 2026 Applicable Regulatory Framework: ICH E6(R3) (January 2025); ICH E2A; CIOMS I; ZAMRA Guidelines on Regulating the Conduct of Clinical Trials in Human Participants; NHRTI Guidelines for Conduct of Clinical Trials on Human Participants and Animal Subjects; Medicines and Allied Substances Act No. 3 of 2013; NHRTI Health Research Act No. 2 of 2013

SECTION 1: KEY DEFINITIONS
Adverse Event (AE) Any untoward medical occurrence in a trial participant administered an investigational product, whether or not considered related to the product. This includes any unfavorable and unintended sign (including abnormal laboratory findings), symptom, or disease temporally associated with the use of the investigational product. Reference: ICH E6(R3) Glossary; ICH E2A, Section II.A
Serious Adverse Event (SAE) Any adverse event that, at any dose, meets one or more of the following criteria: (1) Results in death; (2) Is life-threatening — meaning the participant was at immediate risk of death at the time of the event (this does not refer to an event that hypothetically might have caused death if more severe); (3) Requires inpatient hospitalisation or prolongation of existing hospitalisation; (4) Results in persistent or significant disability or incapacity; (5) Is a congenital anomaly or birth defect; (6) Is an important medical event that may jeopardise the participant or may require medical or surgical intervention to prevent one of the outcomes listed above (e.g., allergic bronchospasm requiring emergency treatment, blood dyscrasias, convulsions, or development of drug dependence). Reference: ICH E6(R3) Glossary; ICH E2A, Section II.B; ZAMRA Clinical Trial Guidelines, First Edition
Suspected Unexpected Serious Adverse Reaction (SUSAR) A serious adverse event that satisfies both of the following conditions simultaneously: (a) It is suspected to be causally related to the investigational product — by either the investigator or the sponsor; AND (b) It is unexpected — meaning it is not listed in the current version of the Investigator's Brochure (IB), Summary of Product Characteristics (SmPC), or other applicable reference safety information document; OR it is listed but is occurring with greater severity, specificity, frequency, or a different outcome than previously documented. A SUSAR determination triggers mandatory expedited regulatory reporting. Reference: ICH E6(R3) Glossary; ICH E2A, Section II.C–D; EU CTR 536/2014, Article 42
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An adverse event is "expected" if its nature, severity, specificity, and outcome are consistent with the information contained in the reference safety information document (typically the Investigator's Brochure). Any SAE that does not match this information — in nature, severity, frequency, or outcome — is classified as "unexpected." The investigator must always document which version of the reference document was used for the expectedness assessment. Reference: ICH E2A, Section II.C; ICH E6(R3), Section 3.13
Causality Assessment The evaluation of whether there is a reasonable possibility that the investigational product caused or contributed to the adverse event. Causality should be assessed independently by both the investigator and the sponsor. The assessment should consider: temporal relationship between exposure and onset; biological plausibility; dechallenge (did the event improve when the product was stopped?); rechallenge (did the event recur when the product was restarted?); presence or absence of alternative explanations (concomitant medications, underlying disease, other factors); and consistency with the known safety profile of the product.
The following causality categories should be used on this form:
Definitely related: Clear temporal relationship, biologically plausible, positive rechallenge, and no alternative explanation.
Probably related: Reasonable temporal relationship, biologically plausible, positive dechallenge, and alternative explanations are unlikely.
