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Preface
The document herein was produced by the International Medical Device Regulators Forum (IMDRF), a voluntary group of global
medical device regulators from around the world. The document has been subject to consultation throughout its development.

Introduction

This document provides an internationally harmonized, modular, format for use when filing medical device submissions to regulatory
authorities for market authorisation. This document is comprehensive in scope in that it defines the location of both common and regional
content for all submission types. As a consequence, not all headings are required for all submission types and/or IMDRF jurisdictions.

This ToC document has been developed with consideration of public comments and experience gained from the pilot testing of the draft
ToC version.

The ToC documents are intended to work together with a separate document created for each participating jurisdiction —a classification
matrix. The classification matrix defines whether for the given submissions type a heading is required, not required, optional, conditionally
required, etc. The classification matrices are the published under the authority of participating authorities and are not products of IMDRE
please consult regional regulator websites for further information.

The release of the first version of the final ToC document makes available harmonized formats for use in filing I'VD medical device
submissions for market authorisation.

Scope

This document was developed for in-vitro diagnostics medical device (IVD) market Authorisation submissions. Market authorisation
submissions for combination products are out of scope; refer to each specific regulator for guidance regarding combination products.
Submissions to request approval to conduct clinical trials are not within the scope of this document.

The document is intended to provide guidance for industry with flexibility to adapt to the variety of products and future products.

Purpose

To create a comprehensive submission structure that can be used as a harmonized international electronic submission format while
minimizing regional divergences and indicating where regional variation exists. This document is intended to provide guidance regarding
the location of submission elements. This document is intended to work together with a separate document created for each participating
jurisdiction — a classification matrix.

This document is not intended to introduce any new regulatory requirements; however, by virtue of being more transparent. it may
appear to be introducing new requirements.

Classification Matrices

As this document is comprehensive in nature, not all headings are required for all submission types and/or jurisdictions. This
docurment is intended to work together with a separate document created for each participating jurisdiction —a classification matrix. The
classification matrix defines whether for the given submissions type a heading is required, not required, optional, conditionally required,
etc. The classification matrices are to be made available on regional regulators websites.

Definitions

FurL Rerort—Typically includes a complete, detailed description of the objective of the assessment. the methods and procedures,
study endpoint(s), pre-defined pass/fail criteria, deviations, results summary, discussion and conclusions, and may include data. Complete,
detailed support of method selection, worst case justification, study endpoint selection, and pass/fail criteria should be included.

Summary—Typically includes a brief synopsis of the assessment (1) purpose, (2) methods and (3) results and (4) discussion and
conclusions. Outliers and deviations should be reported with the results. The purpose of the assessment and description of methods
should address:

1. Why the characteristic being evaluated is of interest; and

2. why the particular methods are being used to evaluate the characteristic, if applicable including why a regional or harmonized/
recognized standard has or has not been complied with.
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Heaping CLass —Headings are classified as either IMDRF; IMDRE, RF; or Regional.

Heading classification is provided in this document to provide an indication of the relevance of any given heading to a particular
jurisdiction. The classification matrices provide further requirement classification by jurisdiction and submission type and should be used
as the final reference for information of this type.

IMDRF headings are used by most regulators and are therefore considered an IMDRF heading. Content of IMDRF heading contain
common elements and may contain regional elements in addition to the common elements.

* Regional Focus (IMDRF, RF)— content needs to be considered with the specific region in mind and will likely need to be
adapted for that region (e.g. regional approval numbers or regulatory history, regional variation in approved or requested
intended use/indications for use)

» Incases where not all regulators use the heading, the applicable jurisdictions are listed following the heading classification (e.g.
IMDRF (USFDA, HC, JP)).

Regional headings are those that contain no common elements. In this case the heading name is consistent amongst IMDRF members,
but the content will be specific and different for each region. Headings are also classified as Regional if they are required by only one
jurisdiction.

SusMissioN—aA regulatory submission can be any type of information related to a medical device regulatory process. This includes but
is not limited to a request for approval/Authorisation to market a device. any communications relating to the original submission, and any
request for modification to an existing approval. The submission types that will be accepted in the format described in this document will
be dictated by regional policy.

Numbering of the Headings

Numbering should remain consistent regardless of whether the heading is required or not. For example, if Heading CH1.02 is not required
for the submission type or jurisdiction, but Headings CH1.01 and CH1.03 are, then the numbering would remain CH1.01 followed by
CH1.03.

Letters should be added to the numbering of custom headings to indicate the sequence of presentation. For example, under stability of
specimens, CH3.5.01.1 is a custom heading; it should be presented as shown below.

CH3.5.01
Stability of Sample(s)

CH3.5.01.1a CH3.5.01.1b

Sample X stability, Sample Y stability,
RPTXYZ, 2014-02-03 RPTABC, 2013-02-01

CH3.5.01.1a.1 CH3.5.01.1b.1

Summary Summary

CH3.5.01.1a.2 CH3.5.01.1b.2

Full Report (if Full Report (if
required) required)

Figure I —Numbering of Custom Headings
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Quality Management System Chapters (6A and 6B)

Chapter 6A and B of the ToC is written in terms of the quality management system language employed in ISO 13485, Chapter 6A is
where the company places the standard operating procedures (SOPs) the company utilizes to implement its overall high level quality
management system. Chapter 6B is where the company places the documents and records the company utilizes to implement the
quality management system SOPs described in Chapter 6A.

Language Requirements

Each jurisdiction has its own language requirements. Regional guidance should be sought to ensure that content is provided in a language
that is acceptable for the jurisdiction to which the submission will be submitted. Any translated material submitted should be verified
for accuracy.
Pagination

Pages of the submission should be numbered in such a manner that information can be referenced by page number. This may be done

either by consecutively numbering the entire submission, or numbering the pages within a section or chapter (e.g., CH2.4.1-1, CH2 4.1~

2).

Other General Notes

This outline of documentation is to support a smooth documentation process. It remains the applicant’s responsibility to ensure all
regulatory requirements are met, and that clear and transparent evidence of conformity to these requirements are provided.

Regional regulatory guidance will vary between the IMDRF member regulators and can be found in a variety of locations including the
individual regulator’s laws, directives, regulations. guidance documents, etc. When any requirements are conflicting between this
document and regional documents (e.g. the regional laws, directives, regulations, guidance documents), the regional requirement will tuke
precedence.

For the USFDA and ANVISA, regional regulatory guidance include the categories (1) special controls in a device specific regulation,
(2) device-specific guidance document, (3)special controls guidance, (4) special controls guideline, and/or (5) statutory or regulatory
criteria.Note: WHO participates as an Official Observer in the IMDRF and its working groups. Recommendations from WHO are based
on the experience of WHO Prequalification assessment, taking the needs of Member States without strong regulatory systems
into account,

Acronyms
ANVISA National Health Surveillance Agency - Brazil
CAPA Corrective Action and Preventive Action
EU European Union
GMDN Global Medical Device Nomenclature
HC Health Canada T
IMDRF International Medical Device Regulators Forum
IP Japan
MDUFA Medical Device User Fee Amendments
NB Notified Body
PMDA Pharmaceuticals and Medical Devices Agency, Japan
RF Regional Focus
TGA Therapeutic Goods Administration - Australia
ToC Table of Contents
USFDA United States Food and Drug Administration
WHO PQ World Health Organization Prequalification Team — Diagnostics Assessment




CHAPTER 1 - REGIONAL ADMINISTRATIVE

Heading Class
RowID | & Level Heading Common Content Regional Content
CH1.01 IMDRF, RF | 1| Cover Letter 4) The cover letter should state applicant or sponsor name and/or their authorized CFDA
representative/s, the type of submission, the common name of the device (if applicable), | Attached documents should be signed or sealed by applicants and/or authorized representatives.
device trade name or proprietary name (both of the base device and a new name if one is
given to the new version/model of the device) and include the purpose of the application, | USFDA PMA and 510(k)
including any changes being made to existing approvals. a) mailing address,
b) If applicable and pted by the regulator, it should include information pertaining to b} official correspondent(s),
any Master Files referenced by the submission. ¢) phone/fax number(s),
¢) Ifapplicable, acknowledgement that a device sample has been submitted or offered d) email address(s
alternatives to allow the regulator to view or access the device (when the regulator €) cover letter shall be signed by applicant and an authorized rep (if the applicant does not reside or
requests a sample). have a place of business in US)— 21 CFR 814.20(a) (PMA Only)
d) If the submission is requesting approval of a change that is the result of CAPA due to a f) Device class and panel or classification regulation or statement that the device has not been
recall, this should be stated. classified with rationale for that conclusion (510(k) only)
¢} If the submission is in response to a request for information from the regulator this
should be stated and the date of that letter should be included as well as any reference TGA
number(s). The covering letter of application needs to be prepared on company letterhead and to also include:
f) If the submission is unsolicited information (where accepted), this should be stated and a) Submission ID that is g i electronically when pleting the application form in eBusiness
any related reference number(s) provided. b) Contact details of the person autherised to liaise with TGA during the evaluation process
¢) Signed by the authorised person for the company
NOTE: The cover letter should not contain any detailed scientific information.
CH1L.02 IMDRF 1| Submission Table of | a) Includes at least level 1 & 2 headings for the entire submission
Contents b} Specifics the page number for cach item referred to in the table.
NOTE: Refer to the Pagination Section of this document for information about submission
pagination.
CH1.03 IMDRF List of Terms or acronyms used in the submission that require definition, should be defined here.
Terms/Acronyms
CHL04 Regional 1| Application ANVISA
(ANVISA, Form/Administrative ANVISA's “Manufacturer or Importer Form” (form available at www.anvisa.gov.br), containing
CFDA, EU, Information general information related to the application.
HC, JP,
TGA, CFDA
USFDA, Application form shall be filled out and submitted on line (hitp://125.35.24.156/)
WHO PQ)
EU
Notified Bodies (NBs) will each have their own application form and company information form,
including details on the submission type (new, renew, changes), administrative data of the
manufacturer, overview of subcontractors and their QMS certification documentation, underlying CE
certificates in case of Own Brand labelling, general information of the product, including sterilisation
method where applicable, nature of selected starting materials (e.g. drugs, animal tissue), applicable
directive and classification. Consult relevant NI
N.B. Under EU legislation, the Own Brand Labeller is to be considered as the legal manufacturer and
bears the regulatory responsibility of a manufacturer including the need to dispose of the entire
technical documentation (see the EU Guideline on OBL: http://ec.curopa.eu/health/medical-
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Heading Class

Row ID | & Level Heading C Content Regional C
devices/files/guide-stds-directives/interpretative_fiche_obl_en.pdf)
HC g
Health Canada’s “Application and Fee Form™ for the risk class and type of application - from www.he-
I
PMDA’s “Application form™ — trom http//www.pmda.go.jp/
TGA
Application forms to include administrative data of the applicant, application scope (including
applicable conformity assessment procedure and type of application (new, change or recertification}),
current certification details, manufacturer details, critical supplier details and device details including
classification. Refer to www.tga.gov.au for the most up to date information.
USFDA PMA and 510(k)
CDRH Coversheet Form 3514
WHO PO
WHO PQ applications refer to:
hitp://www.who.int/diagnostics_laboratory/evaluations/Application/en/
CH1.05 IMDRF, RF | 1| Listing of Device(s) | A table listing each variant/model/configuration/component/accessory that is the subject of | ANVISA
{ANVISA, the submission and the following information for each: The grouping (family and systems) of medical devices shall be in compliance with ANVISAs
CFDA, ElJ, ) the identifier (e.g. bar code, catalogue, model or part number, UUDT) requirements which specify the conditions to establish family or system of medical devices.
TGA, b) astatement of its name/description (e.g. Trade name, size, intended use)
USFDA) EU
NOTE: The listing should include the relevant Global Medical Device Nomenclature (GMDN) Code and Term
i. A model/variant/configuration/component/ ry of & device has common
specifications, performance and composition, within limits set by the applicant. Russia NOTE:
ii. Typically each item listed should be available for sale. For example, if everything is | Any model/variant/configuration of device(s) listed should be limited (covered) by a single Global
gold as part of a kit, then this lst would only include the kit. You do not need to list | Medical Device Ne lature (GMDN) Code and Term. The components within a kit/set can have
all components that may be sold within a kit/set, unless the component is available | their own GMDN Codes/Terms.
for sale independently of the kit.
iii.  This is classified as RF in recognition that identification numbers may vary from TGA
jurisdiction to jurisdiction. For all classes of devices the applicant needs to include:
) The Global Medical Device Nomenclature (GMDN) Code and Term
b) The classification and the applicable classification rule
For Class 4 TVDs (other than Class 4 Immunonohaematology reagents) this table should also identify
the following:
a) Unique Product Identifiers; and
b) any variants (see Regulation 1.6 of the Therapeutic Goods (Medical Devices) Regulations
CHLO6 Regional 1 | Quality Management ANVISA
(ANVISA, Systemn, Full Quality Good Manufacturing Practice Certificate (GMPC) issued by ANVISA, covering the scope of products.
CFDA, EU, System or other
HC, TGA, Regulatory NOTES:
WHO PQ) Certificates ) Device registration or amendment request to change/include manufacturer of Class I11 or IV devices
requires a valid GMP Certificate issued by ANVISA. However, submission review may be initiated
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Row ID

Heading Class
& Level

Heading

Common Clmlﬂt

Regional Content

prior to GMP certification. In these cases, the document proving that the application for the GM P
Certification has been submitted to ANVISA should be presented, identifying the manufacturer
name, the address of the site to be certified and the identification number of the GMP Cert

app. “ation to ANVISA. The registration or amendment will only be approved after the GMP
certific.. ~ has been issued.

b) Device registration renewal submissions of Class 111 or IV devices, also requires a valid GMP
Certificate issued by ANVISA. The document proving that the GMP Certification was requested
from ANVISA will be accepted if the GMP Certificate has not yet been issued. However, if the
final result of the GMP certification process leads to a refusal, the device registration will be
canceled.

CFDA
a) Domestic applicant shall provide:

i Copies of business license and organization code certificate.

il When applying for registration of domestic medical devices according to Special Procedure of
Approval and Evaluation for Innovative Medical Devices, applicant shall provide a notice of
application for reviewing “Special procedure of approval and evaluation for innovative
medical devices”, and if the sample produets are produced by entrusted manufacturers,
manufacturing license of the entrusted manufacturer and consignment agreement shall he
provided. The scope of manufacturing license shall cover the category of the submitted
products.

EU

EN ISO 3485 certificate in case it is issued by another Notified Body or registrar. CE full quality
system certificates (QMS and annex [V.3 IVDD) covering the scope of products when issued by
another Notified Body.

HC

This subsection includes a copy of the quality management system certificate certifying that the quality
management system under which the device is deaigned and manufactured satisfies CAN/CSA 150
13485, Medical devices - Quality 1ent sy - Requi ts for latory purposes. Health
Canada \nnll only accept quality system cemf' cates that have been issucd by spccul t]und party auditing
organi gnized by the Minister in accordance with Section 32.1 of the Medical Devices
Regu!aﬂoﬂs.

