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Preface % x
Public Comment <7 U v Zaxrk

This guidance is being issued to address the Coronavirus Disease 2019 (COVID-19) public
health emergency. This guidance is being implemented without prior public comment because
the Food and Drug Administration (FDA or Agency) has determined that prior public
participation for this guidance is not feasible or appropriate (see section 701(h)(1)(C) of the
Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 371(h)(1)(C)) and 21 CFR
10.115(g)(2)). This guidance document is being implemented immediately, but it remains
subject to comment in accordance with the Agency’s good guidance practices.

ZDOHA X AL, Coronavirus Disease 2019 (COVID-19) CTOARME AR A FRE~DOXIIG & L TAFE
THLOTHD, ZOHA XA, NT VT ary NefThPICEMT 5, L0 ) O, B
EEHELT (LLF. FDA F£720% Agency) X, ZDOHA X2 RHTHHERTO/NT U v 7 OB,
B oD WNTHME TRNWEPRTE LT bTh D (EHEMEIEM YL (FD&C Act) (21 U.S.C.
371(h)(1)(C)) K O* 21 CFR 10.115(g)(2)® section 701(N)(L)(C) &SRO Z &), ZDOHA X A FED
IZFERhT 5 A3, “Agency’s good guidance practices” (2t T, = A > b DZFEITMRE L TV 5,

Comments may be submitted at any time for Agency consideration. Submit written comments to
the Dockets Management Staff (HFA-305), Food and Drug Administration, 5630 Fishers Lane,
Rm. 1061, Rockville, MD 20852. Submit electronic comments to https://www.regulations.gov.
All comments should be identified with the docket number FDA-2020-D-1136 and complete
title of the guidance in the request.

Additional Copies

Additional copies are available from the FDA web page titled “COVID-19-Related Guidance
Documents for Industry, FDA Staff, and Other Stakeholders,” available at
https://www.fda.gov/emergency-preparedness-and-response/mcme-issues/covid-19-
relatedguidance-documents-industry-fda-staff-and-other-stakeholders , and the FDA web page
titled “Search for FDA Guidance Documents,” available at
https://www.fda.gov/regulatoryinformation/search-fda-guidance-documents. You may also send
an email request to druginfo@fda.hhs.gov, ocod@fda.hhs.gov, or AskCVM@fda.hhs.gov
to receive an additional copy of the guidance. Please include the docket number FDA-2020-D-
1136 and complete title of the guidance in the request.

Questions

For questions about this document, contact (CDER) CDER-OPQ-Inquiries@fda.hhs.gov,
(CBER) the Office of Communication, Outreach, and Development at 800-835-4709 or 240-
402-8010, or (CVM) AskCVM@fda.hhs.gov.
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Good Manufacturing Practice Considerations for Responding to
COVID-19 Infection in Employees
in Drug and Biological Products Manufacturing

=ML &k AEYFHRARETO
WEEB D COVID-19 BRIIZXITHT2HD
GMP H b DE EEIE

Guidance for Industry ERMTHAF R

This guidance represents the current thinking of the Food and Drug Administration (FDA or
Agency) on this topic. It does not establish any rights for any person and is not binding on
FDA or the public. You can use an alternative approach if it satisfies the requirements of the
applicable statutes and regulations. To discuss an alternative approach, contact the FDA staff
or Office responsible for this guidance as listed on the title page.

‘0)774/// 1, EROFEICOWTAMLERLT (LLTF., FDA £7213 Agency & #it) OBMGDOE 2T
ERLIELOTHL, ZOHA XA i%—*m(fww\ ’ﬂb w72 5 8ER % 5-2 5 H O TIERW L, FDA B 5
WD A& B RRT D LD TH RV, b LN T 258 X ORI ERICEAT 2 b o THIUE, Blo

T —F T2 LRk, %I(DT/D FNZOWTHERETAHTDITIE, ZA FLVEIZY A RER
TWAFD, ZOHAZ 2 RZKHET A FDA D EH A WNIA T 4 A LEKE LA L,

l. Introduction (X T ®IZ

FDA plays a critical role in protecting the United States from threats such as emerging
infectious diseases, including the Coronavirus Disease 2019 (COVID-19) pandemic. FDA is
committed to providing timely guidance to support response efforts to this pandemic.