Possibly related: Temporal relationship exists but alternative explanations cannot be excluded. Probably not related: Temporal relationship is weak and/or alternative explanations are more likely.
Not related: No temporal, biological, or logical connection; a clear alternative cause has been identified.
Pending: Insufficient information currently available; further investigation required. Follow-up report must be submitted when the assessment is finalised.
Reference: ICH E2A, Section III; WHO-UMC Causality Categories; CIOMS I Form, Fields 20–21
SECTION 2: REPORTING TIMELINES FOR THE ZAMBIAN REGULATORY CONTEXT
A. Investigator to Sponsor All SAEs must be reported to the Sponsor within 24 hours of the investigator's (or delegated study team member's) first awareness of the event, unless the protocol or Investigator's Brochure specifically exempts certain SAEs from immediate reporting. The initial report may be made by telephone, email, or electronic data capture (EDC) system and must be followed promptly by a detailed written report using this form. If the Principal Investigator is unavailable, a Sub-Investigator may complete and submit the initial SAE notification, but the PI retains overall oversight and must review and countersign the report. Reference: ICH E6(R3), Section 2.7.2(b); ZAMRA Clinical Trial Guidelines
B. Investigator to Research Ethics Committee (UNZAREC or other reviewing REC) SAEs must be reported to the reviewing Research Ethics Committee within the timeline stipulated by that
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committee. For UNZAREC and most NHRA-accredited RECs in Zambia, the standard expectation is initial notification within 72 hours (3 calendar days) of site awareness for all SAEs, with a detailed written follow-up submitted as soon as additional information becomes available. Always verify the specific timeline with your REC of record, as requirements may vary by committee. Reference: UNZAREC SOPs; NHRA Health Research Act No. 2 of 2013
C. Investigator to NHRA (National Health Research Authority) The investigator is required to notify NHRA of any safety concerns arising during the conduct of the study. SAE reports should be submitted in accordance with NHRA's stipulated reporting requirements. Quarterly progress reports submitted to NHRA must include a summary of all SAEs occurring in the reporting period. Reference: NHRA Health Research Act No. 2 of 2013; NHRA Authority to Conduct Research guidelines
D. Sponsor to ZAMRA (Zambia Medicines Regulatory Authority) ZAMRA is the regulatory authority for clinical trials under the Medicines and Allied Substances Act No. 3 of 2013. The sponsor is responsible for expedited reporting of SUSARs to ZAMRA: — Fatal or life-threatening SUSARs: Within 7 calendar days of sponsor awareness (Day Zero), with a complete follow-up report within 8 additional calendar days (total 15 days). — All other SUSARs (serious but non-fatal, non-life-threatening): Within 15 calendar days of sponsor awareness. — Non-serious adverse events: Reported as a line listing together with the biannual progress report submitted to ZAMRA. — End-of-study: A close-out report and final study report must be submitted to ZAMRA, including a comprehensive safety summary. Reference: ICH E2A, Section III.B; ZAMRA Guidelines on Regulating the Conduct of Clinical Trials in Human Participants; Medicines and Allied Substances Act No. 3 of 2013, Sections 49–50
E. Sponsor to All Investigators (Multi-site Studies) When a SUSAR is identified, the sponsor must promptly notify all concerned investigators and institutions participating in the trial in a timeframe that reflects the urgency of the action required. Under ICH E6(R3), the previous fixed 7/15-day timeline for notifying investigators has been replaced by a requirement to report SUSARs in a manner proportionate to the urgency of the safety concern. Reference: ICH E6(R3), Section 3.13.2(d)