TIGA

Copies of uny current TGA or other regulatory authority certification referenced within the submission
or required for the submission zype The reference certificates req‘ul.remems will vary based on the
submission type, refer to TGA g for these requi

WHO PO
I1SC 13485 certificates.

CH1.07

Regional
(ANVISA,
CFDA)

Free Sale Certificate/
Certificate of
Marketing
Authorisation

ANVISA

Pravide the document/certificate issued by the Regulatory Authority where the medical device is
marketable, attesting that the device is marketable, without any restriction at their jurisdiction.
Alternatively, provide a copy of the Inspection Report issued by ANVISA.

CEFDA

(414
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Heading Class
Row ID | & Level Heading Common Content Regional C:
a) Importetl Medical Device applicant shall provide:
Supporting documents of marketing Authorisation or certificate of the product issued by
authority of the country (or region) where the applicant’s headquarter or manufacturing site is
located, and the Authorisation/qualification documents of the enterprise

ii.  If the produet is not managed as a medical dmce by authority of the country (or region) where
the Imported medical device appli is 1 pplicant shall provide relevant supporting
documents, quantification certificate of manufacturer issued by authority of the country (or
region) where the registration office or manufacturing site is located(for registration).

b) Applications for ion rex 1 and change registration shall include:
i.  Copies of the original registration certificate of medical device and its appendices, and copies
of all documents on the change of registration of medical device in China (for).

ii.  For Imported Medical Device, the relevant documents if the new market clearance issued by
ihe medical device authority of the country (or region) where the overseas applicant’s
registration office or manufacturing site is located is required for change items; or description
if the change items need not to be appm\ ed by the medical device authority of the country (or
region) where the o pplicant’s registration office or manufacturing site is located.

CH1.08 Regional 1| User Fees ANVISA
(ANVISA, Receipt of the User Fee payment. Information about User Fee available at:
EU, USFDA, http: rtal.anvisa.gov.br/taxasl
WHO PQ)
EU
Signed quote and agreement for dossier review /audits
USFDA PMA and 510(k)
FDA User Fee Form (htips://userfees.fda.gov/OA_HTML/mdufmaCAcdLogin jsp?legalsel=2&ref=)
WHO PO
Attestation of fee payment.
CH1.09 IMDRF, RF | 1| Pre-Submission a) During the product lifecycle, pre-submissi pondence, including teleconferences | CFDA
Correspondence and or meetings, may be held between the regula:.or and the applicant. Further, the specific | Provide documents when applicable. For example, innovative medical device communication record
Previous Regulator subject device may have been subject to previous regulatory submissions to the
Interactions regulator. The contents should be limited to the subject device as similar devices are EU
addressed in other areas of the submission. If applicable, the following elements should | a) A statement is required that the product to be reviewed is not under application with another
be provided: Notified Body, and has not previously been refused or « Tled by another notified body.
i. List prior submissions or pre-submissions where regulator feedback was provided b) For “borderline products”, \yhere applicable, any rationale, supportive documentation and key
" a8 " . " F s Py [ -ation
ii. io; previous r;guiabory submission, include identification of applicable submission to the quali ﬁcat?: Welassification d:: ]:t:c:l :i ‘lemplr);tde:n;z\uthomy and/or COM services, relating
SrC T o ¢) In case of transfer from another Notified Body, that status, including any open Non-conformity, and
iii. For any ]rm:ﬂ—subrmssmn ac"“’mles_‘m have not previously been ass1gned any the associated dossier review reports, the latest audit report and for QMS transfer all audit reports
tracking/reference number, the information package that is submitted prior from the existing certification cycle, will need to be submitted along with a letter of access from the
to pre-submission meetings, the meeting agenda, any presentation slides, final new notified body to contact the old notified body to confirm any open issue. This will allow a
meeting minutes, responses Lo any action items arising from the meetings, specific date of transfer of application and CE marking.
responses to any action items arising from the meetings, and any email
correspondence related to specific aspects of the application.
iv. Issues identified by the regulator in prior submissions (i.e., clinical study
applications, withdrawn/deleted/denied marketing submission) for the subj
device
v. lssues identified and advice provided by the regulator in pre-sub
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Heading Class
Row 1D & Level Heading C C Regional C
a) Imported Medical Device applicant shall provide:

i Supporting documents of marketing Authorisation or certificate of the product issued by
awthority of the country (or region) where the applicant’s headquarter or manufacturing site is
located, and the Authorisation/qualification documents of the enterprise

i..  Ifthe product is not managed as a medical device by authority of the country (or region) where
the Imported medical device applicant is located, applicant shall provide relevant supporting

L documents, quantification certificate of manufacturer issued by authority of the country (or
region) where the registration office or manufacturing site is located(for registration).
b) Applications for extension renewal and change registration shall include:

i.  Copies of the original registration certificate of medical device and its appendices, and copies
of all documents on the change of registration of medical device in China (for).

ii.  For Imported Medical Device, the relevant documents if the new market clearance issued by
the medical device authority of the country (or region) where the overseas applicant’s
registration office or manufacturing site is located is required for change items; or description
if the change items need not to be approved by the medical device authority of the country (or
region) where the overseas applicant’s registration office or manufacturing site is located.

CH1.08 Regional 1| User Fees ANVISA
(ANVISA, Receipt of the User Fee payment. Information about User Fee available at:
EU, USFDA, http://portal.anvisa.gov.br/taxas1
WHO PQ)
EU
Signed guote and agreement for dossier review /audits
USKFDA FMA and 5100k}
FDA User Fee Form (hitps://userfees. fils gov/OA_HTML/mdufmaCAcdLogin.jsp?legalsel=24ref=)
WHO PO
3 W T —— Adtestation of fee payment. =5 e e
CHI1.09 IMDRF, RF | 1| Pre-Submission a) During the product lifecycle, pre-submission correspondence, including teleconferences | CFDA
Correspondence and or meetings, may be held between the regulator and the applicant. Further, the specific | Provide documents when applicable. For example, innovative medical device communication record
Previous Regulator subject device may have been subject to previous regulatory submissions to the
Interactions regulator. The ts should be limited to the subject device as similar devices are EU
addressed in other areas of the submission. If applicable, the following elements should | a) A statement is required that the product to he reviewed is not under application with another
be provided: Notified Body, and has not previously been refused or cancelled by another notified body.
i. List prior submissions or pre-submissions where regulator feedback was provided b) For “border?ine products”, where app licable, any rationale, 3“]’?‘”{"-"'"’9 documentation i_“]d key )
ii. For previous regulatory submission, include identification of applicable submission fo"‘:]:';“:::i‘,‘.“:‘;:“ A M wp ﬁif“ﬁ:f“ﬂ’m" il
r‘e.femnce numhcr.‘ 2 S g i ¢) In cesc of transfer from another Notified Body, that status, including any open Non-conformity, and
iii. For any pre-submission activities that h?ve not previously been ﬂfﬁlgﬂed_ﬂﬂf ] the associated dossier review reports, the latest audit report and for QMS transfer all andit reports
rrackmgfraﬂ?reflce nu'm!!er, include the information package lhéf is S!Ibm'“e'd pogr from the existing certification cycle, will need to be submitted along with a letter of access from the
to pre-submission meetings, the meeting agenda, any presentation slides, final new notified body to contact the old notified body to confirm any open issue. This will allow a
meeting minutes, responses (o any action items arising from the meetings, specific date of transfer of application and CE marking,
responses to any action items arising from the meetings, and any email
correspondence related to specific aspects of the application.
iv. Issues identified by the regulator in prior submissions (i.e., clinical study
applications, withdrawn/deleted/denied marketing submission) for the subject
device
v. Issues identified and advice provided by the regulator in pre-submission
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Heading Class
Row ID | & Level Headi Common Content Regional Content
interactions between the regulator and the applicant/sponsor.
vi. Explain how and where the prior advice was add d within the sut
OR
a) Affirmatively state there has been no prior submissions and/or pre-submission
interactions for the specific device that is the subject of the current submission.

NOTE
The scope of this section is limited to the particular regulator to which the submission is
being submitted (i.e. Health Canada does not need pre-submission mformation relating to

o interactions with ANVISA).
CHL10 Regional 1| Acceptance for USFDA PMA
(TGA, Review Checklist Complete the checklist and provide section and pages numbers indicating where every item on the
USFDA, check is addressed in the submission. See Appendix A of the Aceep and Filing Reviews for
WHO PQ) Premarket Approval Applications (PMAs): Guidance for Industry and Food and Drug i

Administration Staff Guidance

USFDA 510(k)
! Complete the checklist by answering the preliminary questions and providing the pages numbers
| indicating the locations of each item on the check is addressed in the submission

See the Acceptance Checklist for Traditional 510(k)s in Refuse to Accept Policy for 510(k)s :
Guidance for Industry and Food and Drug Administration Staff’

TGA
| Includes the Supporting data checklists
WHO PQ

WHO requests submission of a Product Dossier Checklist to be completed by the manufacturer which
provides dossier section and pages numbers indicating where every item on the checklist is addressed
in the submission. Refer

hitp://www.who.int/diagnostics_laboratory/evaluations/140701_pqdx 049 dossier checklist v2.pdf7u

a~l

NOTE: This provides the reviewer with a quick guide to where evidence for one reguirement may be
found throughout the dossier.

| CHLII Regional

I | Statements/Certificat
{ (ANVISA, ions/Dieclarations of
| HC, EU, Conformity NO CONTENT AT THIS LEVEL NO CONTENT AT THIS LEVEL
TGA,
o] RIOPRNAY N
CHLIL1 Regional Performance and USFDA
(USFDA) Voluntary Standard Note to RPS Team: USFDA wants this information displayed here in the admin section but will
[ — uest it in Chapter 3 where standards information other IMDRT members request (List of Standards
CHLI11.2 Regional 2 | Environmental USFDA PMA
{USFDA) Assessment a) If claiming categorical exclusion, information to justify the exclusion
OR
b) Provide the envirc tal t {only required for devices that present new environmental
concerns

CHL.113 | Regional | 2] Clinical Trial e |USFDAPMAandStOG) 000000
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Heading Class
Row ID_| & Level Heading 1@_@_&1 Content
{USFDA) Certifications a) Certification of Compli with Requi of Clinical Trials.gov (Form FDA 3674)
b) Financial Certification or Disclosure Stat (Form FDA 3454 and Form FDA 3455}
CH1.11.4 Regional Indications for Use USFDA 510(k)
(USFDA) Statement with Rx A suggested format for enclosure can be found at
and/or OTC http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/uem
designation 080276 htm
Enclosure
CHI.11.5 Regional Truthful and ANVISA
(ANVISA, Accurate Statement a}) A declaration (per text below), dated and signed by the legal representative and technical manager
CFDA, HC, of the company:
TGA,
USFDA, “We declare that the information provided at this submission are truthful and accurate, and can be
WHO PQ) proven by documental evidence. We also declare that:

i. The device will be marketed observing all requirements established by the Brazilian
Legislation;

ii. The labelling (e.g. lubels, instructions of use, promotional material} of the device complies
with the Brazilian regulatory requirements, and will be maintained up to date during all the
period that it will be available on the Brazilian market;

iil. The device and accessories that accompany the device were designed and are manufactured
attending the Essential Requirements of Safety and Efficacy and the Good Manufacturing
Practices established by ANVISA;

iv. All the reasonably foreseeable risks were identified and promptly mitigated. The residual risk
is acceptable in relation to the benefits obtained by the use of the devices;

v. The devices delivered to the market will be continuously monitored in order to identify new
risks that have not been already addressed, according to the Risk Management Plan estahlished
by the manufacturer.

The cumpany 15 awara that if the Brazilian regulatory requirements were not fulfilled, administrative

1 on federal law (Lei n® 6437/1977) shall be applied. The legal representative and
technical manager of the company are aware that they are answerable to the court by any infraction
indicated on art. 273 — Decreto Lei n® 2848/1940 (Criminal Code — Chapter I11: Crime against Public
Health)."

CFD.

The self-assurance declaration of the authenticity of submitted data (the ones of domestic products shall
be issued by applicants and the ones of imported products shall be issued respectively by applications
and agents.)

HC

Attestation that st in the application are true and that the information provided in this
application and in any attached documentation is accurate and complete. Consult current Health
Canada guidance for specific language.

TGA Conformity Assessment - Manufacturer's statutory declaration
a) A statutory declaration is a written statement allowing a person to declare something 1o be true. The

declaration is signed in the presence of a witness. Giving false or misleading information as part of
a statutory declaration is a criminal offence under the Criminal Code.

hitp://www.tga.gov.au/ industry/manuf-statutory-declarations. htm#forms
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Row ID

Heading Class
& Level

Heading

Common Content

Regional C

Statements of undertaking by the manufacturer as required by conformity assessment procedures set in
the Therapeutic Goods (Medical Devices) Regulations 2002

LSFDA 51
a) Truthful and Accurate statement per 21 CFR B07.97(k). Text:

I cortify that, in my capacity as (the position held in company) of (company name), I believe to the
best of my knowledge, that all data and information submitted in the premarket notification are
truthful and accurate and that no material fact has been omitted.

NOTE: Signed by a responsible person of the firm (not a consultant)

WHO PQ

a) A signed Manufacturer Declaration WHO Document PQDx_049 “Product Dossier Checklist”
attesting that all the information provided in this produet dossier is current and correct.

b) A letter attesting that the content of the electronic version is an exact duplicate of the printed copy.

CHI1.11.6

IMDRF
(CFDA, EU,
1P, TGA)

Declaration of
Conformity

As part of the conformity assessment procedures, the manufacturer of a medical device is
required to make a Declaration of Conformity that declares that the device complies with:
a) the applicable provisions of the Essential Principles/Requirements
b) the classification rules
¢} anappropriate conformity assessment procedure

CFDA
A declaration that :
a) The products conforms to the requirements of Administrative Measures on the Registration of
IVD Reagents and relevant laws and regulations;
b) the product classification conforms to the requi of Administrative M on the
Registration of IVD Reagents and Categorized Subdirectories of IVD Reagents;

Jp
Declaration and/or certificate that the relevant product is manufactured to conform to the essential
principles and/or the quality management system.

NOTE: The applicant is advised to prepare the declaration of conformity according to ISO 17050-1
“Conformity Assessment - Supplier’s Declaration of Conformity - Part 1; General Requirement.”

IGA

The wording of the Declaration of Conformity will depend on the conformity assessment procedure
h by the £ . Templates for each of the four possible types of Declarations of

Conformity under Schedule 3 of the Therapeutic Goods (Medical Devices) Regulations 2002 are

available at <htip://'www.tga.gov.au>.

CHL12

IMDRF

1

Letters of Reference
for Master Files

Letter from any Master File owner granting access to the information in the master file. The
letter should specify the scope of access granted.

CHI.13

Regional
(ANVISA,
CFDA)

Letter of
Authorisation

ANVISA
Letter issued by the manufacturer allowing the importer to submit the application to ANVISA on his
behalf, and to market his product on the Brazilian market.