FDA (%, Coronavirus Disease 2019 (COVID-19)% &, HrBLEEYYIE (emerging infectious diseases) O JX 9
IRfEMRIRTIEN D, GREZSFHLERREE 2> TnD, FDAX, ZOXRUT I v 7 ~Oxt
ISBN BT DD, ALY =R HA X AZRET L2212, BEHEZLTWD

FDA is issuing this guidance to provide recommendations to drug and biological product
manufacturers'? regarding:

FDA i3, 3L, B L OAEFRRE ORGESRHA 12126 LT, LUTICB L TOHER 23206475
2O, TOHAZ L AZFITTHHDOTHD

« Manufacturing controls to prevent contamination of drugs®
RS DIEY A 5 < To b DRIEE B 3

* Risk assessment of SARS-CoV-2 as it relates to drug safety or quality
3G ORI B 5 554 D SARS-CoV-2 GRIEZM) DU A7 T A A |k
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ARIE - F o v o A L AEYSE O IEXAFRIE [COVID-19) (WHO 0 202042 A 11 HRKTH 5,
T A VAL ONTIE, EEET AV ASGEER SN 2020452 A 7 B £ TIZ, SARS (FJEAME
FEIR ZRIEMERE) A LA (SARS-CoV) DUlikfETdH D & LT [SARS-CoV-2) &4fHT7z,

* Continuity of manufacturing operations
ROEEE O

* 5k ok %k

1. For purposes of this guidance, the term drug manufacturer is used herein to mean entities that make human or animal
active pharmaceutical ingredients, prescription drugs, over-the-counter drugs, biological drug products, as well as drugs
prepared by outsourcing facilities registered with FDA under section 503B of the Federal Food, Drug, and Cosmetic Act
(FD&C Act) (21 U.S.C. 353b) or compounding pharmacies regulated under section 503A of the FD&C Act (21 U.S.C.
353a).
ZDHAF L ADAMICIES LA T, “drug manufacturer” (E3EFHLERE) Lo HFEIL. ZoHA ¥
AT, DEHE L E SR bR TS (Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 353b)) @
section 503B @ [T, FDA IZ%8k L TV DM ZRED EIE USR] & 5 iE TFD&C Act (21 U.S.C. 3533)
? section 503A Db & THEUMZ 5 F 2IAET) 3250 Z L. Te ML OBMAEIRERTIFEE), )%
), TOTC EHE M), [EWFiRAl) 2 8ET SFTOMRAK (entities) BRI 2D & LTHEMT 2,

2. Drug products compounded by State-licensed pharmacies and Federal facilities that do not register with FDA as
outsourcing facilities and that meet all of the conditions in section 503A of the FD&C Act, while not subject to current
good manufacturing practice requirements, are subject to other provisions in the FD&C Act including section
501(a)(2)(A) (21 U.S.C. 351(a)(2)(A)). Accordingly, references throughout this guidance regarding the application of
current good manufacturing practice requirements to drug manufacturers are not intended to address such compounding
pharmacies. However, these compounders should implement additional controls and processes to prevent or correct
insanitary conditions whereby drugs could become contaminated. This should include measures to prevent ill employees
from compounding drugs and enhanced cleaning, sanitization, and if necessary, sterilization, of facilities and equipment.

MONEZEREMERY & L C FDAIZEER STV BLO [CGMP % ] 41720 A3 FD&C Act @ section 503A
DETORMICAHEKT D) ATOAREGR O (State-licensed pharmacies) ., 8 L UM Dliig% (Federal
facilities) (2 J » CiliAI S 7= EH A%, section 501(a)(2)(A) (21 U.S.C. 351(a)(2)(A)) % & i FD&C Act Dt
FHEEZTDH LI D, fE- T, EEMMEEZITHT 2 COMP ZROBEHICEAL T, oA ¥ A%
HWLTOZRIT, ZOMKRHFER~OF K EZEX L THNTHRY, LNLRN L, Zi0 OAIZEE L
IS DVEYLT 5 02 b EI R O IERAERPIRIB A B <o, BT 5700, BMOERB IO v A %179
RETHD, ZHUCE, EEGLOFE TORY L-1EEE (il employees) OHEBRZ T 572D D)%, Mgk