SECTION 3: SUMMARY REPORTING TIMELINE TABLE

	Reporting Step
	From → To
	Timeline
	What to Report

	SAE	initial
notification
	Investigator	→
Sponsor
	Within	24	hours	of awareness
	All SAEs (unless protocol-exempt)

	SAE report to REC
	Investigator	→
UNZAREC/REC
	Within	72	hours	of awareness
	All SAEs

	SAE report to NHRTI
	Investigator → NHRTI
	Per NHRTI requirements
	All SAEs
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	Fatal/life-threatening SUSAR
	Sponsor → ZAMRA
	7 calendar days (+ 8 days follow-up)
	SUSARs only

	Other SUSARs
	Sponsor → ZAMRA
	15 calendar days
	SUSARs only

	SUSAR notification to investigators
	Sponsor → All site PIs
	Promptly	(urgency-proportionate)
	SUSARs

	Non-serious AEs (line listing)
	Investigator → ZAMRA
	With biannual progress report
	Non-serious AEs

	Follow-up SAE report
	Investigator	→
Sponsor, REC, ZAMRA
	Promptly	as	new information is available
	Updated	SAE details


SECTION 4: GENERAL INSTRUCTIONS FOR COMPLETING THE SAE FORM
(a) Complete one form per SAE per participant. If a participant experiences multiple concurrent SAEs, complete a separate form for each event.
(b) Use the participant's unique study code number only. Never record the participant's name, national registration number (NRC), hospital file number on the front page, or residential address anywhere on this form. Hospital file numbers may only appear in Section B where specifically indicated, for clinical cross-referencing purposes.
(c) Record all dates in DD/MMM/YYYY format (e.g., 26/APR/2026). Where exact dates are unknown, provide the best available estimate and note that the date is approximate.
(d) The investigator's causality assessment is mandatory and must be completed at the time of initial reporting, even if information is incomplete. An assessment of "Pending" is acceptable only if genuinely insufficient information exists; a follow-up report with a finalised assessment must be submitted promptly.
(e) Dechallenge and rechallenge information, where available, must be documented in Section C as this is critical for causality determination.
(f) Attach supporting documentation where available: relevant laboratory reports (with reference ranges), discharge summaries, imaging reports, autopsy reports (for fatal cases), and any other clinically significant investigation results.
(g) For fatal SAEs, a separate Death Report Form must be completed and attached. Include the date and cause of death and whether an autopsy was performed or is pending.
(h) Retain a copy of the completed form in the Investigator Site File (ISF). The original is submitted to the Sponsor; copies are distributed to the REC, NHRA, and ZAMRA as applicable.
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(i) All subsequent updates to the SAE (new information, change in outcome, change in causality assessment) must be documented on a follow-up report clearly marked "Follow-up Report No.
	" referencing the original SAE tracking number.

CONFIDENTIAL — This form contains participant safety data protected under the Data Protection Act No. 3 of 2021 and is intended solely for regulatory and ethics review purposes.

	SECTION A

	Reference,	Certificate	or	Permit Number and Date of Approval
	
	Institu tion:
	

	a.  NHRA Reference Number:
	
	
	

	b.  REC Reference Number:
	
	
	

	c. ZAMRA Clinical Trial Certificate Number:
	
	
	

	d.  NBA Permit Number:
	
	
	

	e. PACTR/ClinicalTrials.gov Registration Number:
f. Sponsor Protocol Number:
g. IND/EudraCT	Number	(if applicable):
	
	
	

	Principal Investigator:
	
	Phone
:
	

	
	
	Email:
	

	
Co-Investigator(s):
	
	Phone
:
	

	
	
	Email:
	

	Sponsor Contact / Medical Monitor
Name
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	Report prepared by:
	Designation	in
the study:
	Date Form completed :

	
	
	

	Study Title:
	

	Study Sponsor:
	

	Funding Source (if different from Sponsor)
	

	CRO Managing Safety (if applicable)
	

	Data	Safety	Monitoring Board/Committee (DSMB/DMC) in place? ☐ Yes ☐ No
	

	SECTION B

	
Date of Serious Adverse Event:
	Participant ID:
	Hosp. Num.
:
	
Type of Report:

	
	
	
	

	Date of Site Awareness:
	Date	of
Birth:
	Sex:
	
Initial	☐	Follow-up ☐
Resolution	☐

	
	
	
	

	
	
	1. 
Male
· 2.F
emal
e ☐
	

	
	
	
	Study week:-

	
	
	
	Visit number:-

	Date Reported to Sponsor:
	
	
	

	Method	of	Initial	Notification	to Sponsor: ☐ Telephone ☐ Email ☐
eCRF/EDC ☐ Fax ☐ Other
	
	
	

	Date Reported to REC
	
	
	

