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The US, along with multiple other countries, also found some faults with PPEs and testing
kits from China in the recent weeks
As a result, some large companies and even states like Georgia cancelled contracts with
Chinese manufacturers of test kits with low accuracy rates
To meet the new and rapid global demand, more than 38,000 new companies have
registered in 2020 to make or trade face masks in China, compared to 8,594 during the
previous year. This has led to increased quality concerns and fraudulent claims of
standards as reported by a few companies
The DOJ announced in the month of March that it will crack down on hoarders that mark
up the price. The U.S. Department of Justice (DOJ) and U.S. Department of Health and
Human Services (HHS) today announced the distribution of hoarded personal protective
equipment (PPE), including approximately 192,000 N95 respirator masks, to those on the
frontline of the response in New York and New Jersey
A recent testing of KN95 respirators sample from China (KN95 being Chinese variant of
N95) revealed some products had filtration below the required 95% efficiency rate proving
substandard, non-performing and ultimately dangerous. One case found with lowest range
from 45%-30% in efficiency and this product was fraudulently marked as FDA approved
We at Dragon Sourcing present the FDA compliance and approval process in this
newsletter in a simple and concise format. Suppliers and other who are interested in
learning about the exact process should go through FDA website and follow process
described by the FDA

Category in Scope and FDA Class & Regulation

Products Gloves Gowns Masks Respirators
Surgical
Surgical Examination Gowns & e Surgical
9 Surgical Surgical 9 N95 N99
Gloves Gloves : Mask
Isolation Gowns
Gowns
510(K) 510(K) S;eoé]k)t 510(K) 510(K)
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www.dragonsourcing.com



http://www.dragonsourcing.com/

X Dragon
ﬁSour%ing

There are significant differences between surgical masks and N95 respirators per FDA classification. This
is because N95 masks fall under PPE and will have to go through NIOSH standards approval while
surgical masks fall under medical devices categories and will be under purview of FDA only

Cleared by FDA Evaluated, Tested & Approved by NIOSH

[T

Fluid Resistance against large

droplets, splashes or sprays of bodily Reduces wearer's exposure to particles

or hazardous fluids. Protects the including small particle aerosols (only non-
patient from wearer's respiratory oily) & large droplets

emissions

Loose Fitting Tight Fitting

Yes

Z
(e}

Yes, each time it is donned

Does NOT provide protection from
inhaling small airborne patrticles & is
not considered respiratory protection

Filters out at least 95% of large & small
airborne particles

When properly fitted and donned, minimum
leakage occur around the edge when user
inhales

Ideally should be discarded after each use or
any damage or dirt

Leakage occur around the edge when
user inhales

Disposable. Discard after each use

Category Classification by FDA

Personal Protective Equipment (PPE)

N95 Respirators

Eye & Face protection ~All'products
intended for use in

medical/
healthcare industry
such as prevention
of infectious

disease

transmission, are
classified as
Surgical Masks Medical Devices by
Gloves (Latex, Vinyl, Nitrile) FDA
Gowns (Surgical & Isolation)

Medical Devices (MD)
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Classification

Class Il

Class | High Risk Alternative
Low Risk MogizLate or No Pathways
Predicate

Class Il
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Pre-Market
Approval (PMA) Product
Development
§ Protocol,
Humanitarian,
FDA De NOVO,.
Approved Custom Device
Exemption

Class Ill medical devices requires a premarket
approval (PMA) application under section 515 of the
FD&C Act in order to obtain marketing approval.
Devices e.g. Pacemaker, Implants, Defibrillators, etc.

Dewces on Class | exemptlo
list are: Enzyme controls,
Tonometers, Parallelometers,
Irrigating  dental  syringes,
Finger cots, and Protective
restraints for patients. A 4

However, these devices [ . . . \
should meet  expected Following four types of companies must submit 510(k) to the FDA:

Qtandards bv FDA )

1. Domestic manufacturer introducing a device to US market

2. Specification developers introducing a device to US market

3. Re-packer or Re-labellers whose operation significantly affects the device
\ 4. Foreign manufacturer/exporter introducing a device to US market )
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Manufacturer/Supplier must meet the requirement of 510(k) submission. Before marketing a device, each submitter must
receive an order, in the form of a letter, from FDA which finds the device to be Substantially Equivalent (SE) and states that
the device can be marketed in the US. This order “clears” the device from commercial distribution.