CFDA
a) Evidence of power of attorney of the foreign applicant for designating agent in China,
b) Copies of the letter of commitment and business license or copy of organization registration
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Heading Class
Row ID & Level Heading Common Content Regional Content
certificate of agent.
CHL14 IMDRF L | Other Regional Heading for other information that may be important to the submission but that does not fit
Administrative in any of the other headings of this chapter.
Informati
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CHAPTER 2 — SUBMISSION CONTEXT

Heading Class
Row ID | & Level Heading Common Content Regional C
CH2.1 IMDRF 1| Chapter Table of a) Includes all headings and sub-headings for the chapter.
Contents b) Specifies the page number for each item referred o in the table. o
CH2.2 IMDRF, RF | 1| General Summary of | a) Statement of the device type (e.g. Tacrolimus test system, hlood specimen collection ANVISA:

Submission device, calibrator) and name (e.g. trade name, proprietary name), its general purpose, If renewal, amendment or change, identification of the registration/notification number issued hy
and a high-level summary of key supporting evidence (i.e. studies that are unique to the | ANVISA for the device, family, system or set of devices and the number of the original application
risks of this device type). must be informed

b) Surnma:}r of submission, including
i. The type of submission (e.g. new, amendment, change of existing application, CFDA
renewal); a) If product registration, the applicant shall describe the management category, criteria for determining
ii. if amendment/supplement, the reason of the amendment/supplement; the classification code
iti. ifa change to existing npproval descnphon of the change requested (e.g., chang, b) If registration extension, the applicant shall provide the stat t that no changes are made to the
in design, performance, indi to facturing processes, product.
manufacturing facilities, supp]lem),
iv. any high-level background information or unusual details that the manufacturer EU
wishes to highlight in relation to the device, its history or relation to other approved | If renewal, amendment or change, identification of product (family) currently Marketed under CE mark
devices or previous submissions (provides context to submission). and related certificate of TVDD annex.
HC
If amendment or new submission based on currently licenced device(s), the Canadian Medical Device
Licence Number(s) should be provided along with the description of the change requested,
TGA
If recertification or change to a conformity assessment certificate, identification of the affected TGA
certificate numbers must be detailed.
USFDA 510(k)
Executive § Ty
CH23 Regional 1| Summary and USFDA PMA
(USFDA) Certifications for a) Summary of the Content of the Whole PMA per 21 CFR 814.20(b)(3)
Premarket
Submissions USFDA 510(k)
a) 510(k) Summary contains all elements per 21 CFR §07.92
OR
b) 510(k) Statement contains all elements per 21 CFR 807.93
il Bl bl il NO CONTENT AT THIS LEVEL
CH24.1 | IMDRF,RF | 2| Comprehensive a) A genera] description of the device, including: ANVISA:

Device Description i. A statement of the device name. 1) Some accessories may request independent submission at ANVISA, Especially when it is

and Principle of ii. What does it detect? considered a medical device by itself and is not of exclusive use of the medical device to be used in

QOperation ili. Who uses it and for what? (high level statement) combination. For this accessories shall be identified and heir registration/notification number in
iv. Where to use it? (places/environment where the device is intended to be used) ANVISA provided.

v. General description of the principle of the assay method or instrument principles of
operation. CFDA

vi. Description of the components (e.g, reagents, assay controls and calibrators) and Describe the preparation methods of quality control products and calibrators.
where appropriate, a description of the reactive ingredients of relevant components
(such as antibodies, antigens, nucleic acid primers).
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Row ID

Heading Class
& Level

Common Content

Regional Content

b)

c}
d)

e

g

hj

vii. Ifapplicable, labelled pictorial representation (diagrams, photos, drawings).

viii. Ifsystem, how the components relate?

ix. Ifapplicable, identify if the device incorporates software/firmware and its role.

Product specification, including:
i. Physical characteristics of relevance to the end user (dimensions, weight)
ii. Ifapplicable, technical features and operating modes
iti. If applicable, operating specifications and performance characteristics (e.g.
electrical power requirements, settings and iated allowabl ges/Timits,
temperature and humidity limits, number of tests per hour, sensitivity/specificity)
iv. Ifapplicable, a complete list of the configurations/medels of the devices and a
summary of the differences in specifications-{comparison table and/or
pictures/diagrams with supporting text).

If applicable, engineering diagrams/prints/schematics of the device.

Describe the different specimen types that can be used for this device (e.g. serum,
plasma, urine, cerebrospinal fluid), including any additives that are required (e.g.
anticoagulant).

Describe the use of controls. If applicable, a list of compatible control materials or
control material specifications.

Description of the accessories, other IVD or non-IVD medical devices and other
products, which are intended to be used in combination with the TVD medical device.

If approved by the regulator, provide the approval number and identification for each of

the accessories, other IVD or non-IVD medical devices and other products, which are
intended to be used in combination with the TVD medical device,

If applicable, indication of biological material or derivate used in the medical device,

including: origin (human, animal, recombinant or fermentation products or any other

biological material) and source (e.g. blood, bone, heart, any other tissue or cells). Where

a significant risk is identified, a brief summary of evaluations performed to minimize
hiological risks, in particular, with regard to viruses and other transmissible agents.
If the device contains an active pharmaceutical ingredient (API) or drug, an indication
of the substance, should be provided. This should include its identity and source, and
the intended reason for its presence and its primary mode of action.

Description of the collection and/or transport container(s) provided with the VD
medical device or a description of specifications or ded collection and/or
transport container{s).

If applicable, a listing of assays that are compatible with the instrument.

If applicable, & listing of compatible instruments.

A list of any software to be used with the ['VD medical device and a description of its
role in the delivery of the intended purpose.

NOTE: The sponsor/applicant should explicitly address any existing regional regulatory

guidance

lated to the comprehensive device description and principles of operations

provided in this section regarding the subject device.

HC and USFDA
Comy ts or

ries that can be sold separately should be identified.

JP:
Explain that the established product specifications are necessary and sufficient to ensure the efficacy,
safety, and quality of the product.

USFDA PMA:

Color Additive information per item A 6.a.ii in Appendix A of the Acceptance and Filing Reviews ffor
Premarket Approval Applications (PMAs): Guidance for Industry and Food and Drug
Administration Staff Guidance; 21CFR 814.20(f)

WHO PQ
a) With respect to item a) vii., WHO PQ requires a photographs of all kit p
individually). (Not opticnal).

ts (packaged and

b) With respect to biological safety (item h)), WHO PQ requires the following additional information:
i, Details of the use of the biological component in the product
ii. A description of steps taken for the reduction of transmission or infection risk
iii. A determination of the residual risk of transmission or infection to the user of the device from
these biological agents after risk reduction methods have been applied. If there are no such
methods that apply to the product, state that this is the case.
iv.  Information on how users of the device are informed of any residual risk

CH2.4.2

IMDRF (HC,
IP)

2| Material
Specifications

HC and JP

a)

Deetails of relevant material identifications and specifications, including critical raw
materials and components should be provided. Information should include complete
chemical and physical characterization of all component materials.

06v
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Heading Class

Row ID | & Level Heading Common Content Regional Content
NOTE: If applicable, chemicals should be identified using either the [IUPAC (International
Union of Pure and Applied Chemistry) or the CAS (Chemical Abstract Service) Registry
number. Reft to applicable material dards may also be useful in this description.
CH24.3 IMDRF 2| Description of a) A brief description of the packaging of the de\rlcea, mcludmg 1he pnchagmg
(ANVISA, Device Packaging configuration and materials involved. This is not intended to hipping/transport
EU, HC, packaging,
TGA, b) Specific packaging of accessories marketed together with the IVD medical devices shall
USFDA) also be described.
WHO PQ
CH2.4.4 IMDRF 2| History of For any device versions/prototypes referenced in the evidence presented in the submission, | USFDA 510(k)
(ANVISA, Development a table describing the version/name, with 4 columns (Device Name and/or Version; It is highly recommended that the following be provided for a device that has received prior 510(k)
EU, HC, Description of changes from previous row; motivation for the change; list of clearance: either a description of all changes made to the device since the last 510(k) clearance.
TGA, verification/validation activities, including clinical studies, conducted using this version).
USFDA, WHO PQ
WHO PQ) For any design verification or validation activities presented in this submission (including Provision of the date of design lock down. This is considered to the date that final documentation is
clinical studies) performed on any earlier versions of the subject device, include a signed off, including quality control and quality assurance specifications, and finalized method in the
justification for why the changes do not impact the validity of the data collected under those | py;.
activities in supporting the safety and performance of the final IVD medical device design.
CH2.4.5 | IMDRF,RF | 2| Reference and a) A list of the similar devices (available on local and international market) and/or previous | HC
Comparison to generation of the devices (if existent) relevant to the submission. This should include a) If the application is an d to a li d device or is based on a modification of & licensed
Similar and/or any similar/previous generation devices that were previously reviewed and refused by device, a description of the modifications is required (e.g., changes in design, performance, and
Previous Generations the subject regulator, indications).
of the Device b) Description of why they were selected. b) Comparisons can be used to support the safety and effectiveness of the device if they are made to a
¢) A key specification comparison, preferably in a table, between the references (similar currently licensed device in Canada. If this method is used, ensure the Canadian Medical Device
and/or previous generation) considered and the device. Licence Number of the comparator is stated. The comparison device does not need to be
factured by the same fz 3
CH2.4.6 Regional 2| Substantial USFDA 510(k)
{USFDA) Equivalence a) Identify the predicate device(s)
Discussion i. 510(k) number, trade name and model number
ii. Ensure the identified predicate device(s) is consistent throughout the submission (i.e.,
Sut ial Equival di i arethesmexshswdmtbeﬁl()(k)mmnarysndthesame
as those used in comparative performance testing).
b) Include a comparison of indications for use and the technology (including features materials and
principles of operation) between the predicate device(s) and subject device(s).
¢) Include an analysis of why any differences between the subject device(s) and the predicate device(s)
do not render the subject device(s) Not Substantially Equivalent, affect safety or effectiveness or
P —— S Y raise different questions of safety and effectiveness.
CH2.5 IMDRF 1| Indications for Use
and/or Intended Use
CH2.5.1 IMDRF, RF | 2| Intended Use; This section should include, as appropriate: USFDA
Inended Purpose; a) Intended Use: The statement of intended use should specify what is detected and the a) For Intended Use/Indication for Use see 21 CFR 809,10
Intended User; function provided by the device (e.g. screening, monitoring, diagnosis or aid to
Indications for Use diagnosis). It should identify
i. Instruments on which the device can be used, The content of this section should be contained in a single body of text.
ii. if the assay is automated or not,
iii. s the IVD medical device qualitative or quantitative,
iv. and the specimen types (e.g. serum, plasma, urine, cerebrospinal fluid), including

6107 ‘A W1

2119Z8 L) BIqUURZ

16V



Heading Class
Row ID | & Level Heading Common Content Regional Content
any additives that are required (e.g. anticoagulant)
b) Intended Purpose: What is the specific disorder, condition or risk factor of interest that
it is intended to detect, define or differentiate?
c) Intended user: Lay person or professional?
d) Identify if the device is intended for single or multiple use
¢) Indications for Use:
1. Discase or medical condition that the device will diagnose, treat, prevent, mitigate, or
cure, parameters to be monitored and other considerations related to indication for
use.
ii. If applicable, information about patient selection criteria.
iii. If applicable, when/where the use of the IVD medical device should be avoided.
iv. Il applicable, information about intended patient population (e.g. adults, pediatrics or
newbarn) or a statement thal no subpopulations exist for the disease or condition for
which the device is intended.
NOTES:
i. The statements of intended use and indications for use must be as presented in the
labelling.
ii. If more than one device is included, the information should be provided for each device
CH252 | IMDRF, RF Intended 4) The setting where the device is intended to be used (e.g. domestic use, self-testing, near- | USFDA PMA and 510(k)
(ANVISA, Environment/Setting patint/point of care). Multiple options can be indicated. FDA includes this information in the indications for use and product labelling
EU, HC, for use b) If applicable, environmental conditions that can affect the device’s safety and/or
TGA, performance (e.g. temperature, humidity, power, pressure, moyement).
USFDA)
CH253 Regional Pediatric Use USFDA PMA
(USFDA) 2) Description of any pediatric subpopulations that suffer from the disease or condition that the device
is intended to treat, diagnose or cure,
b) The number of affected pediatric patients, as a whole and within each pediatric subpopulation.
OR
¢) Statement that no pediatric subpopulation exists for the disease or condition for which the device is
CH254 Regional Contraindications for | If applicable, specify the disease or medical conditions that would make use of the device USFDA PMA and 51
{USFDA) Use inadvisable due to unfavorable risk/benefit profile. FDA includes this information in the indications for use and product labelling
NOTE: The statement if contraindications for the device must be as presented in the
. N labeil‘.
CH26 IMDRF Global Market T
i oo NO CONTENT AT THIS LEVEL
CH2.6.1 IMDRF Global Market a)  Up o date indication of the markets (all countries or jurisdictions) where the device is | ANVISA and HC:
History already marketed, including any marketing under compassionate use lations. If there is any approval number, given to the device by the regulator authority of the markets (country

b)  Should include history of the marketing of the device by any other entity in as much
detail as possible, acknowledging that detailed information may not be available in all
Cases,

c}  Ifthe subject device is different in any way (e.g. design, labelling, specifications) from
those approved or marketed in other jurisdiction, the differences should be described.

d)  The month and year of market introduction in each country or jurisdiction where the
device is marketed. 1 the device has been marketed for greater than 10 years, a
statement of greater than 10 years can be made.

or jurisdictions) where the device is already marketed, this identification must be informed.

EU
The commereial names used by the Original Equipment Manufacturer in case of Own Brand Labelling
should be identified.

HC
a) If applicable, market history should include data for previous generations of the device.

-4
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Row ID

Heading Class
& Level

Heading

C Content

Regional Content

e)  For each of the markets listed in (2) above, and stat
used in those markets OR a clear statement that the ot
all jurisdictions.

f)  State the date of data capture for the market history data

g) Ifthe subject device has been the subject of any previous compassionate use and/or
clinical studies this should be identificd and, if applicable, relevant reference numbers
provided.

t of the cial names
cial names are the same in

b) Information regarding any Canadian Investigational Testing Authorisations should be
included.

HC NOTE: In this context, compassionate use includes any Special Access Authorisations.

TGA

CH2.6.2

IMDRF, RF

2

Global Incident
Reports and Recalls

a) List adverse events/incidents associated with the device and a statement of the period
associated with this data.

b) If the number of events is inous, provide a
number of reported events for each event type.

¢) List of the IVD medical device recalls and/or advisery notice, and a discussion of the
handling and solution given by the manufacturer in each case.

d) A description of any analysis and/or corrective actions undertaken in response to items
listed above.

y by event type that state the

NOTES
i. Itis acknowledged that the definition of recall may vary from one jurisdiction to
another; hence this heading is labelled as regionally focused (RF).

