
Investigator becomes
aware of SAEs
information or other
reportable reports.

Sponsor reviews the case and
sends it to Safety Provider.

Safety Provider prepares final
CIOMS form and Submission.

SUSAR:

Safety Provider: Submits
SUSAR CIOMS to be reviewed
by the Sponsor.

Investigator 
informs the first
receiver (Sponsor and
Safety Provider) via
email or eCRF by
completing SAE form.

Investigator: 24h

Safety Provider:
•Sends ACK to  Investigator
•Triage
•Checks minimum
information
•Reportability
•Enters data into Database
•Prepares narrative
•Prepares queries and sends
them to the Investigator
(checks missing information/
inconsistencies)

Safety
department:

1-2BD

Expected SAE:

Safety Provider: Electronic
documentation / Case close
uploads to the TMF:
 CIOMS + Source document +
case status.

If pending queries, ASP
waits for a response: 1BD
SUSAR/urgent queries. 5BD

non urgent queries

If no pending
queries ASP: 1BD for

SUSAR or 10 BD for
other reports

Safety Provider forwards the
approved form to Sponsor. 

Sponsor reviews/ approves
the final form.

1BD SUSAR

SUSAR: 

Safety Provider submits
SUSAR to Competent
Authorities and Investigators.

Safety Provider uploads to
the TMF:

CIOMS + Source document +
case status+ ACK.

Day 0 SUSARs: CD 2-3
Other expected

SAEs: BD 10

SUSARs:
CD 7-10/15

SUSARs:
CD 5-7/15

SUSARs:
CD 4-6/15

SAE Processing 

info@asphalion.comwww.asphalion.com



Asphalion:
Prepares queries and sends
them to the Investigator

Records queries from the
Sponsor parties and sends
them to the Investigator.

Sponsor:
 Prepares queries and send
them to Asphalion

Investigator:
Reviews queries and
answers them.
Completes a new FU SAE
form.
Sends them to
Asphalion.

Asphalion:
Records new information.
Introduces new information
in the SD.
Uploads a new CIOMS +
source information + Case
status as applicable in the
TMF.

Sponsor:
Records the new information
and sents to Asphalion.

Ad Hoc queries:
Other queries may be raised
during ad-hoc routinary
reviews or similar carried out
by CRAs, Investigator team
or medical monitor

Day 0

12 Days

10 Days

Day of receipt 
First receiver other
than Asphalion

Day of receipt
Asphalion first
receiver

Query Process

info@asphalion.comwww.asphalion.com

Timeliness Asphalion Sponsor Investigator

SUSAR query
(SUSARs) / Urgent

query (SAEs)

Non-Urgent query
(SAEs)

Raises queries and
sends to sites

Raises queries and
sends to Asphalion

Raises queries and
sends to Asphalion

Within 1 business day
from the date of

receipt at Asphalion

Within 1 business day
after requested by

Asphalion

Within 1 business day
from the day of
receipt by the
Investigator

Within 5 business
days from the day of
receipt at Asphalion

Wtihin 3 business
days after requested

by Asphalion

Within 3 business
days from the day of

receipt by the
Investigator


