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Draft Document:

Framework for AHWP 
Safety Alert Dissemination System (SADS)
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ObjectivesObjectives
To define a structure for disseminating 
medical device safety alerts among 
AHWP members;
To define the roles and responsibilities of 
regulatory authorities in receiving and 
disseminating safety alerts; and
To define the roles and responsibilities of 
manufacturers or their representatives in 
reporting safety alerts. 
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DefinitionsDefinitions
Safety information is any information related to 
the safety and performance of a medical device 
including but not limited to recalls, field safety 
corrective actions, advices, guidance, warnings 
and messages issued by the manufacturer or any 
regulatory authorities.
A safety alert is any safety information concerning 
individuals or types of medical devices issued by 
the regulatory authority to healthcare institutions, 
professionals, patients, users, general public or 
other regulatory authorities for protecting the 
public health. A safety alert could be initiated by 
the manufacturer and issued by the regulatory 
authority.
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Structure of SADSStructure of SADS
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Roles & Responsibilities 
of Originating Regulators 
Roles & Responsibilities 
of Originating Regulators

Communicate with the manufacturer on latest 
safety information;
Identify the safety information falls within the 
scope of SADS;
Inform the manufacturer of the intended actions 
and seek their comments on the information to 
be disseminated;
Prepare the safety alert in the specific format 
and then disseminate it to all SADS participants;
Co-ordinate the investigations of the case; and
Provide further information to other SADS 
participants. 
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Roles & Responsibilities 
of Recipient Regulators 
Roles & Responsibilities 
of Recipient Regulators

Limit the circulation of the information to 
only those who really need to know;
Understand from the manufacturer about 
the distribution of the affected product in the 
local market and any field safety corrective 
actions;
Consult the manufacturer on intended; and
Inform the manufacturer prior to taking any 
actions in particular disseminating the safety 
alert to the public. 
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Roles & Responsibilities 
of Manufacturer / Representative 

Roles & Responsibilities 
of Manufacturer / Representative

Cooperate with the RA in conducting investigations 
on adverse incidents, performing remedial actions 
and disseminating safety information;
Develop a procedure for communicating with the 
RA on adverse incidents and safety information;
Upkeep the distribution records of their products in 
all the AHWP member economies so that remedial 
actions could be effectively taken; and
Develop an efficient communication channel 
among all the offices in different AHWP member 
economies so as to effect concerted remedial 
actions together. 
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Requirements for Joining SADSRequirements for Joining SADS

AHWP member;
Nominate a representative and an 
alternate representative and their emails; 
and
At least one of the representatives has 
attended training organized by AHWP.
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Application FormApplication Form
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AHWP/WG2/SADS/002AHWP/WG2/SADS/002

Draft Document:

Safety Alert Dissemination System: 
Safety Alert Dissemination Criteria, 
Procedures and Form
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Dissemination CriteriaDissemination Criteria
Cases complying with all following criteria :

Dangerous or defective products that predictably 
could cause serious health problems or deaths;
Field safety corrective actions are warranted; and
The affected products have or may have been 
placed in the market of other AHWP member 
economies.

A single-event case should not be 
disseminated unless its cause is unknown and 
that may occur elsewhere with serious 
consequences.
Cases causing serious public health threat or 
concern should always be disseminated.



13

Dissemination ProceduresDissemination Procedures
Complete the SADS Form.
Prepare an email to all the representatives and 
alternative representatives .
Add comments or requests to other 
participants in the body of the email. 
If the information is considered of particular 
important, add the statement “Please reply to 
confirm the receipt of this email”.
Attach the completed SADS Form.
Check the “URGENT” box.
Send the email out.
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SADS FormSADS Form
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Comments?Comments?
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