USFDA 510(k) NOTE
Include when submitting a 510(k) to impl
us

t a design change to address a recall of a device in the

CH1.6.3

IMDRE, RF
(HC, EU, JP,
TGA)

2

Sales, Incident and
Recall Rates

a) A summary of the number of units sold in each country/region and a statement of the
period associated with this data.
b) Provide the rates calculated as follows for each country/region:
i. Incident rate = # adverse events/incidents divided by # units sold x 100
ii. Recall rate = # recalls divided by # units sold x 100

Rates may be presented in other appropriate units such as per patient year of use or per
use, In this case, methods for determining these rates should be presented and any
assumptions supported.

¢) Critical analyses of the rates calculated (e.g. Why are they acceptable? How do they
break down in terms of incidents? Is there some outlier data that has driven the rates up?
Are there any treads associated with any sub-groups of the devices that are subject of the
submission (e.g. size, version)?).

NOTES

i. Itisacknowledged that the definition of recall may vary from one jurisdiction to
another; hence this heading is labelled as regionally focused (RF).

ii. Sales in this context should be reported as the number of units sold.

CH2.64

Regional

Buval

(TGA, WHO
PQ)

Evaluation/Inspectio
n Reports

TGA
Copies of Evaluation/Inspection Reports from other parties (e.g. Notified Body inspection reports).

WHO PQ
Copies of the last 2 Evaluation/Inspection Reporis from other parties (e.g. Notified Body inspection

reports, MDSAP).

CH2.7

IMDRF .

Other Submission
Context Information

To inform special/additional data that do not fit on previous headings.

NOTE: To ensure all elements of your submission are adequately reviewed, please be sure
that any content placed here does not belong under any heading described above.
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CHAPTER 3 — ANALYTICAL PERFORMANCE AND OTHER EVIDENCE

Row ID Heading Class | Heading Common Content Regional Content
& Level
CH3.1 IMDRF 1| Chapter Table of a) Includes major headings for the chapter, to the level of the custom headings.
Contents b) Specifies the page number for each item referred to in the table.
CH3.2 TMDRF I | Risk Management a) A summary of the risks identified during the risk analysis process and how these risks EU
have been controlled to an acceptable level. The summary should address A formal signed statement accepting the residual risk upon completing the risk-benefit analysis before
i Possible hazards for the IVD medical device for example, the risk from false placing product on the EU market.
positive or false negative results and the risk of delays in availability of results
ii. Indirect risks which may result from IVD medical device-associated hazards, for WHO PO
example, risk associated with instability, which could lead to erroneous results or In addition, WIIO PQ requires evidence that the risk analysis is part of the manufacturer’s risk
user-related hazards, such as reagents containing infectious agents. management plan.
b) The results of the risk analysis should provide a conclusion with evidence that
remaining rsks are acceptable when compared to the benefits. |
o ¢) Where a standard is followed, identify the standard. ]
CH3.3 IMDRF 1 | Essential Principles (EP) | a) An EP checklist established for the IVD medical devices, information about method(s)
(ANVISA, Checklist used to demonstrate conformity with cach EP that applies, references for the method
CFDA, EU, adopted and identification of the controlled document with evidence of conformity with
IP, TGA, each method used.
WHO PQ) b) For the controlled documents indicated which are required for inclusion in the
b ion: a cross-refi of the location of such evidence within the submission.
i c) Ifany EP indicated in the checklist does nol apply to the device: a documented rationale
| ofthe non-application of each EP that does not apply.
|
| NOTE:
Methods used to demonstrate conformity may include one or more of the following:
a) conformity with recognised or other standards;
b) conformity with a commonly accepted industry test method(s);
¢) conformity with an in-house lest method(s);
d) the evaluation of pre-clinical and clinical evidence;
| ; o ; 4
| o ¢) comparison t¢ a similar device already available on the market.
CH3A™ | IMDRF 1| Siandads NO CONTENT AT THIS LEVEL
(ANVISA, i
EU, HC,
TGA,
| useay || e
CH3.4.1 IMDRF, RF | 21 List of Standards a) List the standards that have been complied with in full or in part in the design and EUNOTE
(ANVISA, manufacture of the device. An overview of used standards typically is added in the essential requirements checklist, including
CFDA, EU, b) Ata minimum sheuld include the standard organization, standard number, standard title, | rationales for using standards that are non-harmonised or complied with only in part. This information
HC, TGA, year/version, and if full or partial compliance, needs only to be presented once in the application.
USFDA) c) If partial compliance, a list the sections of standard that
i. Are not applicable to the device, and/or TGA
it. have been adapted, and/or This list should include any medical device standard or conformity assessment standard that has been
iii. were deviated from for other reasons - discussion to accompany applied 1o the device; and, if no medical device standard or conformity assessment standard, or part
| only of such a standard, has been applied to the device — the solutions adopted to ensure that each |
| device complies with the applicable provisions of the essential principles. The information in this [
section may be presented in the Essential Principle Checklist and, if so, needs only to be presented |
once in the application i
b USFDA PMA and 510(k) |
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IMDRF/RPS WG/N13 FINAL:2018 (Edition 2)

1f submission references use of a national or international standard as part of demonstration of
substantial equivalence, submission contains Standards Data Report for 510(k)s (FDA Form 3654)

CH34.2 Regional 2 | Declaration and/or
| (ANVISA, | Certification of
CFDAHC, | | Conformity
USFDA) | |
||
|
||
{ i
[ it
{ i
|
|
| | |
| |
| [ |
| i
.
CH35 | |IMDRF | 1| Analytical Performance
CH3.5.01 ' IMDRF | Stability of Specimen(s)
|
|
|
'CH3501 | IMDRF | 3] [Study description,
J study identificr, date of

initiation, date of
completion]

Information regarding and studies to support the stability, storage and where appropriate,
transport, of all of the specimen type(s) identified in the labelling, including any and all
recommended additives (e.g. anticoagulants) is to be provided i this section. This should
include

a) For each specimen type identified in the labelling, a description of the recommended
storage parameters and when applicable, transport conditions (e.g. duration,
temperatures and freeze/thaw cycles).

b) A justification on the selection of the studies performed.

¢) Provide summary of the evidence that falls within this category

d) A discussion and a conelusion to support why the evidence presented is sufficient to
support the application.

OR

e) A discussion of why this category of study is not applicable to this case.

NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
arding the subject device

NO CONTENT AT THIS LE

This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
ings below would be for this study

each study under the parent heading. The sub he
alone.

CFDA
A de

claration that the product complies with the current national standards, industrial standards.,

ANVISA

[VDs for blood bank screening requires pre-submission analyses conducted by an official laboratory
(INCQS/FioCruz — Institwto Nacional de Controle de Qualidade em Saide) in Brazil. The reports of
these analyses shall be part of the submission.

HC

The applicant is advised to prepare the Declaration of Conformity to recognized standards using Health
Canada's Declaration of Conformity form. Refer to the Guidance Document: Recognition and Use of
Standards under the Medical Devices Repulations and the current list of recognized standards for
medical devices.

USFDA
Guidance for Industry and FDA Staff - Recognition and Use of Consensus Standards
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IMDRF/RPS WG/N13 FINAL:2018 (Edition 2)

| 1
] For example, the structure will look something like this
| Level 3: Storage of serum samples for 7 days at 2-8°C or 4 days at -20°C.
| Level 4: Summary
, Level 4: Full Report
1
Level 3: Validation of 3 freeze/thaw cycles for serum samples
Level 4: Summary
= i Level 4: Full Report
CH3.5.01 IMDRF 4| Summary A summary of the specific study described in the custom heading above.
B A |
| CH3.5.01 IMDRF 4 | Full Report | The test report for the test described in the custom heading above. USFDA 510(k)
! 12 If referencing a standard, refer to Guidance for Industry and FDA Staff — Recognition and Use of
i . e 1 + Consensus Standards B
CH3.5.01 Regional 4| Statistical Data This is the location for statistical data associated with the test described in the custom heading above.
13 (USFDA) This includes metadata and data line listings in their native formats, such as, but not limited to; SAS;
XPORT; XML; SGML; 5-Plus; R files; ASCIL; Molfiles; and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is
preferred.
NOTE: Do not place PDFs here.
CH3.5.02 IMDRF 2| Validation of Specimens | Studies to support the validity of specimen type(s) used in the analytical and clinical studies | WHO PQ
i as representative of all of the sample type(s) identified in the labelling, including any and In addition, information should be provided on the relationship of specimens collected by different
| all recommended additives (2.g. anticongulants), as well as contrived specimens used in methods. (Note: this applies, for ple, to speei that can be collected by a swab or by other
j certain analytical studies are to be included in this section. This should include: means).
| a) A list of the specimen type(s) used, including any additives (e.g. anticoagulants), in
i each of the analytical performance studies. If the same specimens are used for all
i analytical studies this can be stated and the specimen type identified.
| b) For any or all of the analytical and clinical studies, if a particular specimen type(s)
| including additives (e.g. anticoagulants), has been chosen as representative of other
specimen types identified in the labelling, this should be described and supported.
c) If the preparation of the specimen has not followed the protocol described in the current
labelling, this should be identified and validated.
d) A justification of the sclection of the studies performed.
€) Provide summary of the evidence that falls within this category
f) A discussion and a conclusion to support why the evidence presented is sufficient to
support the application.
OR
g) A statement of why this category of study is not applicable to this case.
NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
guidance related to the study results provided in this section regarding the subject IVD
), medical device
IMDRF 3| [Study description,

| CH3.5.02
| -1
|

study 1dentifier, date of
initiation, date of

completion]

NO CONTENT AT THIS LEVEL

This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
each study under the parent heading. The sub headings below would be for this study
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alone.

CH3.5.02 , IMDRF Summary A summary of the specific study described in the custom heading above.
1.1 :\_ I
CH3.5.02 r IMDRF | 4| Full Report The test report for the test described in the custom heading above. USFDA 510(k)
12 ; I If referencing a standard, refer to Guidanee for Industry and FDA Staff — Recognition and Use of
_____ — | : . | Consensus Standards. . — B
CH3.5.02 | Regional Statistical Data This is the location for statistical data associated with the test deseribed in the custom heading above.
13 {USFDA) This includes metadata and data line listings in their native formats, such as, but not limited to: SAS;
XPORT, XML; 8GML; S-Plus; R [iles; ASCII; Molfiles; and Excel. The applicant is advised teo
contact the specific review division for further guidance on the specific data format that is
i preferred.
1
| NOTE: Do not place PDFs here.
CH3.5.03 IMDRF | 2| Metrological traceability | Evidence that support the metrological traceability of values assigned to calibrators and EU
| | of calibrator and control | trueness control materials. This should include: Where applicable, the accreditation status of laboratories used in physical and mechanical testing.
| | material values a) A description of all calibrators and trueness control materials associated with the
system.
b) A justification of the selection of the studies performed.
¢) Provide summary of the evidence that falls within this category, including for example,
methods and acceptance criteria for the metrological traceability to relerence materials
and/or reference measurement procedures and a description of value assignment and
validation,
d) A discussion and a conclusion to support why the evidence presented is sufficient to
| | support the application.
| 1
| |
| | or
i ; €) A statement of why this category of study is not applicable to this case.
i: [ NoTES:
[ | i. Precision control materials used during analytical studies to establish the reproducibility |
] of a measurement procedure do not require the assessment of metrological traceahility | f
' to a reference material or a reference method. |
ii. The sponsor/applicant should explicitly address any existing regional regulatory i
guidance related to the analytical performance study results provided in this section
arding the subject IVD medical device
CH3.5.03 IMDRF [Study description, study \ N 3 r
11 (ANVISA, identifier, date of 0 CONTF‘\T AT THISLE‘ EL =i ? I
EU, HC, Snitiation, dete of This 2 should be ¢ AND BASED ON STUDY DETAILS and created for
TGA, completion] eadings below would be for this study
USFDA)
CH3.5.03 IMDRF Summary A summary of the specific study described in the heading above.
11 (ANVISA,
EU, HC,
TGA,
USFDA)
CH3.5.03 IMDRF Full Report The test report for the test described in the custom heading above. USFDA 510(k)
12 (ANVISA, If referencing & standard, refer to Guidance for Industry and FDA Staff - Recognition and Use of
EU, HC, Consensus Standards.
TGA,

a
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[CH3s.03 |

1.3

CH3.5.04
1

CH35.04 |

L1

CH3.5.04
513

USFDA)
Regional
(USFDA)

IMDRF

~ IMDRF

IMDRF

Regional
(USFDA)

IMDRF |

IMDRE |

| 4| Sraristical Data

|
|
i
Ta ~
| Accuracy of
Measurement

]

3 [Traences

4 | [Study description, study
| identifier, date of
| initiation, date of
| completion]

5| Summary

5| Full Report

1 5| Swtistical Data

Fhis is the location For statistical data associated with the test described in the custom heading above.
T'his includes metadata and data line hstings in their native formats, such as, but not limited 1o0; SAS;
XPORT; XML: SGML; 5-Plus; R files; ASCIL Molfiles: and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is

i preferred.

| NOTE: Do not place PDFs here.

NO CONTENT AT THIS LEVEL

NOTE: The general term measurement accuracy is currently used to cover both trueness

and precision, whereas this term was used in the past to cover only the one component now

named trueness. While measurement trueness, affected by systematic error, is normally

expressed in terms of bias, measurement precision, affected by random ervor, is naturally

expressed in terms of standard deviation. Accuracy is affected by a combination of

systematic and random effects that contribute as individual components of the total error of

measurement.
| This section should provide a summary of information znd evidence relating to the trueness | CFD
| ef the measurement procedure. Trueness measures apply 10 both quantitative and

qualitative assays only when a reference standard or method is avalable. This should
| include:

rent applicable models contained in the registration application, the test dato and
summary of the evaluation ol’above projects conducted on different models shall be submitted.

| ) A rationale for the reference standard or method(s) used
| b) A summary of the evidence thet falls within this category

¢} A discussion and e conclusion to support why the evidence presented is sufficient 1o
suppart the application

This is equivalent to a “method comparison study™; 510(k)s can compare 1o 2 reference standard OR a
predicate device.

|

| |ap
| OR Provide companson studies, if it is mvestigated by non-clinical samples.
|

|

d) A smatement of why this category of study 1s not applicable to this casc
|

‘ NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
guidance related to the analytical performance study results provided in this section
| regarding the subject 1VD medical device

NO CONTENT AT THIS LEVEL

This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
each study under the parent heading. The sub headings below would be for this study
alone.

| A summary of the specific study described in the custom heading above. |
|
|

USFDA 510(k)

[freferencing a standard, refer to Guidance for Industry and FDA Stalf

The test report for the test deseribed in the custom heading above. |
Recognition end Use of
| Consensus Standards,

| This is the locs wssociated with the test described in the custom heading above.
| This includes me a and dat gs in their native formats, such as, but not limited 10: SAS;

| XPORT; XML; SGML; §-Plus; R files; ASCIL Molfiles, and Excel, The applicant is advised to

| contact the speeific review division for further guidance on the specific data format that is

preferred.

