BO KHOA HQC VA CONG NGHE CONG HOA XA HQI CHU NGHIA VIET NAM
TONG CUC TIEU CHUAN Pijc 1dp - Tw do - Harh phic
PO LUONG CHAT LUQNG

Sé: /790 /TPC-TBT Ha Ngi, ngay 42 thing £ ndm 2020

V/v thdéng tin vé xuét khiu khiu
trang sang Hoa Ky

Bé cc“)NG THUONG | Kinh gui:

57.7 - Bo Céng Thuong;

{]EN oy 7////20 -BG Y té;

Chuyén:
JLluuhd sgsé: .

- Phong Thuong mai va Cong nghiép Viét Nam (VCCI);
............... - Higp hoi Dét May Viét Nam.

Trén co s& yéu cdu cta Tong cuc Tiéu chuin Po luong Chét lugng (Vin
phong TBT Viét Nam), Co quan théng b4o va hoi dap qudc gia vé TBT ctia Hoa
Ky da gfri cac thdng tin lién quan dén cac quy dinh bat bude khi xuit khiu khiu
trang y té sang thi tru'ong Hoa Ky, bao gbm ca quy dinh vé chirng nhéan FDA.
Téng cuc Tiéu chudn Po lwomg Chat luong (Tong cuc TCPLCL) xin giri dén
Quy Co quan, Pon vi céc théng tin nay, cu thé nhu sau:

1. Théong tin vé céic thiét bl bdo v€ ca nhin (Personal Protective
Equipment (PPE)) nhim kiém soat dich bénh:

- Khau trang phau thujt 14 loai khiu trang dung mét 1an, duoc thiét ké ¢é
miéng va mili cla ngudi deo khéng tiép xtic véi cac chét gay 6 nhiém trong moi
trrong, quy dinh tai Quy dinh s 21 CFR 878.4040. Khiu trang phiu thuft cé
thé dugc dan nhén 1a khau trang phiu thuat, khau trang céch ly, khiu trang nha
khoa ho#c khau trang y té. Khiu trang phau thuat bao gdm ca khéu trang co kinh
chin mat hojc khong.

- Khau trang N95 [a mét loai thiét bi bao vé ho h{ip duoc thiét ké ¢é pht
hop véi khuén mit va loc cac hat higu qua trong khong khi.

Chi dinh 'N95' ¢6 nghia l4 khi dugc kiém tra nghiém ngit, khdu trang dat
chuin N95 ¢6 thé ngan chin it nhit 95 phan trim cac hat thi nghiém rét nho
(0,3 micron). Néu gy.dungﬁung céch, kha ning loc clia khau trang N95 tét hon
nhiéu so véi khau trang thong thuong. Tuy nhién, ngay ca khi dugc trang b1
dung céch, khiu trang N95 curig khéng hoan toan loai bd duge cic nguy co mic
bénh hoac tir vong. - s

Mét s6 khéu trang N95. duoc ding dé sir dung trong co s& chiim séc y té.
Dic biét, cac thiét bj bao vé st dung mét 1an nay duoge cdc nhan vién y té ding
dé bao vé chinh ho va bénh nhéan khéi viéc 14y nhiém qua céc hat va dich trong
qua trinh tiép xtic véi bénh nhan. Cac khiu trang phau thuat N95 nay la cac thiét
bi loai II dugc quy dinh theo Quy dinh 21 CFR 878.4040 béi Cuc quan Iy Thyc
phém va Dugc phim Hoa Ky (FDA) va theo Quy dinh 42 CFR Phin 84 béi



Trung tam kiém so4t va phong ngira dich bénh - Vién Strc khoe va An toan Lao
déng Quéc gia Hoa Ky (CDC NIOSH).

