





EmergoGroup.com/korea

Emergo Group has been assisting medical device and IVD companies with international regulatory issues

and quality management system compliance since 1997. Whether you are entering the South Korean market

o . . . . . . Let us help you comply with KGMP quality system requirements

for the first time or introducing another new device, we can assist with every step of the process from device . , - , _
lassificati d KEDA reqi ) distrib lect With offi i Asi y dwide. E G Foreign manufacturers, regardless of device classification, must comply with Korea Good Manufacturing

classification an registration to distributor selection. With offices in Asia and worldwide, Emergo Group Practice (KGMP). Compliance is most often achieved with help from your Third Party License Holder and

can help you obtain regulatory clearance, maintain compliance and increase sales in the world’s largest and we can fully assist you in obtaining your KGMP certificate and maintaining ongoing compliance.

fastest growing medical device markets.
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Device classification consulting

Third Party License Holder representation

Preparation of Technical Files for KFDA Submission
Despite the name, a KFDA Technical File is more like a US FDA 510(k)

or PMA than a European Technical File or Design Dossier. We will help

Finding and evaluating new distribution partners

Our team in Seoul is extremely well-versed in device Having an independent firm (not a distributor) control the Screening potential distribution partners in Korean can

classification and will ensure that your device is registration for your device is critical if you will not have a be very challenging for non-Korean based companies. Our

properly classified, the first step toward ensuring a direct sales office in South Korea. Emergo can assist you prepare the appropriate Technical File for your device, interact with KFDA Seoul-based consulting team can evaluate potential partners,

smooth registration with KFDA. with Third Party License Holder representation. and assist in having all necessary documents translated into Korean as making sure you maximize your sales in South Korea.

required by law.

* The Third Party License Holder/distributor must possess a Device Business License (DBL). If the manufacturer will act as itsr own license holder through its local sales office, the manufacturer would obtain the DBL.
** Foreign manufacturers cannot submit applications to the KFDA directly unless they have a local office in South Korea who will also act as the Third Party License Holder.
*** The Safety and Effectiveness Review (SER) Technical File is required for medical devices with innovative features such as new materials, unique modes of action, technology, or effectiveness.
 The General Technical File is comparable to a US FDA 510(k) submission. The SER Technical File is more like a US FDA PMA submission.
A Local clinical trials are not required. Foreign clinical data may be acceptable after being validated. Generally, the KFDA will accept clinical data that has been approved by another foreign government or published in a
SCl-listed scientific journal. CE Marking certificates are accepted for products manufactured in Europe, but not, for example, from US companies with a CE certificate.
MMM The Korea Testing Lab (KTL) is authorized to conduct testing on all categories of medical devices. Several other labs can also conduct testing, but not on all categories of devices.
* Existing testing must have been completed in accordance with ISO, IEC, ASTM or GLP standards. Performance testing from labs certified to ISO/IEC 17025 are typically accepted.
+ Currently, proof of KGMP compliance for non-Korean manufacturers is usually satisfied with an ISO 13485 certificate, or an ISO 9001 certificate in the case of Class | non-sterile device manufacturers.
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Mexico’s regulatory process for medical devices

EmergoGroup.com/mexico

Guidance on device labeling and translation Finding qualified distributors throughout Mexico

Emergo Group has been assisting medical device and IVD companies with international regulatory issues and

Our office in Mexico City will advise you on device Mexico has several major “markets” for medical devices including Mexico City,

quality management system compliance since 1997. Whether you are entering the Mexican market for the first time

labeling requirements and aid in document translation Monterrey and Guadalajara. Distributors tend to focus on 1-2 of those areas but rarely

or introducing another new device, we can assist with every step of the process from device classification and
. . . . . . . . . into Spanish as required by Mexican law. have coverage throughout Mexico. We can help find and qualify the best distributors