The 510(k) Submission Process Direct through FDA

A 510(k) submission must be submitted in an electronic format (eCopy). should be sent to CDRH’s or CBER’s
Document Control Center (DCC). which is available on eCoov Proaram for Medical Device Submissions

Within 15 days of the receipt of the submission, the submitter will receive an electronic
notification of the Acceptance Review result, which will: Identify name & contact information
of FDA Lead Reviewer and Indicate the status

By Day 1

*FDA
receive

s
510(k)
submis
sion

FDA Process Timeline

By Day 7

*FDA Sends
Acknowledgement
Letter OR

*FDA Sends Hold
Letter if
unresolved issue
with User Fee
and/or eCopy

By Day 15

*FDA conducts
Acceptance
Review

*FDA informs
submitter if 510(k)
is accepted for
Substantive
Review or placed
on RTA Hold
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By Day 90

*FDA sends
final MDUFA
(Medical
Device User
Fee
Amendment
s) Decision
on 510(k)
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By Day 100

If MDUFA
Decision is not
reached by Day
100, FDA
provides
missed MDUFA
Decision
communication
that identifies
outstanding
review issues
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The process for 510(k) Submission through 3P510k (Third Party Program)

Under the Third Party Review Program, a 510(k)
submission for an eligible device may first be submitted
to an accredited 3P510k Review Organization rather
than directly to the FDA. Use of this program is voluntary.

The sole payment under the
program is between the 510(k)
submitter and the 3P510k Review
Organization; there is no separate
payment (i.e., user fee) to the FDA.

3P510k Review Organizations use the same criteria used by the FDA to review 510(k) submissions.

v’ Determine if your device is eligible on FDA's Device
Classification Database or can Contact the FDA
at 3P510k@fda.hhs.gov

v" Find and contact a 3P510k Review Organization that can
review your 510(k) using the List of Devices for Third
Party Review page and the list of 3P510k Review
Organizations (also referred to as Accredited Persons)

v Obtain price quotes from one or more 3P510k Review
Organizations and make a contract for a review

v' Submit the 510(k) to the 3P510k Review Organization.
The submission should include:

o A letter authorizing the 3P510k Review
Organization to discuss the 510(k) with the FDA
and to forward it to the FDA on the 510(k)
submitter's behalf. The letter should include:
Name of the 3P510k Review Organization;
Name and contact information of the person
assigned to the review; and
3. Device trade name.

o The complete 510(k) submission, including the
supporting data, summaries and analysis in the
format requested by the 3P510k Review
Organization.

N =

Review Organization receives
file from 510(k) Submitter @

FDA receives & review A
recommendation and 45»
documentation from Review M
Organization

FDA makes Final decision
FDA may make additional
information request and put
submission on hold

5!

FDA informs Review
Organization of final decision

&

Review Organization informs
510(k) submitter of final (@)
decision /N

List of Third Party Review Organizations is posted and updated on
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfthirdparty/accredit.cfm

Recent List of FDA-Recognized Third Party Review Organization

AABB

Accelerated Device Approval Services, LLC

Biomarkers and Diagnostics Consulting, LLC
CENTER FOR MEASUREMENT STANDARDS OF INDUSTRIAL
COLA, Inc.

New York State Department of Health
REGULATORY TECHNOLOGY SERVICES, LLC
THIRD PARTY REVIEW GROUP, LLC
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e Just for Information: FFR (Filtering Facepiece Respirators) have range of series depending
on filter percentage like N95, N99, N100, R95, P95, P99, P100. Basic filtration difference is
N series is to filter non-oily particles, R series is oil-resistant and P series is oil-proof masks
with number assigned which indicates the accuracy of mask filter.

o NIOSH : National Institute for Occupational Safety and Health

Testify in National Personal Protective N IOSH
Technology Laboratory (NPPTL) can only

approve NIOSH mark Submission for NIOSH :
Performance Tests, Drawings, Packaging &
Label specifications, Detailed user

instructions, Samples, Quality plan for
Once tested and & approved, the product & manufacturing facility
manufacturer receives testing & certification

number which appears on product label with

NIOSH name "
Once tested & certified by NIOSH, any

future changes must be submitted to NIOSH
for approval

For certification, one can directly contact
NIOSH through catagorized contact details

on cdc.gov _ o _
For NIOSH compliance & validity, simply

find the TC number on product & check
against list of approved respirators on

NIOSH monitors approved products even knowits.niosh.gov
after certification. If they receive any
complain, they audit the product, in some

case product can be recalled from markets NIOSH does not approve or certify surgical
masks or other PPE items (e.g. gown,

gloves, face shields, etc). Medical mask &

other PPE are cleared by the FDA

How DS confirms Certified FDA Compliance?

