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Medical Devices Regulatory Framework

Summary of Mandatory Reporting Requirements for Manufacturers and Importers

(USA)
Reason for update |Date Reason for update description
[The regulatory summary has been updated to revise the link of
Content Update 2024-05-20 |Remanufacturing of Medical Devices (IDRAC 383704) only in section
Q8.4 with ne content change.
[This revision updates SOPP 8704: Managing MDUFA User Fee
Content Update 2024-04-02 |Payments and Billing Activities (IDRAC 381381) in section Q11.1 with
no content change.
Formatting Change  [2024-02-20 |This document has been revised to delete the guidance bulletins.
Formatting Change  [2023-12-11 [formatting change
Content Update 2023-11-08 [This revision updates section Q12.4 with HL7 individual case safety

reporting information.
|Also updates Guidance for Industry and Feod and Drug Administration

Staff: Content of Premarket Submissions for Management of

Cybersecurity in Medical Devices (Final) (IDRAC 371692) in section Q

12.10 and Q18, Draft Guidance for Industry and the FDA Staff:
Content of Premarket Submissions for Management of Cybersecurity

in Medical Devices (IDRAC 371692) in section Q12.10. Guidance for
Industry and Food and Drug Administration Staff: Process to Request

2 Review of FDA's Decision Not to Issue Certain Export Certificates

for Dewces Nov-2023 {IDRAC 373789) in section Q 4 6 and Q4.8.
|And
Electronic Submission Template for Medical Device 510k}

Submissions (IDRAC 371916) (IDRAC 371916) in section Q6.6 and
annex files with no content update.

REPORTER WHAT TO REPORT TO WHOM IWHEN
. R Within 30 calendar
Manufacturers 30-day reports of deaths, serious injuries and FDA days of becoming
malfunctions
aware of an event
5-day reports for an e_vent de&g_nated_by FDA Within 5 work days
or an event that requires remedial action to :
; . FDA of becoming aware
prevent an unreasonable risk of substantial of an event
harm to the public health
Within 30 calendar
Importers Reports of deaths and serious injuries FDA and the days of becoming
manufacturer
aware of an event
Within 30 calendar
Reports of malfunctions Manufacturer days of becoming
aware of an event

#FDA Form 3500A (orits electronic equivalent) is required for all reports in this sect

ion

Summary of Mandatory Reporting Requirements for User Facilities

[This revision, updates; Guidance for Industry: Breakthrough Devices
Program (IDRAC 371144) in section Q6.8,

Nawvalonars _and Fand and Nrua Administratinn Staff: Oualification of

ShETHE:

HABSEHERPYI7T—b

REPORTER [WHAT TO REPORT  5c0 ORT FORM g wiyom WHEN

User ; Form FDA 3500A Within 10 work days

Facility Device-related Death (IDRAC 117865) FDA & Manufacturer of becoming aware

User Device-related Serious |Form FDA 35004 [Manufacturer. FDA only if |[Within 10 work days

Facility injury (IDRAC 1173865) |manufacturer unknown of becoming aware
lAnnual summary of

User - " Form FDA 3419 anuary 1 for the

Facility ?;:;:ts& serious injury  [anpac117870) | PA breceding year

See the Guidance for Industry: Medical Device Reporting for User Facilities (IDRAC 48005)

Note that 21 CFR 803.30 (IDRAC 46392) (User Facility Reporting Requirements) does NOT state that
device user facilities are required to report device malfunctions where the malfunction would likely
cause or contribute to death or serious injury if the malfunction were to recur.

Note on Combination Products: A final rule on postmarket safety reporting for combination products was
issued in the Federal Register. The FDA issued several guidances noting specifics regarding the reporting
requirements as well as compliance deadlines for the elements of reporting in the final rule. Refer to Q7
of How to Market Combination Products {IDRAC 48188) for more information.
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Medical Devices Regulatory Framework v
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2 Clarivate” 4

© 2026 Clarivate. All rights reserved.



S UDEAIC

speed the access of a medical device product to the market?) %&&RU. GRIDESHANSZHE

L2 4+ 3

20 /44

Q1 Definitions and Legal Basis
Competent Authorities/Nofified Bodies
Q3 Medical Device Classification

Q4 Requirements for Manufacturers, Distributors, Importers and Authorised
Representatives

Q5 Quality System ReqU|ren1ent~_thu1F' Regulation/Inspections
Q6 Device Do i

Q6.1 What is the legal b
dossierftechnical file/ap

Q6.2 Is there an application procedure to a regulatory authority (or notified
body)?