COFEPRIS registration to distributor selection. With offices in Mexico and worldwide, Emergo Group can help you P | ! _ B ! _ : _ o P _ duetty
) o ) ) ] ) ) in specific regions of Mexico to maximize your sales in the country. If we act as your
obtain regulatory clearance, maintain compliance and increase sales in the world's largest and fastest growing L . . . .y
Registration Holder, we will assist in authorizing new distributors on your behalf.

medical device markets.
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Mexican Registration Holder representation

Proper COFEPRIS* device classification is critical Preparing your registration dossier

A completed COFEPRIS registration dossier contains similar information In Mexico, the Registration Holder controls the registration of the device.
found in US FDA and CE Marking submission documents. We will take

information found in one of these documents (if available) to prepare

The COFEPRIS system of classifying medical devices can be

confusing. Selecting the proper classification code is critical to Emergo Mexico s.r.l. is a licensed, independent Registration Holder with

ensuring a smooth registration process. Our team in Mexico City offices in Mexico City. We can act as your Registration Holder in Mexico,

has many years of experience with medical device classification. your dossier in the proper format accepted by COFEPRIS. allowing you the freedom to select or change distributors at any time in

the future without impacting your device registration!

* COFEPRIS is the department within the Secretaria de Salud (Ministry of Health) that oversees medical device registration and vigilance.
** The US FDA does not issue GMP quality system certificates so companies most often request an official Certificate to Foreign Government (CFG) from the FDA to demonstrate their compliance with FDA regulations.
European Competent Authorities issue a similar document called a Certificate of Free Sale (CFS).
A NOM is an acronym for “Normas Oficiales Mexicanas.” With the exception of NOM testing for electrically powered products, product testing performed to international standards will be accepted.
M- Although a FDA 510(k) or EU Technical File is not accepted by COFEPRIS, the information contained in these documents will satisfy the requirements needed for the submission with the exception of NOM testing.
A Foreign clinical data and testing done to international standards will most often be accepted by COFEPRIS.

EMERGO & GROUP



Russia’s regulatory process for medical devices

EmergoGroup.com/russia

Emergo Group has been assisting medical device and IVD companies with international regulatory issues and

quality management system compliance since 1997. Whether you are entering the Russian market for the first time Preparation of the registration dossier

. . . . . . L The dossier is the most important part of the registration process and our consultants will ensure that all
or introducing another new device, we can assist with every step of the process from device classification and _ _ B _
documents are properly formatted, testing results are included and all documents/certificates are translated into

registration to distributor selection. With offices in the Russian Federation and worldwide, Emergo Group can help Russian. We will also work with officials from Roszdravnadzor to address issues with the registration as needed

you obtain regulatory clearance, maintain compliance and increase sales in the world’s largest and fastest growing

medical device markets.
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Device classification consulting Independent representation for registering your devices Coordination of product testing in Russia Finding and managing distributors

Russia’s device classification scheme is similar to Europe’s. Many companies have a distributor act as their “authorized Most products require product testing and we can assist by Russia can be a challenging market and finding well qualified,

However, it is more difficult to ascertain the proper representative” and register their device with the Russian authorities. meeting with Ministry officials to determine which tests will reputable distributors can be the difference between success and

classification of a device. Our Moscow-based team has Doing so gives the distributor full control over the device registration. be required and coordinating the testing with authorized test failure. As the registration process nears completion, we can help

extensive experience with device classification, the first Emergo Group is an independent representative, allowing you to facilities within the Russian Federation. you find, evaluate and manage qualified distributors in Russia.

important step toward a smooth registration process. maintain full ownership and control over your device approvals.

NOTES: There are three important entities involved in the medical device registration process in Russia:
ROSZDRAVNADZOR — This is the Ministry of Health and the common name of “The Federal Service

for Control over Healthcare and Social Development of Russian Federation.” This agency oversees all
medical devices and controls the registration procedure.

GOSSTANDART — Known as the “Federal Agency for Technical Regulation and Metrology,” this agency
is responsible for GOST-R certification, ensuring that all medical equipment imported into Russia meets
established Russian standards.