Théng tin cu thé, dé nghi Xem tai trang web cia Cuc quén ly Thuc ph:?im
va Dugc phiam Hoa Ky (FDA): https://www.fda.gov/medical-devices/personal-
protective-equipment-infection-control/n95-respirators-and-surgical-masks-face-
masks. :

2. Lién quan dén tinh trang khén cap vé y t& do dich bénh Covid 19,
ngay 28/3/2020, co quan FDA cua Hoa Ky di cung cAp thong tin lién quan toi
cac nha san xudt, sin phim khdu trang ding mot lan nhép khdu va khéu trang
dung mdt lan khéng dwoc NIOSH phé chuin (Non-NIOSH- Approved
Disposable Filtering Facepiece Respirators), nhan vién chidm sdc stre khae, céc
don vi thu mua va phén phéi sin phdm y té; nha nhap khau, ban budn va céc bén
li€n quan khac (xem phu luc giti kém).

3. Ngodi ra, khi 6 kho khén trong vigc xuét khdu cdc san phdm néu trén
doanh nghiép c6 thé tim hiéu thém céc noi dung lién quan tai duong day nong
do Hoa Ky cung cdp. Dia chi lién hé véi duong day nong FDA COVID:

1-888-INFO-FDA(https://www.fda.gov/medical-devices/emergency-
situations-medical-devices/emergency-use-authorizations#,), bam * dé chon cac
thong tin khéc nhau.

- Dja chi email: Déi véi khau trang:

CDRH-COVID!9-SurgicalMasks(@)fda.hhs.gov

- Déi véi thidt bi xét nghiém, chan doan:

COVIDI19DX@FDA .HHS.GOV

Thai gian: Thir Hai-Thir Sau: 8h00 - 24h00. Ngay 1é: 8h00- 20h00.

Téng cuc TCDLCL xin gii Quy Co quan, Pon vi céc thdng tin trén va
kinh dé nghj phé bién, cung cép dén cac doanh nghiép xudt khdu lién quan va
phan héi théng tin cho Téng cuc TCPLCL théng qua Vin phong TBT Viét
Nam, dja chi sb 08 Hoang Quéc Viét, Chu Gidy, Ha Noi, dién thoai
0243.7912.145, email tbtvn@tcvn.gov.vn trong trudong hop doanh nghiép gap
kh¢ khan khi dép iing cac quy dinh néu trén ctta Hoa Ky.

Trén trong cam on su hgp tac ciia Quy Co quan, Pon vi./ -

Noi nhinm: RI %EW%&G

- WNhu trén; O
- Luu: VT, TBT. - _"'_0_(:‘_




,. Phu lyc

AP CUA FDA VE CAP PHEP DO TiNH TRANG

] DICH BENH COVID 19

Yin s6 4190 /TDC-TBT ngay 42 théng £ ndam 2020 cia
#ong cuc Tiéu chudn Po luomg Chdt legng)

| {’( ﬂ U.S. FOOD & DRUG
~ - ADELN|STRATION

March 28. 2020

To:  Manufacturers of Iniported. Nou-NIOSH-Approved Disposable Filtering Facepiece
Respirators;
Health Care Persommel:
Hospital Purchasing Departinents and Distributors:
Importers and Conunercial Wholesalers; and
Any Other Applicable Stakeholders.

Dear Stakeholder:

Ou February 4. 2020, pursuant to Section 364 1)C) of the Federal Food, Drug, and
Cosmetic Act (the Act) (21 U.S.C. §360bbb-3(b)(1){C)), the Secretary of the Department of
Health and Hunag Services (HHS) determined that there is a public health emergency that has
a significant potential to affect national security or the health and security of United States
citizens living abroad, and that involves the virus that causes COVID-19. Pursuant to Section
564 of the Act. and on the basis of such determination, the Secretary of HHS then declared on
Maich 2. 2020, that circumstances exist justifying the anthorization of emergency use of
personal respiratory protective devices during the Caronavirus Disease 2019 {COVID-19)
outbreak. subject to the rerms of any authorization issued under that Section.!

On March 24. 2020. in response to this evolving public ealth emergency and continued
filtering facepiece respirator (FFR or respirator) shortages. FDA concluded based on the totality
of sciennfic evidence available that certain imported disposable FERs that are not NIOSH-
approved are appropriate fo protect the public health or safety (as described under section 1T

(?cope of Authorization} under section 564 of the Federal Food, Drug. and Costnetic Act (Act)
21,U.8.C. §360bbb-3).