Q6.3 What are the content requirements for the device dossierftechnical

file/application?
Q6.4 Are there any mandatory recognized harmonized/consensus standards?

Q6.5 Is there a specific format required for device dossierftechnical file
applications?

Q6.6 Is the device dossierftechnical filefapplication to be submitted in paper or
electronic format?

Q6.7 Is there a pos to interact with the regulatory authority (or notified
body) in the pre-submission/certification phase?

Q6.8 Are there any couniry specific mechanisms available to speed the
access of a medical device product to the market?

(6.9 What guidances are applicable to this section?

Q7 Device Approval/Clearance/Certification/Conformity Assessment/Other
mechanisms

Q8 Packaging and labeling requirements

Q9 Postmarketing Device Modification Requirements
Q10 Devices Clinical Investigations

Q11 Fees

Q12 Device Vigilance and Recalls

Q13 Enforcement

Q14 Advertising

+  100% E K2
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Q6.8 Are there any country specific mechanisms available to speed the access of a
medical device product to the market?

Yes. There are several mechanisms in Thailand to accelerate the approval process, including the
following.

i. Concise Evaluation Scheme

19

IDRAC 261234

The Thai FDA has implemented a concise evaluation scheme for some detailed notification medical
devices and/ or licensed medical devices. Additionally, the Thai FDA allows applicants to apply by
referring to the existing documents, transferring documents for detailed notification medical devices
{moderate to high-risk medical devices) as per Guidelines for Referencing Existing Documents
Transferring Documents, or Other Cases in the Application for the License for Manufacturing or
Importation of Detailed Notification Medical Device B.E. 2567 (2024) (IDRAC 390672).

This scheme is available for Detailed Motification Medical Devices andjor Licensed Medical Devices that
meet the two conditions below.

1. The medical device has been approved by one of the following regulatory authorities:

* Therapeutic Goods Administration (TGA) of Australia,

* Health Canada (HC) of Canada,

* European Union Notified Bodies (EU NB) of European Countries,

* Japan Ministry of Health Labour and welfare (MHLW) of Japan,

* US Food and Drug Administration {US FDA) of the USA, or

* WHO Prequalification of In Vitro Diagnostic (WHO PQ IVD) of WHO

The period of obtaining approval from the authorities above must be at least one year or more, and it
must not be a medical device that has been approved with an exemption from the Evaluation of Safety
and Performance.
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Q1 Definitions and Legal Basis
Q2 Competent Authorities/Notified Bodies

Q3 Medical Device Classification IDRAC 176
Q4 Requirements for Manufacturers, Distributors, Imporiers and Authorised

Representatives

Q5 Quality System Requirements/GMP Regulafion/Inspections Q6.8 Are there any country specific mechanisms available to speed the access of a

Q6 Device Dossier/Technical File/Applications & Submission medical device product to the market?

(6.1 What is the legal basis and legal definitions applicable to the device

dossierftechnical file/application? SYnce Sep-2025, Mexico has a country-specific mechanism called the “Via Regulatoria Abreviada”

e el i - (Abbreviated Regulatory Pathway), which significantly speeds up market access for medical devices.
S‘i—j;.",;‘ e This mechanism was formalized through an Agreement Establishing General Guidelines for the
i . ; o : Abbreviated Reqgulatory Pathway for the Granting of Health Supplies Marketing Authorizations Based on
il ol i i e e i Recognition of Foreign Regulatory Authorities and WHO Prequalification (IDRAC 411300). [
v ; This agreement establishes:

Q6.4 Are there any mandatory recognized harmonized/consensus

ST » Recognition of prior approvals from Reference Regulatory Authorities (RRA), including members ¢
Q6.5 Is there a specific format required for device dossierftechnical file IMDRF and MDSAP.
applications? » Application of the WHO-recommended reliance principles.
Q6.6 Is the device dossierftechnical file/application to be submitied in paper » Specific timelines: 30 business days for medical devices.
or electronic format? » Conditions: The device must be identical to the one approved abroad, and only ordinary approvals
Q6.7 Is there a possibility to interact with the regulatory authority (or notified are accepted (no emergency or conditional authorizations).
body) in the pre-submission/certification phase?
(6.8 Are there any country specific mechanisms available to speed the Q6.9 What guidances are applicable to this section?
access of a medical device product to the market?
Q6.9 What guidances are applicable fo this section? » Agreement Establishing Simplification of Procedures Before the COFEPRIS, 15-Aug-2025 (IDRAC

» Q7 Device Approval/Clearance/Certification/Conformity Assessment/Other 412989) L , i .