(facilities) & F&2s (equipment) DIEHL, V=T —T 2> (HFE). FLTH LLETHIUL, BHEE2ED
HbDOThHDHZ

3. For purposes of this guidance, the term drug or drugs as used throughout this guidance includes biological products.

ZDOHA XL ADHMDTZDIZ, Bigh A 42 ATk, AWREI 2GS CESES (drug or drugs) o &6 %

M35,
Kok sk ok -
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This policy is intended to remain in effect only for the duration of the public health
emergency related to COVID-19 declared by the Secretary of Health and Human Services
(HHS) on January 31, 2020, effective January 27, 2020, including any renewals made by the
HHS Secretary in accordance with section 319(a)(2) of the Public Health Service Act (PHS
Act) (42 U.S.C. 247d(a)(2)). However, the recommendations described in the guidance are
expected to assist the Agency more broadly in its continued efforts to assure the safety and
quality of drugs and maintain the drug supply beyond the termination of COVID-19 public
health emergency and reflect the Agency’s current thinking on this issue. Therefore, within
60 days following the termination of the public health emergency, FDA intends to revise and
replace this guidance with any appropriate changes based on comments received on this
guidance and the Agency’s experience with implementation.

Z O J7%+%. Public Health Service Act (PHS Act) (42 U.S.C. 247d(a)(2)) Dt 7 < = > 319(a)(2) (21
VY, Secretary of Health and Human Services (HHS)23, 2020 451 A 31 HAHF (Z&%hH : 2020 4 1

H 27 A) HEZE L= COVID-19 IZBb 5 ARG A H FEROMM T OHLFNTHL Z L2 AR
ELTWD, LLERD, ZOHA X2 AR HERE L, ERGORZ ML WE 2 RGET

D 12 DIZZ DORERERIES S~ XV IRWEIFHIZ 72 - T FDA A B)iF. COVID-19 DA A
FHRROKEZ BEELOMGEHERFL, £ LT, ZORBEIZ OV TO FDA OB R OE 2 %
S L Z EnMI SN D, EABIC, ZOAREABRSFROKER 60 ARMLUANIZ, Z0
HAZ L AZBEL T, ZOHAF L AZONWTRELIZaA s e ZRa L TO FDA
DIRBRIIES &, WU REEZIT> T, ZOHA X RTES WA D LaE@H LTS

Given this public health emergency, and as discussed in the Notice in the Federal Register of
March 25, 2020 (85 FR 16949), titled “Process for Making Available Guidance Documents
Related to Coronavirus Disease 2019,” available at
https://www.govinfo.gov/content/pkg/FR2020-03-25/pdf/2020-06222.pdf , this guidance is
being implemented without prior public comment because FDA has determined that prior
public participation for this guidance is not feasible or appropriate (see section
701(h)(1)(C) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C.
371(h)(1)(C)) and 21 CFR 10.115(g)(2)). This guidance document is being implemented
immediately, but it remains subject to comment in accordance with the Agency’s good
guidance practices.

INRAETAE BB FHRENE Z 572 Z & T, % LT Notice in the Federal Register (March 25, 2020
(85 FR 16949)) @ “Process for Making Available Guidance Documents Related to Coronavirus Disease
2019”7 ( available at https://www.govinfo.gov/content/pkg/FR2020-03-25/pdf/2020-06222.pdf) Ti&im
SNTNDLDERIRIZ, ZOHA L RIE, NTV w7 ar s Mz RWTOERE D,
EWVWI DX, FDAIZZ DI A X o AZFAIOEROSINT, 5 Tidzwvy, & L <3 i
RWNEPRIE LT B TdH D (Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C.
371(h)(1)(C)) # L% 21 CFR 10.115(g)(2))® section 701(h)(1)(C)EZBIBD = L), ZDOHA X v A
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LEZ, BEHICEmBINDHDOTHDHH, FDA O good guidance practices (ZiE>TH = A > kD
ZREITE - TV D,

In general, FDA’s guidance documents, including this guidance, do not establish legally
enforceable responsibilities. Instead, guidances describe the Agency’s current thinking on a
topic and should be viewed only as recommendations, unless specific regulatory or statutory
requirements are cited. The use of the word should in Agency guidance means that something
Is suggested or recommended, but not required.