On March 28. 2020. to further address the shortage of disposable FERs. FDA determined it was
necessary to reissue the March 24, 2020 letter in order to amend the Scope of Authorization
(Section II) to additionally authorize the use of authorized respirators that have been
decontaminated pursuant to the terms and conditions of an autherized decontaniination system.

' U.S. Department of Health and Human Services. Determmation of a Pubhe Health Ewiergency: end Decloranon
thot Circumstances Exist Justifong Anthorizanons Pursneant to Section 364tb) of the Federal Food, I g, ol
Cosmette der. 27 U.S.C§ 360bbb-3 83 FR 7316 (February 4. 2020). U.S. Department of Health and Hunian
Services, Declaranon thar Civcumstances Evist Justifiing Authori=atrons Pursiant 1o Secnon 364 of the Federal,
Food, Dheg, and Cosmenc Ao, 21 U25.€. 5 360bbb-3. Mareh 2. 2020,

* For purposes ol this EUA. an “authorized decuntamination syslent” means uny decontamination system that has
been issued an EUA. Authorized decontamination systems can be foumd ou FDA's Emergency Use Authomzation
webpage. avmlable at: htrps:fvww fda gofenergeneyv-prepirednesy-qud-responseimeni-le gal-reguiator -aud-

clicv-frameworkieniergency nse-authorization.
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Having conciuded that revising the EUA is appropriate to protect the public health or safety
under section 564(g)(2}c) of the Act (21 U.S.C. § 360bbL-3(2)2)(c)), FDA is reissumg the
March 24, 2620 letter in its entirery with the amendment® incorporated to authorize the
emergency use of;

1) Authorized respirators listed in Exhibit I for use in healthcare settings by
healtheare personnel (HCPY when used tn accordance with CDC
recouumnendations to prevent wearer exposure to pathogenic biological airborne
particulates during FFR shortages resulting from the COVID-19 outbreak: and,

) Authorized respirators listed tn Exhibit 1 char have been decontaminated
pursuant to the terms and conditions of an awhorized decontamination system
for use in healtheare settings by HCP when used in accordance with CDC
reconendations (o prevent wearer exposure to pathogenic biological aithorne
particulates during FFR shortages resulting from the COVID-19 outbreak.

This EUA does ot affect the previons March 2, 2020, EUA {reissued on March 27. 2620. and
again on March 28. 2020). which authorizes, in part. the emergency use of certain respirators
approved by NIOSH. in accordance with 42 CFR Part 84, as non-powered ait-purifying
particulate FFRs for use in healtheare settings by HCP o prevent wearer exposure to patlogenic
biological anborne particulates diring FER shortages resulting from the COVID-19 ouibreak.
purshant to Section 564 of the Acr.

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Actare met. I ani authorizing die emergency use of the authotized respirators. as described in
the Scope of Authorization (Section I} and pursnant to the Couditions of Authorization (Section
IVY of this letter for use in healthcare settings by HCP when used in accordance with CDC
recominendalions to prevent wearer exposure Io pathogenic biological airborne particulates
during FFR shortages resulting from the COVID-19 outbreak.

For the most cutremt CDC recommendations on optimizing respirator use, pfease visit CDC's
webpage: Suategies for Optimizing the Supply of N9S Respirators. This FUA dogs not penmit
use of autherized respirators by the general public.

1. Criteria for Issuance of Authorization

I'have concluded that the emergency nse of authorized respirators as described in the Scope of
Authorization (Section I1) of this fefter for use in healtheare settings by HCP to prevent wearer

! The March 28, 2020 amsndwent to the March 24, 2020 Ieter revises the scope of authotized respimtoss to inglude
authorized respirators listed in Exhibir { that are deconraminated using 2n authorized decontamination system.