ROSPOTREBNADZOR — This is “The Federal Service for Supervision in the Area of Consumer Rights and
Welfare Protection.” This agency issues Sanitary-Epidemiological (Hygiene) certificates.

* Classification of devices is very similar to the European system.
** Department of Registration of Foreign Medical Equipment and Devices within Roszdravnadzor. Pre-submission meeting not required if testing requirements are well known
 Product testing completed within Russia is required because devices must conform with Russian GOST standards which are not harmonized with international standards,
albeit very similar. The Russian GOST-R certificate is similar to a European CE Marking certificate.
M- All documents and certificates submitted as part of the registration process MUST be translated into Russian.
A For Class | or Ila device which has an approved equivalent in the Russian Federation, additional testing specified by Roszdravnadzor is usually not required.
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EmergoGroup.com/usa

USA regulatory process for medical devices

Emergo Group has been helping medical device and IVD companies with international regulatory and FDA 510(k) preparation with fast turnaround US Agent representation for companies worldwide

If you are introducing a new device to the US market, let us navigate If you have no US location, you can appoint Emergo Group

quality assurance issues since 1997. Whether you are entering the US market for the first time or introducing

the FDA process for you. We have prepared hundreds of 510(k) to act as your professional regulatory representative to the

another new device, we can assist with everything from US FDA Quality System Regulation (QSR)

compliance and audits, to 510(k) preparation and distributor qualification. With offices in the United States and submissions and have experience with a wide range of devices. We FDA, called a “US Agent.” We represent companies from
. . — . . can advise you on testing requirements, validation and other issues over 35 countries worldwide in this role.
worldwide, Emergo Group can help you obtain regulatory clearance, maintain compliance and increase your

] ) ] ] the FDA requires you to address as part of the 510(k) submission.
sales in the world's largest and fastest growing medical device markets.
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Emergo can help determine FDA classification An Emergo QMS meets most global requirements Let us assess the compliance of your Quality Management System
Most manufacturers are required to have a Quality Management
System that meets the FDA Quality System Regulation (QSR).

We have implemented QSR-compliant quality systems for hundreds

of device companies and, if desired, we can implement ISO 13485

Unlike 1SO 13485, there is no Quality System Regulation (QSR) certification program and no certificate
is issued by the FDA. Instead, the FDA conducts random post-marketing inspections to determine
compliance. To ascertain their level of QSR compliance, many companies ask us to perform internal
audits of their quality system and critical suppliers. This can be done prior to device clearance and

Devices can usually be easily classified using the FDA databases
online. However, if classification cannot be determined or no
“predicate” device matches your device, we can research it for
you or prepare a detailed 513(g) submission asking for an official

device classification and determination from the FDA. at the same time. thereafter as well.

* Approximately 5% of Class | devices require a 510(k) submission.
** FDA approval of Class Il devices is a lengthy and complicated process. This is an extremely simplified version of the steps required for Class Il Premarket Approval (PMA). Consult the FDA website at
www.fda.gov/medicaldevices for more information.
A21 CFR Part 820 (Quality System Regulation) is the section of the US Code of Federal Regulations that specifies current Quality Management System requirements for device manufacturers.
The Quality System Regulation is also commonly known as Good Manufacturing Practice (GMP). Some Class | device manufacturers are not required to comply with GMP.
A Clinical trials are required for Class Il devices (and some Class |l devices). Prior to initiating the clinical trial an Investigational Device Exemption (IDE) must be approved by FDA. A few Class I
devices require the submission of clinical data with the 510(k) submission. Prior to initiating the clinical trial for a Class Il device, an IDE must be approved by an Institutional Review Board (IRB).
AN The FDA will conduct an inspection of ALL major suppliers involved in the design, development and manufacturing of a Class IIl device and these facilities must have a QSR compliant quality system in
place before the PMA application is approved by the FDA.
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