NOTE: Do not place PDFs here
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[CcH3.5.04
| 2

IMDRF 3

| Precision (Repeatability
and Reproducibility)

A sumimary of evidence that support the precision charactenistics of the measurement of the
subject VD medical device is to be included in this section. This should include:

a) A justification of the selection of the studies performed.

b) A summary of the evidence that falls within this category, including:

i Repeatability estimates and a brief summary about the studies used to estimate,
as appropriate, within-run variability.

ii.  Reproducibility estimates and a brief summary of the studies used to estimate,
as appropriate, variability between days, runs, sites, lots, operators (intended
users) and instruments. Such variability is also known as “Intermediate
Precision™,

c) Adi ion and a conclusion to support why the evidence presented is sufficient to
support the application.

OR
d) A statement of why this category of study is not applicable to this case,

NOTE:

i.  Studies should include the use of specimens that represent the full range of expected
analyte {measured) concentrations that can be measured by the product, as claimed by
the manufacturer.

ii. The sponsor/applicant should explicitly address any existing regional regulatory
guidance related to the analytical performance study results provided in this section
regarding the subject IVD medical device.

CH3.5.04

21

IMDRF

L

[Study description, study
identifier, date of
initiation, date of
completion]

NO CONTENT AT THIS LEVEL

This heading should be CUSTOM AND BASED STUDY DETAILS &nd created for

each study under the parent heading. The sub headings below would be for this study
alone,

CH3.5.04
211

IMDRF

W

Summary

A summary of the specific study described in the custom heading above.

CFDA NOTE
If there are different applicable models contained in the registration application, the test data and
summary of the evaluation of above projects conducted on different models shall be submitted.

CH3.5.04
2.1.2

IMDRF

(¥

Full Report

The test report for the test described in the custom heading above.

"CH3.5.04
23

W

Regional
(USFDA)

Statistical Data

This is the location for statistical data associated with the test described in the custom heading above.

This includes metadata and data line listings in their native formats, such as, but not limited to: SAS;
XPORT; XML; SGML; 5-Plus; R files; ASCIL; Molfiles; and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is
preferred.

NOTE: Do not place PDFs here.

CH3505 |

IMDRF | 2

Analytical Sensitivity

Evidence that support the analytical sensitivity of the subject IVD medical device is to be

included in this section. This may include studies to establish the limit of blank (LoB), limit

of detection (LoD), and/or limit of quantitation (LoQ). This should include:

a) A justification of the selection of the studies performed.

b) A summary of the evidence that falls within this category

¢) A discussion and a conclusion to support why the evidence presented is sufficient to
support the application.

OR

| d) A statement of why this category of study is not applicable to this case.

CFDA NOTE
1f there are different applicable models contained in the repistration application, the test data and
summary of the evaluation of above projects conducted on different models shall be submitted.

EL
Where applicable, the accrediation status of laboratories used in physical and mechanical testing.
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| NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
| guidance related to the analytical performance study results provided in this section
| regarding the subject [VD medical device !
CH3.5.05 IMDRF 3 | [Study description, study NO CONTENT AT THIS LE L
. identifier, date of 2 di 2
! iritation. dite-of This b ould be C M AND BASED ON STUDY DETAILS and created for
mmpleti{'m] :E:‘:::udv under the pan ng. The sub headings below would be for this study
CH3.5.05 IMDRF 4| Summary | A summary of the specific study described in the custom heading above.
L1 |
CH3.5.05 IMDRF 4| Full Report The test report for the test described in the custom heading above. USFDA S10(k)
12 If refe ing a standard, refer to Guid for Industry and FDA Staff - Recognition and Use of
Consensus Standards. t
CH3.5.05 | Regional | 4| Statistical Data This is the location for statistical data associated with the test described in the custom heading above. |
13 (USFDA) This includes metadata and data line listings in their native formats, such as, but not limited to: SAS; |
XPORT; XML; SGML; 5-Plus; R files; ASCII; Molfiles; and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is :
preferred.
e NOTE: Do not place PDFshere, '
CH3.5.06 IMDRF 2| Analytic Specificity [Evidence that support the analytical specificity (interference, including as appropriate, CFDA NOTE
: selectivity, and cross reactivity) of the subject IVD medical device is to be included in this | If there are different applicable models contained in the registration application, the test data and {
| section. This should include: y of the evaluation of above projects conducted on different models shall be submitted.
| a) A justification of the selection of the studies performed.
| b) A summary of the evidence that falls within this category EO
| ¢) A discussivn and a conelusion 10 support why the evidence presented is sufficient (o Where applicable, the scereditation status of laboratories used in physical and mechanical wsting,
| support the application.
| OR
d) A statement of why this category of study is not applicable to this case.
NOTE: The sponsor/applicant should explicitly address any existing regional regulatory |
guidance related to the analytical performance study results provided in this section :
regarding the subject IVD medical device |
CH3.5.06 IMDRF | 3| [Study description, study NO CO\TENT AT THIS LEVEL
identifier, date of iy
- S alior e oF This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
| compielil‘)n] e?ch study under the parent heading. The sub headings below would be for this study
S J | alone.
CH3.5.06 IMDRF | 4 |Summary A summary of the specific study described in the custom heading above.
1.1 |
[ CH35.06 | IMDRF E 4| Full Report | The test report for the test described in the custom heading abave. USFDA 510(k -
|.1.2 | If referencing a standarnd, refer to Guidance for Industry and FDA Staff — Recognition and Use of
! ! Consensus Standards.
: CH3.5.06 Regional | 4 | Statistical Data S This is the location for statistical data associated with the test described in the custom heading above.
| (USFDA) | This includes metadata and dala line listings in their native formats, such as, bul pot limiled 1o: SAS;
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13 XPORT; XML; SGML; S-Plus; R files; ASCII; Molfiles; and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is
preferred.

NOTE: Do not place PDFs here.
CH3.5.07 IMDRF 2 |High Dose Hook Effect | Evidence that supports the absence of a high dose hook effect or prozone effect. This
should include:
a) A justification of the selection of the studies performed
b) A summary of the evidence that falls within this calegory
¢) A discussion and a conclusion to support why the evidence presented is sufficient
to support the application.
OR
d) A statement of why this category of study is not applicable to this case.
NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
guidance related to the analytical performance study results provided in this section
I p— regarding the subject IVD medical device
CH3.5.07 IMDRF 3 | [Study description, study T A
1 identifier, date of NO CO]\ TENT AT THISLE‘ L s
St This heading should be CUSTOM AND BASED ON JDY DETAILS and created for
itiation, date of A Sy : :
—E each study under the parent heading. The sub headings below would be for this study
pletion] i
alone.
CH3.5.07 IMDRF 4| Summary A summary of the specific study described in the custom heading above.
11 |
CH3.5.07 IMDRF 4 | Full Report The test report for the test described in the custom heading above. USFDA 510(k
12 If referencing a standard, refer to Guidance for Industry and FDA Staff - Recognition and Use of
Consensus Standards.
CH3.5.07 Regional | 4| Statistical Data This is the location for statistical data associated with the test described in the custom heading above.
13 (USFDA) I This includes metadata and data line listings in their native formats, such as, but not limited to: SAS;
| XPORT; XML; SGML; 5-Plus; R files; ASCII; Molfiles; and Excel. The applicani is advised to
| contact the specific review division for further guidance on the specific data format that is
| preferred.
|
| NOTE: Do not place PDFs here.
CH3.5.08 IMDRF 2 | Measuring Range of the | Evidence that support the measuring range (linear and non-linear measuring systems). This | CFDA NOTE
Assay measuring range should include the lower limit of quantification. This should include: If there are different applicable models contained in the registration application, the test data and

a) A justification of the selection of the studies performed.

b} A summary of the evidence that falls within this category

¢) A discussion and a conclusion to support why the evidence presented is sufficient to
support the application.

OR

d) A statement of why this category of study is not applicable to this case.

NOTE: The sponsor/applicant should explicitly address any existing regional regulatory

summary of the evaluation of above prajects conducted on different models shall be submitted.

EU
Where applicable, the accreditation status of laboratories used in physical and mechanical testing.
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; T | guidance related to the 5:-11.1I:~,'-1-1'u.alu]§err"n-trrnanu: study results provided in this section - o |
S| i . ing the subject IVD medical device |
CH3.5.08 IMDRF 3 | [Study deseription, study J
1.1 | |identifier, date of hO CONTENT AT Tms [‘EVE]J
iitiation, dateof T'his heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
campletion] :;u:b study under the parent heading. The sub headings below would be for this study
— 1 ane.
; CH3.5.08 IMDRE | 4| Summary A summary of the specific study described in the custom heading above
| I} I * ‘ 1 |
L SRS . S N —
| CH3.S5.08 IMDRF | 4| Full Report The test repart for the test described in the custom heading ahove USFDA 51k
12 . Il referencing u standard, refer to Guidance for Industry and FDA Stafl - Recognition and Use o
| Consensus Standards.
| CH3.5.08 Regional | 4| Statistical Data This is the location for statistical data associated with the test described in the custom heading abowve.
13 (USFDA) | This includes metadata and data line listings in their native formats, such as, but not limited to: SAS;
| XPORT: XML; SGML; S-Plus; R files: ASCII; Molfiles; and Excel. The applicant is advised ta
| | contact the specific review division for further guidance on the specific data format that is
| preferred.
|
A I ) S L NOTE: Do not place PDFs here. R
| CH3.5.09 IMDRF | 2| Validation of Assay Cut  Evidence that support the determining ussay cut-off is to be included here. This should EU
i off include; Where applicahle, the accreditation status of laboratories used in physical and mechanical testing. |
I a) A justification of the selection of the studies performed.
[ b) A summary of the evidence that falls within this category |
| | c) A discussion and a conclusion to support why the evidence presented is sufficient to
| support the application.
|
|
[ [ OR [
| |
d) A statement of why this category of study is not applicable to this case. |
|
| NOTE: The sponser/applicant should explicitly address any existing regional regulatory
| guidance related to the analytical performance study results provided in this section
A e regarding the subject 1VD medical device
| CH3.5.09 IMDRE 3 | [Study description, study T T
| | |identifie, date of NO CONTENT AT THISLEVEL
| | nitistion. date of This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
| |completion] e?ch study under the parent heading. The sub headings below would be for this study
| alone.
CH3.5.09 IMDRF | 4 Summary A summary of the specific study described in the custom heading above | |
B | |
|
CH3.5.09 IMDRF 4 Ful!_Re-pun | Thetest report for the test described in the custom h:adi.ug above. | USFDA ;iﬁ[ﬁi-_ o B — '
1.2 If referencing a standard, refer to Guidance for Industry and FDA Staft - Recognition and Use of
Consensus Standards
CH35.09 Regional 4| Statistical Data - R e | "This is the location for stalistical data associated with the test described in the custom head mg alm\'r‘._._‘
1.3 (USFDA) This includes metadata and data line listings in their native formats, such as, but not limited to; SAS;
XPORT; XML; SGML; §-Plus; R files; ASCII; Moltiles; and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is
preferred,
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CH3.5.10

CH3.5.10
.1

CH3.5.10
11

CHAS5.10

L2

CH35.10 |

A3

CH3.6

CH3.6.1

CH3.61.

IMDERF 2

IMDRE | 3| [Study descnoption. study

IMDRF | 4
IMDRF | 4

Ré 'in.n:l] ”-i.
(USFDA)
IMDRF | 1|
IMDRF

(ANVISA,

CFDA, EL,

HC, TGA,
USFDA)
IMDRF | 3]

(ANVISA,

Validation of the Assay

Procedure

identifier. date of
nrtiation, date of

completien]

Summmary

Eull HL'|11|[‘I

Statistical Data

Onber Studies

Electrical Sy

1L

| Safety, Mechanical and

Environmental
Protection, and

| Electromagnetic

Compatibility

[Study description, study
identifier, date of

| NOTE: Do not place PDEs here.

This section should provide a summary of information and evidence supporting the validity
of the assay procedure in terms of important reaction conditions (e.g. reaction time, reaction
temperature, reagent volume, reading time). This should include:
a) A justification of the selection of the studies performed.
b} A summary of the evidence that falls within this category
c) A discussion and a conclusion to support why the evidence presented 15 sufficient o

support the application.

OR
d} A statement of why this category of study ts not applicable to this case.
NOTE: The sponsoraapplicant should explicitly address any existing regional regulatory

puidance related fo the analytical performance study results provided in this section
regarding the subject IVD medical device

NO CONTENT AT THIS LEVEL

This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for

each study under the parent heading. The sub headings below would be for this study
alone.
A summary of the specific study described in the custom heading above

The test report for the test described in the custom heading above

This is the location for statistical data associated with the test describad in the custom heading above.
| This includes metadata and data line listings in their native formats, such as, but not linited to: SAS;
| XPORT, XML; SGML; S-Plus; R files; ASCIL: Molfiles; and Excel. The applicant is advised to

| contact the specific review division for further guidance on the specific data format that is
|

| preferred.

| NOTE: Do not place PDFs here.

nee supporting electrical 3 al and environmental protection, and

electromagnetic compatibitity are to be included in this section. This should include:

a) A justification of the selection of the studies performed.

h) A summary of the evidence that falls within this catlegory

¢) A dizcussion and a conclusion to support why the evidence presented is sufficient to
suppert the application.