* Healtheare pessountl refers to all paid and uopaid persons serving i healtheare settings who have the potential for
direct or indirect exposurs 1o patients or infections materinls. incloding body substauces (c.g.. blood. tissue, and
specific body flinds): centanunated medical supplies, devices. and equripment: contaminated envirenmental snefaces;
or centaminated aw. These heabtheare personnel dnclude, but are not lmited to. emergency medicat service
personnel. nurses. arsing assistnts, physicians, recluncians. therapists, phiebotomists. pharmacists, dentists and
dental hygienists, students and tramees. contractual staff not emploved by the healtheare facility, and persons not
dicectly mvolved in patient care. but who could be exposed to infeciious agents that ean be transinilted in the
bealtheare senting (¢.g., clerical, dietary. enviromnental servicss, lanndry, seonity, engineering and facilities
management. administranive, billing, and volunteer persomel.
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exposure to pathogenic biological airborne particulates during FFR shortages resulting from fhe
COVID-19 outbreak meets the criteria for issuance of an authorizarion under Section 364(¢) of
the Act, because I have concluded that:

1. SARS-CoV-2. the virus that causes CQVID-19, can cause a serious or life-tlyeatening
disease or condition, including severe respirarory illness. ro humans infected by this
virus:

2. Based on the tomality of scientific evidence available to FDA. it is reasonable 10 believe

that the anthorized respirators may be effective in preventing HCP exposure to pathogenic
biological airbome particulates during FFR shortages. and ihat the known and potential
benefits of the authorized respirators, when used to prevent HCP expostie to such
particulates during FER shortages during COVID-19, outweigh the known and potential
risks of such products; and

3. There is no adequate. approved. and available alternative to the emergency use of the
cerfain respirators for prevemting HCP exposure to such particulates during FFR
shortages to prevent disease spread. ¢

IL. Scope of Authorization o
P
[ have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is _‘@-

limited to the use of the authorized respirators listed in Exhibit 1. and to authorized respirators
listed in Exiibit 1 that have been decontaminated pursuant to the terms and conditions of an
authorized decontamination system, for use in healthcare setrings by HCP as recoimended by
CDC to prevent wearer exposure to pathogenic biological airbome particuiates during FFR
shortages resulting from the COVID-19 outbreak.

Respirators Eligible for Authorization under this EUA

. Respirators meetng the criteria in the following two categories are eligible for authorization
under shis EUA as described in this section {Scope of Authorization {Section II)). Respirators
that satisfy the eligibility criteria in nwnerals | and/or 2, and that meet the terms and conditions
(Conditions of Authorization (Section IV)} of this EUA will be listed in Exlibit 1 pursuant to the
procedure outlined below. The categories of eligibility are as follows:

1. Disposable FFRs that have been desigued, evaluated, and valldated to meet 2 given
performance standard and have corresponding acceptable product classifications,
as follows:

¥ No other ¢ritena of isswapce have been preseribed by regulation uader Secrion 3640e)(4) of the Act.

¥ There are not sufficient quantities of FFRs that ave both NIOSH-approved and meet FDA regudatory requirements
1o mest the needs of the ULS. healthcare system. These disposable respirators nre an integral part of rourine patient
care. Providing HCP who are on the forefront of the COVID-19 response with FFRs consistant with the £ 130 s
guidance and reconmendations is necessary in order to reduce the risk of illness in HCPs and merease their
willuguress fo provide case 1o affected patients or Hhose suspected of having COVID-19.
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Table I
| ' . Performance Acceptable Standards/ Protection
“Jurisdiction® product Guldance Factor > 10
Standard -
classificarions Docunerts
. ASNZS ASNZS YES
. fu- »
Australia 1716:2012 Pi.p2 1715:2009
. ABNT/NBR - Fundacento YES
Brazil 13698.2011 PEFS.PEE2 1 o0t 1894
Entope EN 1492001 FFP3.FFP2 | EN 529:2003 YES
. DS/DL3 TIS T8150; YES
1 w2 '
Japan JMHL W-2000 DS/DL2 2006
KOSHA i
Korea KMOEL-2017-64 | Special 1 | GUIDE H-82- YES
| 2015
N1G0, P100,
_ ] R100. N99. , YES
Y i | hY LY
Mexico NOM-116-2009 P99, RS9 NOS. NOM-116
P93, R93