	Date Reported to ZAMRA
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	1. What type of serious adverse event (SAE) is it:
· 1. Results in Death;
· 2. Is Life-threatening (an actual risk of death at the time of the event);
· 3. Requires inpatient hospitalisation or prolongation of existing hospitalisation;
· 4. Results in persistent or significant disability/ incapacity;
· 5. Is a congenital anomaly/birth defect; or
· 6. Other important medical event that may jeopardise the participant or may require medical or surgical intervention to prevent one of the outcomes listed above (specify)Other medically important events (specify) ………………………………………………………………….
………………………………………………………………………………………………………………………

	2. Common Terminology Criteria for Adverse Events (CTCAE) grading system: Grade 1(mild)☐ Grade 2 (moderate)☐ Grade 3(severe).☐ Grade 4 (life threatening) ☐ Grade 5(death) ☐

	
3. Any previous Serious Adverse Event’s report on this participant?
Yes	☐	No☐
	If	yes, how many and		the nature?
	

	4. Total Number of SAEs to date for the whole study:
	
	

	5. Location of the occurrence of Serious Adverse Event:
1. Home ☐	2. Clinic/Hospital ☐	3. Work ☐	4. Study site ☐
…………………………
	
5. Other, specify :

	7(a). Research involves:
	7(b).Name	of
	7(c).	Indicate

	1. Drug	☐
	Vaccine,	Drug,
Device	Procedure:
	Batch/serial
number:

	2. Device	☐
	………………………..
	……………………

	3. Procedure ☐
	
	……….

	4. Vaccine	☐
5. Other	☐ specify…………………..
	
	



	
[image: ]
	Document No.: REC/GUD/004
SERIOUS ADVERSE EVENT REPORTING FORM
	
Page 9 of 14






8SECTION C
. List all study / investigational product or procedure being taken at the time of onset of the SAE, or within 30 days prior to onset, and describe their relationship to the SAE:
Name of investigational product IP or procedure








Do se








Ro ut e
Schedule
ate ommenced







aken or administere d at onset of SAE
elationship of the SAE to the IP or Procedure












efinite ly relate d







robably related







ossibly related
r o b a b l y n o t r e l a t e
d







Not relat ed




P
e n d i n g





es ☐
o ☐
☐










es ☐
o ☐











es ☐
o ☐






9. Where applicable, list all concomitant medication being taken before the onset of the SAE and describe the relationship to the SAE:

Concomitant medication
Date commenc ed
Relationship of SAE to concomitant medication



efinitely related

Probabl
y	r
related
ossibly elate d
Proba bly not relate
d

Not relate d
Pen din g




☐
☐
☐
☐




☐
☐
☐
☐




☐
☐
☐
☐




☐
☐
☐
☐
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	. Describe the SAE with diagnosis, immediate cause or precipitating events, symptoms, any investigations, management, results and outcome (with dates where possible). Include relevant medical history. Additional narrative, photocopies of results of abnormal investigations and a hospital discharge letter may be attached:

	Summary of relevant past medical history of human participant/ animal subject
	

	Diagnosis :
	

	) Immediate Cause:
	

	Symptoms:
	

	)		Investigations-Laboratory and any other significant investigations conducted: lude reference ranges and units	for	all		laboratory values.		Attach	 copies of abnormal		investigation
results where available.
	

	

	
	Lab test
	Abnormal Result
	Site Normal
Range
	Collection date
	Lab value previous		or subsequent	to	this
event
	llection date
	

	Results:
	

	)		Management		(Include management	of		study
treatment,	continued,
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	temporarily held, reduced dose,	permanent discontinuation  of  IP  or
procedure):
	

	)		Relevant	concomitant conditions/co-morbidities
and risk factors
	

	h. (g) Outcome at the time of this report:
i. ☐ 1. Recovered/Resolved — Date of Resolution: //	
j. ☐ 2. Recovering/Resolving
k. ☐ 3. Recovered/Resolved with sequelae (specify): 	
l. ☐ 4. Not recovered/Not resolved
m. ☐ 5. Fatal — Date of Death: dd/mmm/yyyy_ — Autopsy performed? ☐ Yes ☐ No ☐
Pending
n. ☐ 6. UnknownOutcome:
1. Recovered ☐
2. Still recovering ☐
3. Recovered but with lasting effects☐
4. Death ☐

