Pharmacovigilance
Safety Section

Safety Reporting
Refer to:
- The protocol, which defines how Adverse Events (AEs) and Adverse Reactions (ARs) will be identified,
recorded and reported for the specific trial, and also the time period.
-

TASC SOP11 for Identifying, recording and reporting adverse events for clinical research, in particular
CTIMPs.

It is the Investigator’s (PI, CI or delegate) responsibility to report immediately Serious Adverse Events (SAEs)
and certain non-serious AEs and/or laboratory abnormalities to the Sponsor, unless otherwise stated in the
protocol.
SAEs should be notified to Sponsor within 24 hours of becoming aware of the SAE (unless specified in the
protocol).
Please use the latest SAE form available from the TASC website:
https://www.dundee.ac.uk/tasc/researchers/policies-sops-templates/sops-templates/pv-imp/
Download and save the file. Do not fill the form while opened in the browser.

Points to remember when filling the form:
General:
• Do not add any Personally Identifiable Information (PII) on the form.
• Do not send additional documents unless requested. If any are sent, please make sure that any PII is
redacted and they remain not visible after scanning the documents.
• If additional fields are required (e.g. medical history, medications or test drugs), fill only the individual extra
pages needed and save the file as additional info to the associated SAE form.
• If no doctor (CI/PI or delegate) is available on site to assess the SAE and sign the form, email the initial
SAE report to TASC PV and to the CI/PI/delegate asking them to give their provisional opinion via mail (the
pdf can be electronically signed). Follow-up with a signed report as soon as possible.
• If the SAE form is sent to Sponsor outwith the 24 hours (regulatory requirement), TASC PV will follow TASC
SOP59 and will start a Breach Report. This will have to be completed by the study team and sent to
Sponsor.
Section 4 & 5:
• Causality, severity and where applicable, expectedness, must be completed by a medically qualified
professional (usually the CI or PI, otherwise a delegated doctor listed on the delegation log) who has also to
sign the form.
These fields are highlighted in page 2 of the SAE form.
Additional information for follow-up reports should be added to the initial report:
• Electronic files:
Add/amend the initial report and save it with different name, then print/sign/scan & send.
Separate hard copies for initial and follow-up reports should be filed in the ISF/TMF.
• Hard copies:
Copy the initial report, amend (as per GCP) the copy in the relevant fields, sign/scan & send.
Add additional pages from the blank SAE report if needed.
Separate hard copies for initial and follow-up reports should be filed in the ISF/TMF.
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CTIMP AE reporting Flowchart from TASC SOP11
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Pharmacovigilance
Safety Section

SAE form completion guide
Date of when the form is completed.
To be changed when sending a
follow-up report.

EudraCT No/Study ID:

Date of the report:

EudraCT or R&D
number.

Date SAE Notified to Trial team

Date the study team was told of the event.
Unless incorrect, this date remains the same
in all follow-up reports.

If the report is sent outwith 24 hours (regulatory
requirement) from study team/investigator’s knowledge
of event, a Breach Report needs to be completed.

Number/code assigned
to the centre, if applicable
Centre ID:

Onset Date:

Diagnosis or very short description – max 58 characters
Event Narrative

Date the event became SERIOUS
See Seriousness Criteria in page 2
Example: if the participant was hospitalised as a
result of the SAE (hospitalisation is the only
seriousness criteria), the date of onset is the date
of admission to hospital.

Relevant (concise and specific) information on the
event must be added here, including medications
used for its treatment.
Medical history, tests and concomitant medications
have their specific sections in the following page,
reference to data in these sections if needed.

Note: signs and/or symptoms (or diagnosis) which
presented prior to the hospitalisation, but were not
serious yet, constitute an AE (to be added on the
AE log with date of onset as the date when
signs/symptoms firstly presented).
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SAE form completion guide
Seriousness criteria: more than one can apply

Hospitalisation is defined as
an inpatient admission,
regardless of length of stay.
Planned hospitalisation for
diagnosis or treatment of
conditions existing prior to
randomisation are not
considered SAEs (unless the
severity and frequency have
increased).

Meaning any serious event that, based on
medical judgement, may jeopardises the
subject or requires a medical or surgical
intervention to prevent any of the other
options listed under seriousness criteria.

‘Life-threatening’ refers to
an event in which the
participant was at risk of
death at the time of the
event; it does not refer to
an event which
hypothetically might have
caused death if it were
more severe.

E.g. Allergic brochospasm requiring treatment in
an emergency room, serious blood dyscrasias or
seizures/convulsions that do not result in
hospitalization, or the development of drug
dependence or drug abuse.

Hospitalisation/Prolongation of hospitalisation

Life-threatening

Persistent/Significant Disability/Incapacity

Other important medical events

Congenital anomaly/Birth defect

Resulted in death Complete section for fatal outcome

The event caused an adverse
outcome in a child whose parent
was exposed to a medicinal
product prior to conception or
during pregnancy.

The event caused
substantial disruption of
a participant's ability to
conduct normal life
functions.