2. Dispesable FFRs which have a marketing authorization in one of the following
regulatory jurisdictions:

Ewropean CE Mark

Australian Register of Therapeutic Goods (ARTG) Certificate of Inclusion

Health Canada Licence
Japan Pharmaceuticals and Medical Device (PMDA)Ministy of Health
Labour and Welfare (MHLW)

In order to be added fo Exhibis 1 as an authorized tespirator nnder this EUA. matufacturers
and/er importers st send a request to FDA by email of thelr intent to import non-NIOQSH
approved disposable respirators that are eligible for authorization under 1 and/or 2 above. The
marfacturer or importer should send a request to be authorized under this EVA by email to
FDA at CDRH-NonDia gnosticEUA-Templates@r:fda hhs gov with the following information.
which will allow FDA to determine whether the disposable respirator meets the criteria to be
added to Exlhibit 1 as an authorized respirator under this EUA:

) Specity the manufacturer, model mumber(s}. marketing authorization/eettiticate from
another regulatory authority or conformity assessment body acting on their behalf
{including the authorization number (if any)), certificate of conformity {if available).

Canada is not listed becanse it allows self-declararion to NIOSH or equivalent standards.
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applicable perforimance standards that their product imeets. and any applicable
gilidauce documents.

. An estimate of the number of respirators you are planning to import during the public
liealth emergency,
» A copy of the product labeling. Respirators nwust comply. at a minimum, witl the

labeling requirements in conditions A and B under the Conditions of Authorization
(Section IV) of this letter.

Once FDA receives the above information, and any additional information it needs to confirm
applicability of the imported dispusable tespiratony witl eligibility under the categories outlined
above. FDA will notify the manufacturer of the inclusion of their authorized respirator(s) in
Exhibit 1 under this EUA by replying to the manufacturer’s or miporter’s email.

Authorized Respirators

The above described authorized respirators listed in Exhibit 1. when labeled as described in this
letter, are awthorized 1o be distributed 1o and used in healthcare setfings by HCPs when used in
accordance with CDC’s recommendations under this EUA. despite the fact that they do not meet
certain requirenuents otherwise required by applicable federal law,

Additionally, authorized respirators listed in Exhibit 1 that have been decontaiinated using an
authorized decontamination system remain authorized uuder this EUA to be used in liealtheaze
settings by HCP when used in accordance with the tenus and conditions of the authorized
decontamination system without the need for any action by the respirators” manufacturer. despite
the fact that they do not meet certain requirements otherwise required by applicable federal law,

[ have concluded. pursvant to Section S64(d)}(2) of the Act. that it is reasonable to believe that
the known and potential benefits of the authorized respirators when used consistently with rhe
Scope of Authorization of this letter (Section IT). outweigh the known and potential risks of such

products.

[ have conciuded. pursnant o Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA. that it is reasonable to believe that the authorized respirators may be
effective at preventing HCP exposure to certain particulates to prevent disease spread. when used
consistently with the Scope of Anthorization of this letter (Section II). pursuant to Section
S6HcH2MA)Y of the Act,

FDA has reviewed the seientific information available to FDA. including the information
supporting the couclusions described i Section I above. and conclude that the authorized
respitators, when used in healtheare settings to prevent HCP exposure to certain particulates to
prevent disease spread (as described in the Scope of Authorization of this letter (Section II)).
meet the criteria set forth in Section 564(¢) of the Act concering safety and potential

effectiveness,

The emergency use of the authotized respivators under this EUA must be consistent with. and
may not exceed. the terms of this letter. including the Scope of Authorization (Section II) and the
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Conditions of Authotization (Section IV). Subject to the tenus of this EUA and under the
circunstances set forth in the Secretary of HHS's deternination under Section S64(bX 1)
described above and thie Secretary of HHS's conresponding declaration neder Section 364(b)(1).
the autherized respirators are autherized to be used in healtheare settings by HCP under the
terms and conditions of this EUA. EUA amendments may be unidertaken as needed with
concurrence of. OST/CDRH. Division of Iufection Control and Plastic and Reconstructive
SurgeryiCDRH, and OCET/OCS/OC.

