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Frequently Asked Questions (FAQ) about 

“Guidance for Medical Device Industry, Reporting of Device Defects or Adverse Effects, and Field Safety Corrective Action” 

No. Topics Questions Answers 
1 Persons 

Responsible for 
Report Submission 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

1.1 Who is responsible for submitting/sending the 
report? 

1. A registered manufacturer or importer of medical devices. 
2. A licensee who manufactures, imports or distributes medical devices. 
3. A person who provides details about the production or importing of medical devices. 

1.2 In the case of the person responsible for 
submitting a report wants to change attorney, 
what should be done? 

Send a new power of attorney form, which specifies the name of the new authorized 
person, to the Health Product Vigilance Center, Strategy and Planning Division, Food and 
Drug Administration. 

1.3 In the case of a manufacturer only exporting 
the medical devices should a report be sent? 

Yes. (According to the announcement of the Ministry of Public Health titled “Criteria, 
Procedures and Requirements on Reporting Medical Device Defects or Adverse Effects 
Occurring to Consumers and Reporting of Field Safety Corrective Actions” under section 
48(2)) 

1.4 In the case of a vendor selling a single medical 
device is a report required? 
 

No. But you should report it to the licensee permitted to sell the medical device as 
announced. 

1.5 In the case of a health facility buying a 
medical device from a distributor and then selling 
it to another health facility, if some problems 
occur, who should be responsible for reporting? 
 

The distributor must report the problem, if known. 
Reporting by the health facility is voluntary. 

1.6 In the case when a company has imported 
and sells a medical device to a health facility but 
has not entered a contract to maintain the device 
– if the device has a problem whose responsibility 
is it to report? 
 

The importer must report the problem, including how to maintain or the details of who 
has maintained the device. 
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No. Topics Questions Answers 
1.7 In the case of many companies importing the 
same product, when a problem has to be 
reported, is it possible to authorize only one 
company to report the problem? 
 

Every importer is responsible for reporting in accordance with the law. 

  1.8 In the case of a Power of Attorney letter when 
sending a report. 

You must have a legal Power of Attorney letter in case the reporter is not a business 
operator. 

 1.9 Can a Power of Attorney letter be made just 
once? 
 

Yes, but the proxy must specify the time period clearly. 

2 Reporting, and  
What To Report  
 

2.1 Is it necessary to report if the device defect is 
found but no adverse effects are detected for the 
consumer? 
 

Yes, it is if it meets the following requirements:  
(1) Any actions taken by the Product Owner, either in the country or outside the 

country, for example, recall, device modification, exchange, device destruction, safety 
notification, etc., and 

(2) Purpose of the actions to reduce/eliminate the risks associated with the device 
defect or adverse effect which can result in a serious threat to public health or imminent 
risks of death or serious harm, and 

(3) There are business premises registered or specification provision or market 
authorization for import or sales of the medical device in Thailand. In case the 
aforementioned has been cancelled, the notification is required only when the medical 
device is still in use. 

  2.2 Is it necessary to report if standard reagents or 
laboratory reagents which are registered as a 
medical device showing outliers? 

   

  2.3 If a company has already submitted the final 
report but later wants to submit additional 
documents or edit some information, what should 
be done? 
 

Inform us by sending additional documents via email to adr@fda.moph.go.th or in writing 
to the Health Product Vigilance Center, Strategy and Planning Division, Food and Drug 
Administration. In the document specify the report number, or the reference number of 
the distributor. 

mailto:adr@fda.moph.go.th
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No. Topics Questions Answers 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 

2.4 If the company finds an abnormality in the 
equipment of the device (Device Defect) and finds 
any adverse events that occur with consumers 
(Adverse Event: AE), what type of incidents must 
be reported during Abnormal results of medical 
devices or adverse events that occur to 
consumers? 

Choose adverse event type. 

2.5 In the event of an Adverse Event (AE) abroad 
and the Lot No. is not imported in Thailand is a 
report required? 

It must be reported in accordance with the law. 

2.6 In case of a product recall in Thailand but the 
product is still in the warehouse, what kind of 
incident must be reported? 

Report as product recall. 

  2.7 Reporting FSCA form: Should all affected lots 
be reported or only those that are affected in 
Thailand? 

Report all affected lots. However, if there are no affected lots in Thailand, report as the 
first and final report. 

  2.8 In the event of an adverse event (AE) occurring 
for a lot number that the company has imported 
but already canceled the registration, is a report 
required? 

It must be reported in accordance with the law. 
 

 
 
 
 
 
 

 
 
 
 
 
 

2.9 The manufacturer / importer receives 
information from the internet about a problem of 
using the medical device, must it be reported? 

Whether it is a safety-related issue must be considered. If it is an issue about safety, it 
must be reported. 