e At Dragon Sourcing, we have identified the suppliers who are capable to supply to the US
market

e As a part of RFI process, we request suppliers to send Certified FDA letter along with their
product standards

o We verify them on fda.gov website where all the registered and approved manufacturers
and suppliers are listed along with the products they have submitted and certified
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Contact Us

EUROPEAN Offices

Dragon Sourcing Paris
57 Rue de Fontenay
92140 Clamart France
Tel::+33 (0)7 50 65 09 23
Email: bonjour@dragonsourcing.com

Dragon Sourcing Spain
Carrer de Biada 5, Bajos.,
08012 Barcelona, Spain
London, W1U 6PZ, UK
Tel:+ 34 689 87 09 02
Email: hello@dragonsourcing.com

Dragon Sourcing Russia
Aleksandri Monahovoi St 98, block 1
Moscow, 108801,Russia
Email: hello@dragonsourcing.com

Dragon Sourcing Turkey
Yuzuncu Yil Mah. Prof Erdal Inonu Cad..
No 10 Dalgic Sitesi B Blok Daire 30
Nilufer Bursa, Turkey
Tel: +90 505 506 86 76
Email: merhaba@dragonsourcing.com

Dragon Sourcing South Africa
94 Princess Avenue, Benoni 1500,
Gauteng Province, South Africa
Tel: +27 61 128 1949
Email: contact.hello@dragonsourcing.com

NORTH AMERICAN Office
Dragon Sourcing Houston
4532 Plantation Colony Dr
Missouri City, TX 77459
Phone: 832- 406-0281
Email: hello@dragonsourcing.com

LATIN AMERICAN Offices
Dragon Sourcing Brazil
Rua Funchal, 538, 2 andar
04551-060, Vila Olimpia, Sdo Paulo, Brazil
Tel:+55 11 9 9595 0405
Email: ola@dragonsourcing.com

Dragon Sourcing Mexico
PROLONGACION VASCO DE QUIROGA #
4800, Tower |l Office 102 Floor 1
SANTA FE CUAJIMALPA, MEXICO CITY,
Phone +52 312 1217217
Email: hello@dragonsourcing.com
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ASIAN Offices
Dragon Sourcing Shanghai

Suite 1502-1503, Jin Tian Di International Mansions
998, Renmin Road — Shanghai, 200021, P.R.China
Tel: +86 21 61 41 39 55

Fax: +86 21 61 41 39 66

Email: contact.asia@dragonsourcing.com

Dragon Sourcing Hong Kong

10/F Guangdong Investment Tower,

148 Connaught Road Central, Hong Kong
Tel:+852 91 80 40 57

Fax: +852 25 80 24 26

Email: contact.asia@dragonsourcing.com

Dragon Sourcing Vietnam

Room A1.03, Hoang Anh River View

37 Nguyen Van Huong Street, Thao Dien Ward,,
District 2, HCM City, Vietnam

Tel:+84 28 6685 3589

Email: hello@dragonsourcing.com

Dragon Sourcing Saudi Arabia

Thiga Bldg. 2nd Flr., Othman lbn Affan Road (Exit 7
King Abdullah Road Al-Waha District

Riyadh, Kingdom of Saudi Arabia

Tel: +966 11 810 2252

Email: hello@dragonsourcing.com

Dragon Sourcing India

Suite 1502, Sorrento,

Veera Desai Road,

Andheri West, Mumbai — 400053

India

Email: contact.india@dragonsourcing.com
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Disclaimer

The Analysis and Statements in this Report represent the considered views of Dragon Sourcing
Ltd (DSL). The Report includes ‘forward looking statements’ and opinions based on the analyst’s
current analysis and judgment of the Industry. Although DSL believes the outcomes expressed in
such ‘forward looking’ statements are based on reasonable assumptions, such statements are
not a guarantee of future performance and actual results or developments may differ materially
from those in forward- looking statements. Factors that could cause actual results to differ
materially from those in forward- looking statements include the general economic,
environmental, market, business or government conditions. While DSL has made every
reasonable effort to ensure the veracity of the information presented, it cannot expressly
guarantee the accuracy and reliability of the estimates, forecasts and conclusions. Information
presented in this report is simplified and need not be the exact, accurate process as defined by
FDA. Suppliers and others interested in obtaining FDA approvals and clearances should follow
instructions and information available in the FDA website only.

No part of this report may be distributed, copied or reused without prior written permission from
Dragon Sourcing Ltd. Please contact the author should you have any questions.

Komal Patel
Email: komal.patel@dragonsourcing.com
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