This EUA will cease to be effective when the HHS declaration that circumstances exist to justify
the EUA 1s terminated under Sechion $64(b)(2) of the Act or when the EUA is revoked under
Section 564(g) of the Act,

HI Walver of Certain FDA Requirements

[ am waiving applicable curvent good manufacturing practice requirenients, including the quality
systetn requurements under 21 CFR Part $20 with respect to the design. manufactwe. packaging,
labeling. storage. and distribution of the authorized respirators that are nsed in aceardance with

this EUA.
IV. Conditions of Authorizatlon

Pursuant to Section 364{e} of the Act. Tam establishing the foliowing conditions on this
autharization:

Alanafacturers of Authortzed Resplrators

A, Manufactrers of anthorized respirators are required fo publish the intended use and other
mstetions (such as fit testing, cte.) about all autherized models that are inyported and
awthortzed under this EUA on their website i English. Additicnally, manufacrurers st
notify FDA by emailing FDA at CDRH-NonDiagnosticEUA-Templatesf fda.hhs. gov of
the website address (URL) that meets this condition. FDA will make this information
available to the public on its EUA website at hitps:/#wuw- fda. eovimiedical-
devices/emergency-sithations-edical-devices emergency-use-
authorizationsscovid] dppe. Manufacturers must notify FDA of any changes to this page,

B. In addition to the above electronic labeling condition, manufacturers of authorized
respirators are additicnally required to include a letter, in English, that can be distributed
to cach end user facility (e.2.. each hospital. etc.) that receives the authorized respirator
motlel. This fetier must inelude the authorized respirator’s manmfacturer. model. intended
use. manufacturer’s webpage {if applicable). etc.

C. Manufactirers of authorized respirators will notify the importer (if applicabie) of the
terms and conditions of this EVA and ensre that the end user facility (¢.g., cach hospital,
etc.) that receives the authorized respirarors also receives the information required under

Condition B,
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D. Manufacturers of authorized respirators will have a process in place for reporting adverse
events of whicl they become aware and send such reports ro FDA.

E. All descriptive printed material relating to the use of the authorized respirators in the
United States shall be consistent with applicable CDC recommendations for use during
the COVID-19 outbreak, as well as the terms set forth in this EUA.

F. No descriptive printed watter relating to the use of the authorized respirators in the
United States may represent or suggest that the product is safe or effective for ihe
prevention of COVID-19.

G. Manufacturers of authorized respirators will ensure that any records associated with this
EUA are maintained until otherwise notified by FDA Such 1ecords will be made
avatlable to FDA for inspection npon request.

H. Manufacturers of authorized respirators that are decontarninated by an authorized
decontamination system arc not responsible for any additional conditions that may apply
to the manufacturer and/or operator of the decontamination system. unless they are the

same manufacturer.
Importers

I All descriptive printed material relaring to the nse of the authorized respiraters shall be
consistent with applicable CDC recommendations for use during the COVID-19
ourbreak, as well as the terns set fortl in this EUA.

J. No descriptive printed material relating io the use of the authorized respirators may
represent or suggest that the product is safe or effective for the prevention of COVID-19.

K. Importers of authorized respirators will notify manufacturers of the terms and conditions
of this EUA and ensure that the end user facilily (e.g.. each hospital, etc.) that receives
the authorized respirators alse receives the information required under Condition B,

L. hmporters of authorized respirators will ensure that any records associated with this EUA
are maintained uniil the end of this public health emerzency.

Manufacturers and/or Operators of Authorized Decontaminatiou Systems

M. Each manutacturer and/or operator of an authorized decontamination system for
decontamination of authorized respirators must comply with the Conditions of
Anthorization and authorized labeling as set forth in the Letter of Authorization for the

authorized decontamination system,

The emergency use of the authorized respirators as described in this letter of authorization must
comply withi the conditions and all other terms of this authotization,