OR
d) A statement of why this category ol laboratory study is not applicable to this case

NOTE: The sponsorrapplicant should exphicitly address any existing regional regulatory

suidance related to the study results provided in this section regarding the subject [VD
medical device
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[ EU, HC. initiation, date of This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
| TGA, completion] each study under the parent heading. The sub headings below would be for this study
E | USFDA) ) alone.
| CH3.6.1. IMDRF | 4| Summary A summary of the specific study described in the custom heading above.
1.1 (ANVISA, | |
E{R HE, |
| TGA, |
- UBFDA) F L | |
| CH3.6.1. IMDRF | 4| Full Report The test report for the test described in the custom heading above | USFDA S10(k)
1.2 (ANVISA, | | If referencing a standard, refer to Guidance for Industry and FDA Staff - Recognition and Use of
| EU, HC, | i | Consensus Standards
§ TGA, |
i USFDA) | - .
| CH3.6.1. Regional 4 Statistical Data This is the location for statistical data associated with the test deseribed in the custom heading above.
13 {USFDA) | This includes metadata and data line listings in their native formats, such as, but not limited to: SAS;
i | XPORT; XML; SGML; S-Plus; R files; ASCII; Molfiles; and Excel. The applicant is advised to
| . | | contact the specific review division for further guidance on the specific data format that is
| preferred.
I o i NOTE: Do not place PDFs here.
| CH3.6.2 IMDRF | 2| Software/Firmware NO CONTENT AT TH[S LEVEL
! Studies and supporting information on the software design, development process and
| | evidence of the validation of the software, as used in the finished IVD medical device, are
| | to be included in this section and the associated sub-sections. It should also address all of
: i the different hardware configurations and, where applicable, operating systems identified in
| | the labelling
CH3.6.2. IMDRF 3 | Software/Firmware a) Specify the name of the software | HC
01 Description b} Specify the version of the software - The version tested must be clearly identified I'he level of concern associated with the software stated and supported.
and should match the release version of the software, otherwise justification must |
be provided. USFDA 510{k)
c) Provide a description of the software including the identification of the IVD a) Identify the level of concern (minor, moderate, major) and include a description of the rationale for
medical device features that are controlled by the software, the programming that level.
language, hardware platform, operating system (if applicable), use of Off-the-shelf
software (i applicable), a description of the realization process. USFDA NOTE:

d} Provide a statement about software version naming rules, specify all fields and their | For guidance on what specific software documentation to submit, refer to the Guidance For industry
| meanings of software version, and determine the complete version of software and | and FDIA Staff: Guidance for the Content of Premarket Submissions for Software Contained in Medical
| its identification version used for release. Devices

CH3.6.2. IMDRF | 3| Hazard Analysis The Hazard Analysis should take into account all device hazards associated with the IVD
02 | medical device's inlended use, including both hardware and software hazards.
NOTE: |
| [ i This document can be in the form of an extract of the software-related items from a |
| . comprehensive risk management documentation, described in 1S0 14971
I | | ii.  Hazard analysis, should address all foreseeable hazards, including those resulting from |
| N - | wmicntional or nadvertent misuse of the IVD medical device. o - . R
CH3.6.2. | IMDRF 3| Software Requirement | The Software Requirements Specification (SRS) documents the requirements for the |
L 03 ‘I Specification software. This typically includes functional, performance, interface, design, developmental, |
|

and other requirements for the software, In effect, this document describes what the |

Software Device 1s supposed to do. For example, hardware requirements, programming
| language requirement, interface requirements, performance and functional requirements, |
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_{ ROTE: Dynot place POIY hiere

If referencing a standard, refer 10 Guidance for Industry and FDA Staff — Recognition and Use of
Consensus Standards. )

This 15 the location for statistical data associated with the test described in the custom heading above.
I s neludes metadata and data hine histings in their native formats, such as, but not hmited to: SAS;
XPORT, XML; SGML: S-Plus; R files; ASCIL; Molfiles; and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is

CH3.6.2. IMDRF 1| Architeciure Design [ Detailed depiction of funclional units and software modules. May.i_ncludg;léludiag_lﬁt;;;:;-_-
04 . | Chart | well as flow charts. - B i
CH3.6.2. IMDRF 3 | Software Design | The Software Design Specification (§D5) describes the implementation of the requirements |
0s I Specification | for the Software Device. The SDS describes how the requirements in the SRS are
A— " | 1, S— |implemented. S |
CH3.6.2. IMDRF | 3| Traceability Analysis A Traceability Analysis links together your product design requirements, design {
06 i | specifications, and testing requirements. [t also provides a means of tving together
= I (i ) | identified hazards with the implementation and testing of the mitigations.
CH16.2. IMDRF 3| Software Life Cycle | A summary deseribing the software development life cycle and the processes that are in
07 | | Process Deseription | place to manage the various life cycle activities. ) ) S
CH3.6.2. IMDRF 3| Software Verification a) Include an overview of all verification, validation and testing performed both in-
08 and Validation | house and in a simulated or actual user environment prior to final release.
| b) Discussion to support why the evidence presented is sufficient to support the
application.
OR
f ¢) A statement of why this category of non-clinical Iabaratory study is not applicable
| | to this case.
| |
! NOTE
| | 1. Discussion should address all of the different hardware configurations and, where
{ | applicable, operating systems identified in the labelling.
| il The sponsorfapplicant should explicitly address any existing regional regulatory
[ | guidance related 10 the non-clinical study results provided in this section regarding the
; L subject ['VD medical device
CH3.6.2. | [MDRF 4| [Study description, NT THI
08.1 study identifier, date of NO CO EN:r AT S LE L ]
mitistiaal This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
) each study under the parent heading. The sub headings below would be for this study
: i alone.
CH3.6.2. | IMDRF 5 | Summary A summary of the specific study described in the custom heading above.
08.1.1 | | - o
CH3.6.2. IMDRF 5| Full Report | The test report for the test described in the custom heading above. USFDA 510(k
08.1.2 |
S —— —i e — 1 A - - - |
. CH3.6.2. Regional | 5| Statistical Dala |
08.1.3 (USEDA)
preferred.
CH3.6.2. IMDRF | 3| Revision Level 1;1'15101;\: ; Revision hmory 'E.ag., including release version number and date. i e
ng 1 -~ T = == P e o= =
CH3.6.2. IMDRF 3| Unresolved Anomalies | Ajl unresolved anomalies in the release version of the software should be summarized,
iy (Bugs or Defects) along with a justification for acceptability (i.e. the problem, impact on safety and
performance, and any plans for correction of the problems)
|
CH3.6.2. IMDRF i 3 | Cybersecurity Evidence to support the cybersecurity should be provided here. For example, but not USKDA
i | (USFDA, limitedto:

Guidance for Industry and Staff - “Content of Premarket Submissions for Management of
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CH3.6.2.
12

CH3.6.3

CH3.63. |

CH3.63. |

i1

CH3.6.3.

1.2

[ cH36.3.
13

[CH3.64 |

HC)

IMDREF
(LUSFDA,
HC)
IMDRF
(ANVISA,
EU, HC,
TCGA,
USFDA)

1\’"“5‘ —

IANVISA,
Eli, HC
TGA,
USFDA)
IMDRF
(ANVISA,
EU; HC,
TGA,
USEDA)
IMDRF
(ANVISA,
EL, HC,
TGA,
USFDA)
Repional
(USFDA)

IMDRE

=%

5N

Is

4

Interoperability

12| Cleaning and

Disinfection Validation

¢ descripti
identifier, date of
initiation, date of

| cumpletion |

Si.lﬂ'll'nlil'_\r

Full Report

Statistical Data

2] lfsahihty-'l Tuman Factors

| a) Cybersecurity vulnerabilities and risks analysis

| b) Cybersecurity controls measures
| €} Traceahility matrix linking cybersecurity controls fo the cybersecurity vulnerahilities
| andrisks

I the IVD medical device can communicate with other devices. Evidence o support the
| interoperability should be provided.

| devices, including evidence to support mainterance of performance when subject to this
| procedure over a number of cycles that is representative of the IVD medical device's
| expected useful life. Information to be included m this section includes:
| a) I applicable, a discussion of how the number of cycles that is representative of the IVD
[ medical device’s expected useful life has been determined.
[ b) A Justification of the selection of the studies performed.
c) A summary of the evidence that falls within this category
| d} A discussion and a conclusion to support why the ¢vidence presented is sufficient to
| support the application.

| OR

¢) A statement of why this category of laberatory study is not applicable to this case.

NOTES:
1. This applies most typically in near patient testing involving whele blood.
‘ il The spunsor/applicant should explicitly address any existing regional regulatory
guidance related to the study results provided in this section regarding the subject IVD
medical device

NO CONTENT AT THIS LEVEL

This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for

each study under the parent heading. The sub headings below would be for this study
alone,

A summary of the specific study described in the custom heading above.

The test report for the test deseribed in the custom heading ahove

| Studies specifically assessing the instructions and/or [VD medical device design in terms of
impact of human behavior, abilities, limitations, and other characteristics on the ability of

i E!.r‘is.e_rsécu;i-ty in Medical Devices”

DA
| Guidance for Industry and Staff - "Design Considerations and Pre-market Submission
| Recommendations for Interoperable Medical Devices”

| USFDA S10(K)
If referencing a standard, refer to Guidance for Industry and FDA Staff
Consensus Standards.

Recognition and Use of

This is the location for statistical data associated with the test described in the custom heading above
This includes metadata and data line listings in their native formats, such as, but not limited to: SAS;
XPORT; XML; SGML: 5-Plus; R files; ASCIL Molfiles; and Exeel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is
preferred.

| NOTE: Do not place PDFs here.
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CH3.64. | IMDRF

I3 [Study description, study

| identifier, date of
| initiation, date of
| completion]

CH3.64. | IMDRF

1l |
CH3.64. | IMDRF
| 1.2 :
= |
[ CH3.64. | Regional
| 1.3 | (USFDA)
|
CH3.6.5 IMDRF |

| CH3.6.5. | IMDRF
1

e

4

2

3

Sumimary

Full Report

| the IVD medical device to perform as intended should be included here. This should
include
a) State the test environmen and relation to the intended use environment
b A justification of the selection of the studies performed.
¢) A summary of the evidence that falls within this ¢

gory

d) A discussion and conclusion to support why the evidence presented is sufficient to
support the application

0OR

e) A statement of why this category of laboratory study is not applicable w this case.

NOTES:

i. [faclinical study has been conducted that includes usability human factors endpoints,
reference to the studies and endpoints should be made, but full results do not need
to be repeated and should be included in Chapter 4 Clinical Evidence.

ii. The sponsor/applican: should explicitly address any existing regiona! regutatory
guidance related to the study results provided in this section regarding the subject VD
medical devi

NO CONTENT AT THIS LEVEL
This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
each study under the parent heading. The sub headings below would be for this study

alone.
| A summary of the specific study deseribed in the custom hesding above

| The test report fur the test deseribed in the custom heading abuve.
|

Statistical Data

Stabili

Claimed Shelf-life

of the IVD

NO CONTENT AT THIS LEVEL

Contains details and evidence supporting the claimed shelf-life of the VD medical device

| components (¢.g. reagents, calibrators/reference materials, control material, any other

components susceptible to degradation). Information provided in this section should

include

a) A description of recommended environm | conditions for storage of the [VD medical
IVD medical device {e.g. temperature, pressure, humidity, light conditions)

b} A statement of the claimed shelf-life indicated as a period of time or any other means of
appropriate quantification

| ¢} An indication of the packaging used in any studies conducted in support of the shelf-

life. If the packaging used in the studies differs from the final device packaging, a

discussivn of why the evidence can be consider valid in suppont of the ¢laimed shell

life

1 d A

on of the simulated transport conditions that the IVD was exposed to before

USFDA 510(k)

If referencing a standard, refer to Guidance for Industry and FDA Staff - Recognition and Use of
| Consensus Standards. e —————
" This is the location for statistical data associated with the rest described in the custom heading above

This includes metadata and dwa line listngs in their nabive formals, such as, bul nou limited 1o SAS;

XPORT; XML; SGML; 8-Plus; R files; ASCIL: Molfiles; and bExcel. The applicant is advised to
| contact the specific review division for further guidance on the specific data format that is
| preferred.

NOTE: Do not place PDFs here,

ANVISA, TGA and EU
For devices that do not have an expization period (c.g. clectromedical equipment or other deviees of
multiple use), information regarding the estimated mean “lifetime”. This mean “litetime” can be
indicated as number of procedures to be performed with the device and/or its accessories, as a period of
time or any other meanrs of appropriate quantification.
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the start of shelf-life studies.
e} A justification of the selection of the studies performed.
| f) A summary of the evidence that falls within this category
| | g} A discussion and a conclusion to support why the evidence presented is sufficient to
| | support the claimed shelf-life.

OR

h} A rationale that, for an indefinite period, the storage conditions could not affect IVD
medical device safety or performance.

NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
uidance related to the study results provided in this section regarding the subject device.

| CH3.6.5. IMDRF 4 | [Study description, study NO CONTENT AT TI{[S LEVEL i

1.1 identifier, date of 8 4 K5 2 T 2
initintion. date ol This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
cnmple!i;m] each study under the parent heading. The sub headings below would be for this study
alone.

: CH3.6.5. IMDRF 5 | Summary A summary of the specific study described in the custom heading above.

| 1.1.1

| CH3.6.5. | IMDRF 5 | Full Report The test report for the test deseribed in the custom heading above,

| 1.1.2 | |

| CH3.6.5. | Regional | 3| Statistical Data

| .13 | (UsEDA) |

Consensus Standards.

USFDA 510(k)
If referencing a standard, refer to Guidance for Industry and FDA Staff - Recognition and Use of

This is the location for statistical data associated with the test described in the custom heading above
This includes metadata and data line listings in their native formats, such as, but not limited to: SAS;
XPORT; XML; SGML; S-Plus; R files; ASCII; Molfiles; and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is
preferred.

NOTE: Do not place PDFs here.

Contains details and evidence supporting the stability during actual routine use of the IVD
medical device (real or simulated), including all applicable components (e.g. reagents,
| | | reaction cartridges). This may include open vial stability and/or, for automated instruments,
| onboard stability. Information provided in this section should include:

a) A description of recommended environmental conditions for use of the IVD
| medical device (e.g. temperature, pressure, humidity, light conditions).
| b) A justification of the selection of the studies performed,
| | ¢) A summary of the evidence that falls within this category
[ d) A discussion and a conclusion to support why the evidence presented is sufficient
to support the application.

"CH3.65. | IMDRF |3 |InUse Stability
2 1

OR

e) A mationale that, for an indefinite period, the storage conditions could not affect
IVD medical device safety or performance.

! NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
il guidance related to the study results provided in this section regarding the subject IVD

TENT AT THIS LEVEL

e, NS X, SR | medical device.
CH3.6.5. | IMDRF 4 | [Study description, study
2.1 identifier, date of NO

| indicated as number of procedures to be performed with the device and/or its sccessories, as a period of
| time or any other means of appropriate quantification,

ANVISA, TGA and EU
For devices that do not have an expiration period (e.g, electromedical equipment or other devices of
multiple use), information regarding the estimated mean “lifetime”. This mean “lifetime” can be

S
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CH36S. |

211

2.1.2

CH3.65. |

3

3l

[CH365. |

| cHi65. |
| 213

[CH36.5. |

3.1

CH3.6.5. |

312

CH3.6.5.

3.1.3

mitiation, date of
completion]

MDRF | 5| Summary

IMDRF

Regional
(USFDA)

T IMDRF

IMDRF

IMDRF

IMDRF

Regional

(USFDA)

|'s

|3

5

5| Full l.tcpnn

| Statistical Data

.;_-‘ihipp: ng Stability

identifier, date of
| initiation, date of
| completion

| Summary

Full Report

.'.l Siatistical Data

"Study description, study

This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for

each study under the parent heading. The sub headings below would be for this stdy
alone.
i A summary of the specific study deseribed in the custom heading above |
| EO—— I

I'he test report for the test described in the custom heading above,

| Contzins details and evidence supporting the tolerance of 1VD medical device, or if |
provided separately, the components (e.g. reagents, calibrators/reference materials) to the |
specified or expected shipping cenditions. Information provided in this section should
include:
a) An indication ol environmental conditions for correct shipment of the [VD medical
device (lemperature, pressure, humidity, light conditions, mechanical protection etc )
| b) A justification of the selection of the studies performed. |
| €) A summary of the evidence that falls within this category |
| d} A discussion and a conclusion to support why the evidence presented is sufficient to
| support the application.