	Note: If the outcome is death, a separate Death Report Form must be completed and attached. Additionally, a copy of the death certificate and autopsy report (if performed) should be appended. For fatal SUSARs, the sponsor must report to ZAMRA within 7 calendar days.NB If the outcome is death, please complete & attach the death form

	12. 12(a). Was the SAE expected or unexpected based on the reference safety information? ☐ Expected (listed in IB/SmPC/Reference Document) ☐ Unexpected (not listed, or listed but observed with greater severity, specificity, or frequency than documented)
12(b). If the SAE is both unexpected AND assessed as related to the IP (i.e., qualifies as a SUSAR), has expedited regulatory reporting been initiated? ☐ Yes ☐ No ☐ N/A
12(c). Reference document and version used for expectedness assessment:
Was the SAE
a. expected ☐
b. unexpected ☐
Give details : ………………………………………………………………………………………………………
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	13(a). Was the study blinded?
· Yes  ☐ No
If yes, proceed to 13(b)
13(b). Did it get broken?
· Yes  ☐ No
If yes, proceed to 13(c)
13(c). Did the SAE cause the study blind to be broken?
· Yes  ☐ No
If	no,	give	details:
…………………………………………………………………………………………………..............................

	14(a).How	long	after	the	first	dose	of	the	IP	did	the	SAE	occur?
……………………………………………………………………………………………………………………
14(b) In the case of a procedure, how long after the commencement of the procedure did the SAE occur?
…………………………………………………………………………………………………………………….
14(c). Total duration of exposure to IP before onset of SAE: 	days
14(d). Cumulative dose of IP received before onset of SAE (if applicable)

	15. Is the SAE pregnancy-related?
· Yes  ☐ No
If yes, provide details of the outcome of the pregnancy

	SECTION D
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16. Was this SAE originally addressed in the protocol and consent form? ☐ Yes ☐ No ☐ N/A
17. Was this SAE originally addressed in Investigators Brochure?☐ Yes ☐ No ☐ N/A
18. Are changes required to the protocol as a result of this SAE?☐ Yes ☐ No ☐ N/A If yes, proceed to 20
If no, proceed to 21

19. Are changes required to the consent form as a result of this SAE? ☐ Yes ☐ No ☐ N/A If yes, proceed to 20
If no, proceed to 21
20. If changes to the protocol or consent form are required as a result of the SAE, submit a protocol amendment to UNZAREC/relevant REC, NHRTI, and ZAMRA for approval before implementation (except where changes are necessary to eliminate immediate hazards to participants, per ICH E6(R3) Sections 1.4.7 and 2.5.4). If changes to the protocol or consent form are required as a result of the SAE, apply to the relevant authorities for approval.
21. If changes to the protocol or consent form are not required, explain why the changes are not necessary based on the SAE.
…………………………………………………………………………………………………………………
22a. From the data obtained or from currently available information, do you see any need to reassess the risks and benefits to the human participants or animal subjects in this research ☐ Yes ☐ No
22b. Has this SAE been reviewed by the Data Safety Monitoring Board/Committee (if applicable)? ☐ Yes ☐ No ☐ N/A ☐ DSMB review pending
[bookmark: _GoBack]23. Has an Urgent Safety Measure been implemented as a result of this SAE? ☐ Yes ☐ No — If Yes, describe the measure and confirm notification to NHRTI, ZAMRA, REC, and Sponsor:
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DECLARATION
I declare that the information provided in this report is accurate and complete to the best of my knowledge and belief. I confirm that this SAE has been assessed in accordance with the study protocol and Good Clinical Practice (ICH E6(R3)). I confirm that the participant (or their legally authorised representative) has been informed of this SAE in accordance with the protocol and applicable regulatory requirements.
I declare that all the information I have stated in this report is correct and truthful to the best of my knowledge and belief.
Name of PI
Signature
Date
Name of Reporter
Signature
Date
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