mechanisms » Agreement Establishing General Guidelines for the Abbreviated Regulatory Pathway for the

Granting of Health Supplies Marketing Authorizations Based on Recognition of Foreign Regulatory
Authorities and WHO Prequalification, 15-Jul-2025 (IDRAC 411300)

» Q38 Packaging and labeling requirements
» (9 Postmarketing Device Modification Requirements
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Q1 Definitions and Legal Basis
Q2 Competent Authorities/Notified Bodies
Q3 Medical Device Classification
Q4 Requirements for Manufacturers, Distributors, Importers and Authorised Representatives
Q5 Quality System Requirements/GMP Regulation/Inspections
Q6 Device Dossier/Technical File/Applications & Submission
Q7 Device Approval/Clearance/Certification/Conformity Assessment/Other mechanisms
Q8 Packaging and labeling requirements
Q9 Postmarketing Device Modification Requirements
(10 Devices Clinical Investigations
10.1 Which laws and regulations govern clinical investigations for devices?
Q102 Is a clinical evaluation required for devices?

Q103 Is the submission of an investigational application to regulatory authorities
needed?

Q10.4 What is the procedure for an application for clinical investigation?
Q10.5 Is ethics committee approval required?

Q10.6 What are the requirements conceming the reporting of adverse incidents during a
clinical investigation?

Q10.7 What requirements apply to investigational devices?

(110.8 Can an investigational device be used outside of the study protocol, in an
emergency situation?

109 What guidances are applicable to this section?
Q11 Fees

Q12 Device Vigilance and Recalls

Q13 Enforcement

Q14 Advertising

Q15 Pricing & Reimbursement

Q16 Trade Agreements/Cooperation

Q17 Future Developments and/or Imminent Changes to the Regulations
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Q10.2 Is a clinical evaluation required for devices?

Yes, according to i (IDRAC 274540), for
all medical devices, the demonstration of conformity with essential principles includes a clinical
evaluation. The clinical evaluation should review clinical data in the form of any, (a) clinical
investigation reports; (b) literature reportsjreviews; or (c) clinical experience, to establish that a
favorable benefit-risk ratio exists for the device.

The results of clinical investigation in India may not be required to be submitted where the
investigational medical device is approved by the regulatory authorities of either the United Kingdom or
the United States of America or Australia or Canada or Japan and the said device has been marketed for
at least two years in that country and the Central Licensing Authority is satisfied with the data of safety,
performance and pharmacovigilance of the device.

As per Medical Device Rule-36 sub-rule and Medical Devices Freguently Asked Questions No. CDSCOf
FAQ/MD/01/2024 Addendum No. 2, 09-Jul-2025 (IDRAC 410611):

* For Class A & Class B devices, published safety and performance data or clinical investigation
reports generated in the country of origin may be submitted if a Free Sale Certificate from
specified countries is not available.

* For Class C & Class D devices, a clinical investigation report generated in India may be submitted
it a Free Sale Certificate from specified countries is not available.

Q10.3 Is the submission of an investigational application to regulatory authorities
needed?

Yes, according to the Seventh Schedule of the Medical Device Rules (IDRAC 362804). To import or
manufacture an investigational medical device for conducting a clinical investigation, an application in
Form MD-22 shall be made to the Central Licensing Authority along with the following data:

(i) Design analysis data

(i) Bio-compatibility and Animal Performance Study

{iii) Information shall be submitted along with Investigator's Brochure as prescribed, Clinical
Investigational Plan as prescribed in Table 5, Case Report Form, Serious adverse event reported, if any,
Informed Consent Form, investigator's undertaking and Ethics Committee approval, if available.

{iv) Regulatory status in other countries, including information in respect of restrictions imposed, if any,
on use of investigational medical devices in other countries, prescription-based devices, exclusion of
certain age groups, warning about adverse device effects. Likewise, if the investigational medical device
has been withdrawn in any country by the manufacturer or by the regulatory authority, such information
shall also be furnished along with reasons and its relevance, if any. This information must continue to be
submitted by the sponsor to the Central Licensing Autharity during the entire duration of marketing of
the said medical device in the country

{v) Proposed instructions for use or electronic instructions for use, or directions for use and labels shall
be submitted as part of the application. The drafts of the label shall comply with the provisions of the
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Clarivate is a leading global provider of transformative intelligence. We offer enriched data,
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insights & analytics, workflow solutions and expert services in the areas of Academia & Governn

Intellectual Property and Life Sciences & Healthcare. For more information, please visit E:Iar,li\/‘av.c X
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