OR

| &) A rationale that, for an indefinite period, the storage conditions could not affect IVD
medical device safety or performance. |

|

| NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
guidance refated 10 the study results provided in this section regarding the subject [VD

| medical device. )

This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for

each study under the parent heading. The sub headings below would be for this study
alone.
| A summary of the specific study described in the custom heading above [

The test report for the test described in the custom heading above.

|

| Th

LUSFDA 510(k)

If referencing a standard, refer to Guidance for Industry and FDA Siaff - Recognition and Use of
sensus Standards,

5 is the location for statistical data associated with the test described in the custom heading above.
This includes metadata and data line listings in their native formats, such as, but not limitad to: SAS;
XPORT; XML; SGML; S-Plus; R files; ASCII; Molfiles; and Excel. The applicant is advised to
contact the specific review division for further guidance on the specific data format that is
preferred.

| NOTE: Do not place PDFs here.
ANVISA, TGA and EU
For devices that do not have an expiration period (e.g. electromedical equipment or other devices of
multiple use), information regarding the estimated mean “lifetime". This mean “lifetime” can be
indicated as number of procedures to he performed with the device and/or ifs accessories, as a period of
time or any other means of appropriate guantification.

USFDA 510(k)

If referencing a standard, refer to Guidance for Industry and FDA Staff — Recognition and Use of
‘Consensus Standards.

T'his is the location for statistical data associated with the test described in the custom heading above.
This includes metadata and data line listings in their native formats, such as, but not limited to: SAS;
XPORT; XML; SGML; S-Plus; R files; ASCIL; Molfiles; and Excel, The applicant is advised to
contact the specific review division for further guidance on the specific data format that is
preferred.

NOTE: Du not place PDFs here
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USFDA Siil—gl_(--[ W = I |
If referencing a standard, refer to Guidance for Industry and FDA Staff — Recognition and Use of
Ca Standards. n

CH3.7 IMDRF,RF |1 iAnaly’l‘.cal Performance | a) A lisii-ng of puh]is.a.hcd studies relevant to the context of this Chapter that involve this
i (IIC, | and Other Cvidence specific IVD medical device (e.g. analytical specificity, analytical sensitivity)
i USFDA) | Bibliography | b} A legitle copy of key anicles, including translation where applicable to meet the
| | | regulators language requirements.
| | ¢} A discussion and a conclusion to support why the evidence presented is sufficient to
i | | suppor the application.
| | '
i ' | or
| |
- | | ¢) A statement that no literature related to the 1VD medical device was found.
| CH3.8 IMDRF 1| Other Evidence Heading for other information that may be important to the submission but that does not fit
| | | in any of the other headings of this chapter. For example, for tests performed to ensure the
| safety and/or performance of the IVD medical device that are not delineated in the rest of
| the Chapter 3. In addition
a) Describe the purpose of the test, the risk/safety issue the test is addressing; the test
methods and results of the test
b) A justification of the selection of the studies performed.
¢} A summary of the evidence that is being submitted under this heading
‘ d) A discussion and a conclusion to support why the evidence presented is sufficient to
| support the application.
: NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
| ! guidance related to the study results provided in this seetion regarding the subject IVD
{ medical device.
| CH3.8.1 IMDRF | 2 [Study description, study ;
| [l NO CONTENT AT THISLEVEL
initiation, date of This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
| | completion] c?ch study under the parent heading. The sub headings below would be for this study
[ ) alone.
| CHA.8.1. IMDRF 3 | Summary A summary of the specific sudy described in the customn heading above.
|
|1
| T
| CH3.8.1. IMDRF 3 | Full Report The test report for the test described in the custom heading above.
| 2
? |
[CH38.1. | Regional | 3] Stalistical Data
3 I (TISFDA)

This 15 the location for statistical data associated with the test described in the custom heading above. |
This includes metadata and data line listings in their native formats, such as, but not imited to: SAS; |
XPORT, XML; SGML; S-Plus; R files; ASCIL Molfiles; and Excel, The applicant is advised to |
contact the specific review division for further guidance on the specific data format that is |
preferred. |

NOTE: Do not place PDFs here.
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Analytical Performance

; CH3.7 | IMDRF,RF
(IC, and Other Cvidence
‘ USFDA) Bibliography
i
|
|
!
‘CH3.8 | IMDRF Other Evidence
1
1
| |
. | .
? !
(CH3.81 | IMDRF |2|[Study description, study

| CI38.1. | IMDRF
| 1 !

|CH38.1. | IMDRF |
| 2 1 i

{CH38.1. | Regiomal |3
f_] I (1ISFDA)

Summary

identifier, date of
initiation, date of
completion]

| a) Al

listing of published studies relevant to the context of this Chapter that involve this
specific IVD medical device (e.g. analytical specificity, analytical sensitivity)
b} A legible copy of key articles, including translation where applicable to meet the
regulators language requirements.
| ¢} A discussion and a conclusion to support why the evidence presented is sufficient to
| support the application,

|
i
| OR
|

| d) A statement that no literature related to the IVD medical device was found. |
| Heading for other information that may be important to the submission but that does not fit

n any of the other headings of this chapter. For example, for tests performed to ensure the
| safety and/or performance of the IVD medical device that are not delineated in the rest of
the Chapter 3. In addition
a) Describe the purpose of the test, the risk/safety 1ssue the testis addressing; the test

methods and results of the test

| b} A justification of the selection of the studies performed
| ) A summary of the evidence that is being submitted under this heading
| d) A discussion and a conclusion to support why the evidence presented is sufficient to
support the application

NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
guidance related to the study results provided in this section regarding the subject IVD |
medical device.

NO CONTENT AT THIS LEVEL

_This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
each study under the parent heading. The sub headings below would be for this study
alone,

A summary of the specific study described in the custom heading above.

Full Report

Statistical Data

USFDA 510(k)
If referencing a standard, refer to Guidance for Industry and FDA Staff — Recognition and Use of
_onsensus Standards.

The test report for the test described in the custom heading above. |

15 the location for statistical data associated with the wst deseribed in the custum heading above
This includes metadata and data line listings in their native formats, such as, but not limited to: SAS:
| XPORT; XML, 8GML, 5-Plus; R files, ASCIl; Molfiles; and Excel. The applicant is advised o

| contact the specific review division for further guidance on the specific data format that is

| preferred.

NOTE: Do not place PDFs here.
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: Heading Class
| Row ID | & Level Heading Common Confent Regional Content
| design, interpretation of design, # patients, inclusion/exclusion criteria) and
| il. Summary of the results of the analysis
! iii. Summary of conclusions related to the endpoints
: NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
| guidance related to the components of the clinical study synopsis. o
| CH4.2.3. IMDRF 41 Clinical Study a) A clinical study report of the specific study described in the custom heading above. CFDA NOTE:
| 1.2 Report The clinical trial report should be in accordance with the Medical Device Registration Regulations, the
I NOTES: Medical Device Clinical Trial Quality Management Specification, and relevant clinical guidelines.
| i. The clinieal study report should include elements such as the investigational plan/study
| protocol, protocol changes and deviations, description of patients, data quality assurance, | USFDA PMA and 510(k)
| analysis/results. http:/fwww. fda goviMedical Devices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/Investi
| ii. The sponsor/applicant should explicitly address any existing regional regulatory gational DeviceExemptionIDE/uem (467 1 7. him#sugforforidepro
| | guidance related 1o the components of the clinical study report.
[CH422. | Regional | 4| Clinical Study Data USFDA ]
| 13 (USFDA) The sponsor/applicant should explicitly address any existing regional regulatory guidance related to the
| | clinical study and data provided in this section regarding the subject device. In this instance regional
| | regulatory guidance refers to Special Controls in a device specific regulation, device-specific puidance
| | document, special controls guidance, special controls guideline, and Statutory or Regulatory criteria.
| i
i The Center for Devices and Radiological Health (CDRH) accepts and encourages the inclusion of
| | clinical data in electronic (non-PDF) form as supporting material 10 a premarket (PMA or 510(k))
! | submission.
| ! http:/fwww.fda. gov/MedicalDevices/DeviceRegulationandGuidance HowtoMarket Y ourDevice/Premar
| | ketSubmissions/ucm 136377 htm
| CH4.2.4 | IMDRF (HC, : 2| Clinical Literature a) Clinical literature review that critically reviews availahle information that is published,
| IP, TGA, Review and Other available, or reasonably known to the applicant/sponsor that describes safety andfor
USFDA) | | Reasonable Known performance of the IVD medical device

| | Information b) A legible copy of key articles, including translation where applicable to meet the

| regulators language requirements.

|

| OR

¢) A statement that no literature related to the IVD medical device was found.
NOTE: The sponsor/applicant should explicitly address any existing regional repulatory
| guidance related to the clinical study and dats provided in this section regurding the subject
| IVD medical device
CH4.3 Regional ( | || IRB Approved USFDA
USFDA) | Informed Consent Copies of IRB approved informed consent forms are to be provided here.

Forms

(4 5
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Heading Class

| Regional Content

Row I & Level Heading Common Content
CH4.4 Regional Lisvestigators Sites | LSFDA
[USFDA) | and [R13 comact | Investigators and study administrative structure information should be provided, including (as
| mformation i appraopriate):
| a) Investigators (who signed the Investigator agreement)-name, address. telephone # (¢ontact info),
, | cv
| B Sites-Site number as reflected in the study report in reference to the investipator, address i
| different from the above
| € Sponsor-address and regulatory contact information
| d)  Contract Research Organization (CROY), il applicable-nume, address, and contact infurmation
I ¢} 5. Laboratory facilities (central lab and/or local lab that participated in the study)-name, address,
| | contact information
CH4.5 IMDRF | 2| Other Clinical NO CONTENT AT TII[[S LEVEL
Evidence
This heading for other information that may be important to the submission but that does not
| fit in any of the other hendings of thischepter.
CH4.5.1 IMDRF 3| [Study description, NO CONTENT AT THIS LEVEL
study identifier, date : :
PP a This heading should be CUSTOM AND BASED ON STUDY DETAILS and created for
A | completion] each study under the parent heading. The sub headings below would be for this study alone.
CH4.5.1, IMDRF 4 Summary | A summary of the specific study described in the custom heading above.
1
| NOTES: |
| i Should not include markel history |
it. The sponsor/applicant should explicitly address any existing regional regulatory [
| gmidance related to the clinical study and data provided in this section regarding the
{ | subject 1VD medical device ) —
CH4.5.1, IMDRF 4| Full Repon | The test report for the test deseribed in the custom heading above.
2 ; |
| CH4.5.1, Regional | 4| Statistical Data | This is the location for statistical data associated with the test described in the custom heading above.
'3 (USFDA) | This includes metadata and data line listings in their native formats, such ns, but not limited to; SAS;

XPORT; XML; SGML; 5-Plus; R files; ASCII; Molfiles, and Excel. The applicant is advised to

| contact the specific review division for further guidance on the specific data format that is
| preferred.

NOTE: Do not place PDFs here,
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CHAPTER 5 - LABELLING AND PROMOTIONAL MATERIAL

Row ID | Heading Class | Heading Common Content Regional Content
& Level
CHS.1 IMDRF 1| Chapter Table of a) Includes all headings for the chapter.
(ANVISA, Contents b) Specifies the page number for each item referred to in the table.
EU, HC,
TGA,
USFDA)
CHS5.2 IMDRF, RF | | | Product/Package Samples of the primary and secondary packaging labels but exclusive of labels for shipping, | ANVISA
(ANVISA, Labels a) According o Brazilian Legislation all information associated with the device, including labelling,
CFDA, EU, shall be in Brazilian-Portuguese.
HC, TGA, NOTE: The sponsorfapplicant should explicitly address any existing regional regulatory b} Specific requirements of labelling content are established by ANVISA's regulation.
USFDA) guidance related to labelling the subject ITVD medical device ¢) (PDFs of) the artwork of the labels will need to be provided for device.
d} In case the product is marketed with original labels, (PDFs of) stickers with local information will
need to be provided.
CFDA
a) Labels shall conform to the requirements of Medical Device Instructions and Label Management
Regulations.

b) Reagents labels must be in Chinese and batches of the sub-components must be marked on the labels
¢) The labels and the Chinese versions approved or recognized by overseas government competent
departments shall be submitted as for imported products.

EU

a) (PDFs of) labels will need to be provided for device labels as well as labelling of primary and
secondary packaging.

h} For Own Brand labelling, packaging and [FU of both the OBL and the OFEM will need to be
provided.

HC NOTES

a) All labelling must be provided in English or French, both official languages are to be available
upon request.

b) Labelling for near-patient devices must also be provided in French and English

TGA NOTES

The labels and instructions for use (including any package inserts) must

a) meet the requirements of Essential Principle 13

b) bein English and legible when viewed on screen and printed

¢} include the Australian sponsor’s contact details to meet Regulation 10.2

1f the applicant is including draft labels, artist impression or mock-up labels, the applicant needs to
provide:

1) the mock-up as full size suitable for A3 printing

b) a statement as to where and how the batch/serial number/ date of manufacture/expiry date/ will be
displayed

a) Follow device labelling regulations found in 21 CFR Part 801 and 21 CFR 809.10
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IMDRF, RF
(ANVISA,
EU, HC,
TGA,
USFDA)

Package
Insert/Instructions for
Use

Package Insert/Instructions for Use included in the package, when required or provide
support for why this element is not applicable,

NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
guidance related to labelling the subject IVD medical device

ANVISA

a) According to Brazilian Legislation all information associated with the device, including labelling,
shall be in Brazilian-Portuguese.

b} Specific requirements of labelling content are established by ANVISA's regulation.

¢) The current version of the instruction for use must be informed.

d) (PDFs of) the artwork of the IFU will need to be provided for device.

CFDA

a) For domestic and imported products, the applicant/agent shall compile the product instructions in
accordance with the relevant requirements of Compilation Guiding principles for Instructions of IVD
Reagents, with reference to relevant technical guiding principles.

b) For imported products, the applicants shall submit the original text and Chinese version of
instruction approved or recognized by overseas government competent department.

¢) The product instructions shall be submitted in two copies and a declaration the two copies are
identical text shall be submitted.

EU

a) At minimum the IFU in & rel ble | required by Notified Bodies following their
national law, should be provided. Furtha' lmguage wersion will need to be available for verification
during audits.

b) (PDFs of) labels will need to be provided for device labels as well as labelling of primary and
secondary packaging.

¢) For Own Brand labelling, packaging and IFU of both the OBL and the OEM will need to be
provided.

HC NOTES:

a) All labelling must be provided in English or French, both official languages are to be available
upon request.

b} Labelling for near-patient devices must also be provided in French and English

c) Package inserts include a summary of clinical data

d) The current version of the instruction for use must be stated.