Mild

Awareness of signs or symptoms,
but easily tolerated and are of minor
irritant type causing no loss of time
from normal activities. Symptoms do
not require therapy or a medical
evaluation; signs and symptoms are
transient.

The event lead to the death of the
participant.
If it was not the primary cause of death, or
it was ongoing at the time of death, please
consider also the other criteria.

Moderate

Severity

Event introduces a low level of
inconvenience or concern to the
participant and may interfere with daily
activities, but is usually improved by
simple therapeutic measures; moderate
experiences may cause some
interference with functioning.

TASC Pharmacovigilance Monitor,
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SAE form completion guide

Consider if the participant received IMP at any time prior to the event.
E.g. If the participant finished the treatment period 1 and was not taking the IMP when the event happened,
the answer is still YES.
If the participant was not taking IMP but any other drug (non-IMP or NIMP) required by the protocol (e.g. drugs used in
wash-out periods, challenging agents), the answer is NO.
This should be explained in the narrative, the stage in the trial should be indicated in section 4 together with details of
drug’s administration. The SAE should be evaluated for its possible relationship with the nIMP.

E.g. Active treatment, pre-randomization, wash-out, run-in, intention to treat…

Was the participant receiving trial IMP [any test drug including comparator] prior to the event?

Add the study IMP and the details of its administration to
the participant.
If the study is blinded, please list all IMPs (including
comparators) and placebo.
Examples:
Blinded study using IMP A and Placebo:
IMP A/Placebo 10 mg OD

oral

If the SAE is considered to
be causally related to the IMP
(answer is YES)
Section 5 must be completed

Blinded study using IMP A or Comparator:

IMP A
Comparator

10 mg OD
25 mg OD

oral
oral

Open label study with a pre-randomisation wash-out
period with nIMP-B and then IMPs A or B:
nIMP-B µg/µg 2 puffs

OD

inhaled
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SAE form completion guide

When assessing relationship/causality to the IMP please consider the following:
•
•
•
•
•
•

Could the event be attributed to the disease or the exposure to the drug?
Is there a plausible temporal relationship to drug intake?
Is there any information on drug withdrawal?
Is the response to drug withdrawal clinically reasonable?
Is there any information from a re-challenge?
Could the event be attributed to the exposure to another drug?

Is the SAE causally
related to IMP?

If the study is blinded and the event is
possibly related to the IMP or the
comparator, expectedness should be
assessed against each individual
SmPC/IB

Relationship to IMP 1

The event is
listed in the
RSI

Expectedness

Expected

Relationship to IMP 2



If the event is listed in the RSI,
NOT what’s an anticipated event
within a particular disease.

Possible

The event is NOT
listed in the RSI
Unexpected

Probable

Probable

The RSI is a specific section
of the Investigator’s
Brochure (IB) or
Section 4.8 Undesirable
effects for the study SmPC.

Event with reasonable time
relationship to drug intake.

Event with reasonable time
relationship to drug intake.

Event with plausible time relationship to drug intake.

Could also be explained by
disease or other drugs.

Unlikely to be attributed to
disease or other drugs.

Response to withdrawal is plausible pharmacologically
and pathologically.

Information on drug
withdrawal may be lacking
or unclear.

Response to withdrawal
clinically reasonable.

The event must be an objective and specific medical
condition or a pharmacological phenomenon.

Rechallenge not required.

Rechallenge satisfactory, if necessary.

Cannot be explained by disease or other drugs.

Action taken with respect to the IMP – only one choice
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SAE form completion guide

With any of these
ticked in the initial
report, follow the
Protocol and SOP11
(SAE must be followup until resolution or
30 days after that
participant’s last visit),
therefore remember to
send a follow-up
report when
information on
recovery becomes
available.

Date the event ceased to be SERIOUS
See Seriousness Criteria in page 2
Example: If the event resulted in admission to hospital
(hospitalisation being the only seriousness criteria), the
date of discharge is the date of recovery.
Signs and symptoms (or diagnosis) which might persist
after the discharge (but are not serious anymore) are AEs.
If the event caused hospitalization & significant
disability/incapacity (e.g. severe stroke), the date of
recovery (recovered with sequelae) is the date the patient
recuperated, but retained a pathological conditions resulting
from the prior disease or injury, even if not discharged from
hospital.

Date of recovery
Recovering

Not recovered

This section has to be
completed if the event
resulted in death.
Death is an outcome, not an
adverse event unless no
information is available.
If the SAE was not the
cause of death, a separate
form has to be filled.

Unknown

Please remember the correlation between the medication required (YES ticked)
for ongoing medical conditions, and the concomitant medications below –
add the indication for any prophylactic or preventative medication, even if OTC

Specify the indication and consider if there is any potential causal relationship
between the SAE and the concomitant medication (or any interaction between
the latter and the trial IMP), if that’s the case, indicate the name of the drug in
Section 11 of the form
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SAE form completion guide

List here the tests performed and highlight
with comments any relevant information

These details have to be added for
the SAE form to be valid

The pdf has the electronic signature option in
case it’s sent via mail to the Investigator
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