2.10 Is there an upload excel file template system 
for FSCA Form (Ror Mor Por 2)? 
 

No, there isn’t. The HVPC has only an upload excel file template system for Reporting of 
Device Defects or Adverse Effects Occurring to Consumers (Ror Mor Por 1) 
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No. Topics Questions Answers 
2.11 What to do if there is no product code or 
product name in the system? 

Go to the website: http://thaihpvc.fda.moph.go.th then download HPVC Form – 16, fill in 
the information, and send that filled form to adr@fda.moph.go.th. 
 

2.12 If the company found a medical device 
problem on the period that the old certificate of 
sale has expired, should I report with the new or 
old certificate numbers? 

Use the certificate numbers that is available when the problem happened. 

3 
 
 
 
 

Reporting form 
 
 
 

3.1 If I filled the information in the wrong type of 
reporting form, what should be done? 

Notify our staff to cancel the report by specifying the old report number and the reason, 
sending via email to adr@fda.moph.go.th., or 
Notify in writing to the Health Product Vigilance Center, Strategy and Planning Division, 
Food and Drug Administration. 
Then create a new report according to the appropriate reporting form. 

 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 

3.2 Can the company use a different reporting 
form from Thai FDA? 

No, you can’t because this reporting form is in the Ministry’s Announcement so you 
cannot change or use a different form. 

3.3 Does an English version reporting form be 
allowed for reporting? 

No, it doesn’t because the reporting form is in the Ministry’s Announcement having only in 
Thai version. Thai FDA developed the English version just only for helping you 
communicate with oversea company easier. 
 

3.4 Can report in English? Yes, you can but we ask you for cooperation to report in Thai because it is an official 
language. If the content is a lot of, attaching the English version of the document as well. 
 

3.5 What is the detail of information that I have to 
fill in a follow-up report? 

It must meet minimum criterions. Or you should follow up this case until you can 
conclude that it should create or develop some risk management measures or not? 

● If it should have some risk management measures: report until finish 
If it unnecessary having some risk management measures: explain the reason(s) 
 

http://thaihpvc.fda.moph.go.th/
mailto:adr@fda.moph.go.th
mailto:adr@fda.moph.go.th
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No. Topics Questions Answers 
3.6 Is it necessary to have a follow-up report for 
every case?  or Should it still have to follow up 
more or not if in the initial report is completed or 
met minimum criterions? 
 

The follow-up report is required in case of still missing data or having different information 
from the initial report. 

● Not necessary to send follow-up report if the initial report is complete. 

4 Attached 
documents 

4.1 Could attach the attachment in English 
version? 

Yes, you can attach the attachment in English version especially the health hazard 
evaluation. 

  4.2 What is the maximum file size for 
attachments? 

The maximum size of attaching PDF files should not be more than 2MB. 

5 When to report? 5.1 Which one is the meaning of “day” follow 
with the Ministry’s Announcement between 
“business day” and “calendar day”? 

The word “day” in the Ministry’s Announcement means “calendar day.” 

5.2 Are there penalties to unreported or false 
report? 

There are penalties following the Medical Device Act B.E. 2551 (2008), 

● Any establishment registrant, licensee or specifications provider who fails to comply 
with section 41(4) shall be liable to imprisonment for a term not exceeding six months 
or a fine not exceeding fifty thousand baht, or both 

● Any establishment registrant, licensee or specifications provider who prepares a false 
report under section 41(4) shall be liable to imprisonment for a term not exceeding 
one year or a fine not exceeding one hundred thousand baht, or both 

5.3 From the word “Immediately or not later than 
48 hours from date of initiation of action”, this is 
the time to send the Initial FSCA report.  
Is it means which one between after product 
owner takes action in other country and after 
product owner takes action in Thailand? 
 

It is depend on types of products. 
One, the initial report of FSCA is starting from the product owner who takes action in 
Thailand.  
Two, for other countries the counting starts from the date that you acknowledge. 
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6 How to report? 6.1 Is there an auto-reply when the center already 

gets the report via email? 
 

There is an auto-reply for confirmation after you send e-mail via to adr@fda.moph.go.th 

6.2 How to contact with the HPVC's staffs? If you have any questions or problems, you can contact us by adr@fda.moph.go.th 
(everyday), or telephone number (+66) 2590 7307, (+66) 2590 7288, (+66) 2590 7253  
(official working hours) 
 

6.3 When the online reporting system is broken, 
What should be done? 

fill information in the reporting forms then submit it by  
1. Yourself 2. Postal mail to Health Product Vigilance Center,  
strategy Division, Food and Drug Administration, Ministry of Public Health, Tiwanon, Muang, 
Nonthaburi 11000, Thailand.  
3. Fax at Fax number:(+66) 2591 8457  
4. Email to adr@fda.moph.go.th 
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