TGA NOTES

The labels and instructions for use (including any package inserts) must

d) meet the requirements of Essential Principle 13

¢) be in English and legible when viewed on screen and printed

f) include the Australian sponsor’s contact details to meet Regulation 10.2

If the applicant is including draft labels, artist impression or mock-up labels, the applicant needs to

provide:

¢) the mock-up as full size suitable for A3 printing

d) a statement as to where and how the batch/serial ber/ date of fe fexpiry date/ will be
displayed

USFDA PMA NOTE:
Package inserts include a summary of clinical data

CH54

IMDRF, RF
(ANVISA,
EU)

e-labelling

a) For eligible VD medical devices and stand-alone software, the applicant needs to
identify which form of e-labelling is being used in case of e-labelling (e.g. electronic
storage system or built-in system, website).

b) Provide details of risk management in relation to e-labelling. If this is part of the overall

EU
For fixed installed IVD medical devices provide text message / information which will be given on or
with the device itself as well as description of place where it would be placed
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| CHSS

CHS.6

risk management, refer to it here
¢) A deseription of the procedure and operations on providing [FU's when requested
d) Provide wollen information lor user Information on webpage where IFU and further
information can be found in relevant languages.
¢) Description on how the requirements detailed for the website have been met.

IMDRF (HC,
USFDA)
IMDRF
(ANVISA,
EU, HC,
TGA,
USFDA)

Patient Labelling

'!‘echnicn_].-'dp erators
Manual

Labelling directed at the patient other than the package insert, such as informational

‘material written to be comprehended by the patient or lay caregiver

Labelling directed to the technical users and operators of IVD medical devices i’uc?mfﬁg on
the proper use and maintenance of the IWVD medical device

CHS.7

Regional
(HT)

CHS.8

IMDRE |

(ANVISA,
EU, HC,
TGA,
USFDA)

1 : Product Brochures

1

HC

a} Draft product brochures available at the time of application

b) The sponsor/applicant should explicitly address any existing regional regulatory guidance related to
labelling the subject device

1 Other Labelling and
| Promotional Material

I

Heading for other information that may be 1mfa;1ri§nl to the submission but that does not fit
in any of the other headings of this chapter.
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CHAPTER 6A — QUALITY MANAGEMENT SYSTEM PROCEDURES

Heading Class |
Row ID | & Level Heading Common Content | Regional Content
CH6A.1 Regional 1| Cover Letter | USFDA PMA
(USFDA) | Any PMA submission (including modular PMAs) of quality system information would need a cover
| letter containing the information described in Chapter | under the Cover Letter heading
S | I
| NOTE: Quality Management System procedures included in a PMA submission to the USFDA are |
- | procedures for the design and manufacture of the specific device that is the subject of the PMA. |
CH6A.2 IMDRF 1 { Chapter Table of a) Includes all headings for the chapter. !
(TGA, IP Contents b) Specifies the page number for cach jtem referred to in the able |
e e |
CH6A.3 IMDRF 1| Administrative
PR NO CONTENT AT THIS LEVEL.
USFDA) Administrative information needed to evaluate the premarket submission related to the
I N E— QM S -
IMDRF 2| Product Descriptive | Abbreviated description of the [VD medical device, operating principles and overall USFDA PMA |
{CFDA, Information manufacturing methods Description of the device should also include pictures, proprietary name, common name, model |
TGA, IP, numbers, produet code and intended use. !
USIDAY i T S R )
CHo6A.3. | IMDRF,RF | 2| General 4) Address and contact information for all sites where the [VD medical device or its USFDA PMA NOTE |
2 (ANVISA, Manufacturing components are manufactured, This information is typically submitted to FDA in the Cover Letter. |
CFDA, HC, Information b) Whers applicable, addresses for all critical subcontractors, such as outsourced |
JP, TGA, production, critical component or raw material production (e.g. antigens, monoclonal [
USFDA) antibodies), and sterilisation, will need to be provided. S e o
CH6A3, | IMDRF,RF | 2| Required Forms Any regional specific forms 1o be completed associzted with Quality Manapement Systems
3 (TGA. in the premarket review process
CH6A.4 IMDRF I'| Quality management | High level quality management system procedures for establishing and maintaining the USFDA PMA
(TGA, system procedures quality management systemn such as the quality manual, quality policy, quality objectives, Quality System Procedures (outline of the quality system documentation structure}
USFDA, and control of documents and records
WHO PQ) WO ro
ISC 13485 Elements— SOPs to satisfy clause 4 a) A list of all current quality management SOPs
'. b) Risk management e
CH6A.5 IMDRF ? 1 { Management I Procedures that document the management commitment to the establishment and
(TGA, | | responsibilities | maintenance of the OMS by addressing quality policy, planning,
USFDA) | procedures i responsibilities/authority/communication and management review.
l IS0 13485 Elements — SOPs implementing clause § L | S o
CH6A.6 IMDRF | | Resource | Procedures that document the adequate provision of resources to implement and maintain WHO PO
(TGA, management | the QMS including human resources, infrastructure and work environment a) Staff organogram
USFDA, procedures
| WHOPQ | | | ISOI3485 Elements - SOPs implementing clause 6
CH6A.7 IMDRF || Product realization | High level product realization procedures such as those addressing planning and customer
(TGA, procedures reluted processes
USFDA)
IS0 13485 Elements — SOPs implementing sub clause 7.1 and 7.2 o T - gy
CH6A.7. IMDRF 2| Design and Procedures that document the systematic and controlled development of the IVD medical USFDA PMA
1 (TGA, development device design from initiation of the project to transfer to production. 21 CFR 820,30 Design Controls

-

6107 "AINf WIT]

91J9Zer) BIqUIRZ




IMDRF/RPS WG/NI3 FINAL:2018 (Edition 2)

| Heading Class | 1
| Row ID | & Level | Heading | Common Content i Regional Content
i USFDA, | procedures |
WHO PQ) | | IS0 13485 Elements — SOPs for implementing sub clauses7.3 WHO PQ
| i | a) Change control and Change notification SOPs
| | {
Ry i £t i i e g s b i ]
| CH6A.7. IMDRF 2| Purchasing | Pracedures that document that purchased products/services conform to established quality USFDA PMA:
i 2 (TGA, | procedures | and/or product specifications. a) Purchasing Controls - Procedures
USFDA, l b) Acceptance Activities Procedures
{ WHO PQ) ! | ISO 13485 Elements — SOPs to implement sub clause 7.4
| ! WHO PQ
t | ! a) Supplier evaluation and control
et | | i b) Verification of purchased product
CH6A.7. IMDRF 2| Production and | Procedures that document the production and service activities are carried out under USFDA PMA
3 {TGA, | service controls | controlled conditions. These SOPS address 1ssues such as cleanliness of product and a) Production and Process Controls
USFDA) | procedures | contamination control; installation and servicing activities; process validation; identification | b) Servicing Procedures
i i and traceability; etc.
| 150 13485 Elements — SOPs implementing sub clause 7.5 e N ]
CH6A.7. IMDRF 2 ; Control of : Procedure that document that monitoring and measuring equipment used in the QMS is USFDA PMA
4 (TGA, | moritoring and | controlled and continuously performing per the established requirements. Inspection, Measuring & Test Equipment Procedures
USFDA) | measuring devices |
P | procedures | ISO 13485 Element- SOPs for implementing sub clause 7.6 -
CH6A.8 IMDRF | | QMS measurement, : Procedures that document how monitoring, measurement, analysis and improvement to LUSFDA PMA:
(TGA, i analysis and | ensure the conformity of the product and QMS, and to maintain the effectiveness of the a) CAPA Subsystem Procedures
USFDA, | improvement | QMS. b) Nonconforming Product Procedure(s)
WHO PQ) | procedures | c) Complaint Handling Procedures
| IS0 13485 Element — SOPS for implementing clause 8 d) Quality System Audit Procedures
| I
{ ; TGA
| | Note that the following should be included in this section:
| | a) Procedures for the notification to TGA and other regulatory authorities of substantial changes to the
: QMS or to the kinds of medical devices manufactured
| | b) Procedures for the issue of advisory notices, including the required notification to regulatory
! authorities for product recall
¢) Procedures for required notification to the TGA and other regulatory authorities of adverse events
| and changes to the QMS
|
| WHO PQ
‘ a) Complaint handling and vigilance
e eeno —ion e T b) Control of non-conforming goods/processes
CH6A9 MDR Other Quality System | Heading for other information that may be important to the submission but that does not fit
(TGA, : Procedures | in any of the other headings of this chapter.
USFDA) | Information !
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CHAPTER 6B — QUALITY MANAGEMENT SYSTEM DEVICE SPECIFIC INFORMATION

Heading Class
Row I | & Level Heading C Content Regional Content
CH6B.1 IMDRF Chapter Table of a) Includes all headings for the chapter.
Contents b) Specifies the page ber for each item referred to in the tahle.
CH6B.2 IMDRF Quality management | Documentation and records specific to the subject IVD medical device that results from the
(TGA, system information | high level quality management system procedures for establishing and maintaining the
USFDA) quality management system such as the quality manual, quality policy, quality objectives,
and control of documents, noted in Chapter 6A
IS0 13485 EI ts — doc ion specific to the subject device for the
impls tion of clause 4
| CH6B.3 IMDRF Management Documentation and records specific to the subject IVD medical device that result from the
| (TGA, responsibilities implementation the management responsibilities procedures noted in Chapter 6A
USFDA) information
IS0 13485 Elements — doc specific to the subject device for the
impl of clause §
CHo6B.4 IMDRF Resource Documentation and records specific to the subject IVD medical device that result from the
(TGA, management implementation the resource management procedures noted in Chapter 6A.
USFDA) information
IS0 13485 El ts — doc specific to the subject device for the
= implem ion of clause 6
CH6B.5 Regional Device Specific HC
(HC) Quality Plan The review requirement for a quality plan are not met by the [SQ 13485 certificate alone, instead refer
to 1S0 10005, A quality plan should specify "which processes, procedures and associated resources
will be applied by whom and when to meet the requirements of a specific project, product, process or
contract.,.". This information may be provided in an application in the form of a flow chart, process
map, document matrix, table or text description. A quality plan specific for the subject device should
link device requirements to the processes, resources and projects used by the manufacturer in
producing that device.
CH6B.6 IMDRF Product realization Documentation and records specific to the subject TVD medical device that results from the
(TGA, information implementation of the high level product realization procedures noted in Chapter 6A
USFDA)
IS0 13485 EN i5 — doc specific to the subject device for the
imple ion of sub clause 7.1 and 7.2 .
CHG6B.6. Regional Design and Documentation and records specific to the subject IVD medical device that results from the | USFDA PMA and ANVISA
1 (ANVISA, development implementation of the design and development procedures noted in Chapter 6A. Design Control Information
TGA, information a) Design Quiputs - List of Essential Design Outputs
USFDA) The source of this information is the Design and Development Records (e.g. DHF - Design | b) Design Validation- Justification for use of non-production units in validation testing, if applicable
History File). And "summary of changes" can be sent as a table indicating the change
requested and how it impacts on design and process information previously informed. ANVISA
a) Receiving and Acceptance Activities defined for critical row materials. “Critical raw materials™ are
IS0 13485 Els ts - doc t specific to the subject device for the those related with the “essential design outputs” indicated at the Design and Development Control,
implementation of sub clause 7.3 For example, if among the essential design outputs reference is made to specifications of raw
N material, this is considered a “critical raw material™,
CH6R.6. IMDRF Purchasing Documentation and records specific to the subject VD medical device that results from the | TGA
2 (TGA, information implementation of purchasing procedures noted in Chapter 6A. List of suppliers of goods oi services that affect product conformity with requirements (critical
USFDA) suppliers) and a description of how purchasing requirements are fulfilled for these suppliers
IS0 13485 Elements — doc tation specific to the subject device for the
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Heading Class
Row ID | & Level Heading Commaon Content Regional Content
implementation of sub clause 7.4 USFDA PMA
a} List of Suppliers for the subject device
b) Receiving and Acceptance activities for select suppliers
CH6B.6. Regional 2| Production and ANVISA, HC and TGA:
3 (ANVISA, service controls a) Detailed Manufacturing Flow Diagram
HC, IP, information b) Summary of in-process acceptance activities for subject device
TGA, ¢} Process Validation Master Plan
USFDA, d) List of processes that have not be validated
WHO PQ)

€] For each process validation considered critical to the safety and efTectiveness of the device:
i. Protocols/Procedures for the validated process
ii. Process validation report
iti. The procedures for monitoring and controlling the process parameters of a validated process
should be fully described.
iv. State the frequency of re-validation

HC NOTES:

a) Manufacturing flow diagram should provide a description of the methods used in, and controls used
for, the manufacture, processing, packaging, storage and, where appropriate, the installation of the
device. Sufficient detail must be provided to enable the judgement of the appropriateness of the
controls in place.

b) If multiple facilities are involved in the manufacture of a device, the applicable information for each
facility must be submitted. If the information is identical for a number of sites, this should be stated.

JP
a) A deseription of quality control tests and standards in manufacturing for the final product.
Examples are following;
i Analytical Sensitivity Test
ii. Accuracy Test
iii, Repeatability Test
b} Explain the rationale for setting the tests and standards. This should include the description why the
tests and standards are sufficient to ensure the effectiveness.
c) Provide the test reports.

OR
d) A discussion of why this category of study is not applicable to this case.

USFDA PMA

a) Description of the use of standards in manufacturing the PMA device

b) Detailed Manufacturing Flow Diagram

¢) Summary of in-process acceptance activities for subject device (optional)
d} Process Validation Master Plan

e) List of processes that will not be validated

f) Protocols/Procedures for each validated process

g) Completed process validation reports (optional/if available)
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Heading Class

Row ID | & Level Heading Common Content Regional Content
WHO PO
a)  Full address, including latitude and longitude of the manufacturing facility(s)
b)  Site floor plan
¢} Manufacturing flowchart including in-process control points
d)  List of eritical raw materials (including details of the supplier of each material)
List of outsourced processes with direct product impact (e.g. outsourced manufacturing of components
(conjugated antibodies, strips, reagents. .. ), outsourced laboratory testing, packaging, printing, etc)
including details of the supplier for each process
IS0 13485 Elements — documentation specific to the subject device for the implementation of sub
clause 7.5
CH6B.6. IMDRF 2| Control of Documentation and records specific to the subject IVD medical device that results from the
4 (TGA, monitoring and implementation of the control of menitoring and measuring device procedures noted in
USFDA) measuring devices Chapter 6A.
information
180 13485 Elements — doc pecific to the subject device for the
I . |implementation of subclause?6
CH6B.7 IMDRF 1| OMS measurement, | Documentation and records specific to the IVD medical subject device that results from the | WHO PQ
(TGA, analysis and implementation of the QMS measurement, analysis and improvement procedures noted in Baich/lot release SOPs
USFDA, improvement Chapter 6A
WHO PQ} information
IS0 13485 El. ts — di ion specific to the subject device for the
i f‘ i q‘"" s
CH6B.B IMDRF | | Other Device Heading for other information that may be important to the submission but that does not fit
(TGA, Specific Quality m any of the other headings of this Chapter.
USFDA) Management System
Information
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