FEENZ Z DA F o ALEEED, FDA D HA X o ALERIEN R 2 FFOET2ED
HHDOTIERRN, LA, A X 2L, & HMBEIZ OV TO FDA OB TOE 2 5 % ik
REEbDOTHY, Wik (regulatory (% : “HIEE" 2aTe) F£7003 statutory (sliei:) OBLE
FIHSILTWRWRY | #1EL L TRARTRELDTH D, FDA DI A X ATH “should”
OHFEFERIZ, mRB X OHERZEER L TEBY ., ZRFEHZEWRT SO TR,

1. Background ' &

There is currently an outbreak of respiratory disease caused by a novel coronavirus. The
virus has been named “SARS-CoV-2” and the disease it causes has been named
“Coronavirus Disease 2019” (COVID-19). On January 31, 2020, HHS issued a
declaration of a public health emergency related to COVID-19 and mobilized the
Operating Divisions of HHS.*  In addition, on March 13, 2020, the President declared a
national emergency in response to COVID-19.°

HAE, Filoaa 7 A )V ANEKRS 5 MR RE B OEIFE (outbreak) 234 L TW5E, 2D
7 A VAL “SARS-CoV-2" E4FHITFHNTEY ., DAL, “Coronavirus Disease 2019”
(COVID-19) £ DAFENH-2 AL T4, 202041 A 31 HIZ, HHS X COVID-19 (2B L T
DINRAGEBRAEIEDE S 2% LT, HHS @ Operating Divisions 2381 B S 7= 4, #(Z 2020
3 H 13 BIC, KHifHIZ COVID-19 (2B L COEZFIEFH FReE HAEL 72 5

COVID-19 disease is caused by SARS-CoV-2, a member of the corona family of viruses
(Coronaviridae), which are single-stranded positive sense RNA (ss (+) RNA) viruses
ranging from 120 to 160 nanometers in size.®

COVID-19 #KHiE, SARS-CoV-2 ICL»THlEE I SND, ZDOUANATan T F

(corona family) (ZJ8 L. —AE{~7 7 A$H RNA 71 /LA (single-stranded positive sense RNA (ss
(*)RNA)) A NLVATHY, TOKE X120 5 160 nm (0.12~0.16 um) DRKX X
DFIPAIZ B 5 ©,

The preliminary results of recent research indicate the following regarding SARS-CoV-2:
BT OO i) 72t F1E, SARS-CoV-2 [IZBL TULF DO Z & & /RLTWD ¢

. MRS CREEN A O Tl 2 L TR SV, FROUIFSCE Bide 72 O D55 & U Pharma-bio Futakami
FTAT- A=A XRAKHR TR Lt 0T RUELT, BIR BELLTYA T IARHY £,
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It is stable for several hours to days in aerosols and on surfaces’

=7 a Y L REB I OFRE L CTHEEFMNOEBRZETCHD T

The incubation period of SARS-CoV-2 and other human coronaviruses such as
SARSCoV-1 and MERS-CoV is 2 to 14 days®

SARS-CoV-2 3 L TN SARSCoV-1 3 LY MERS-CoV D L 5 722 dflid b Mgkt = v
VA L ADRYIMIZ 2 ~14 BRI TH S 8,

The Centers for Disease Control and Prevention (CDC) describes how COVID-19
spreads on their website.’

CDC (Centers for Disease Control and Prevention) (%, & @ website T COVID-19 238 & OFRIZIA
MWD NIRRT S,

4 Secretary of Health and Human Services Alex M. Azar, Determination that a Public Health Emergency Exists (Jan.
31, 2020, renewed April 21, 2020), available at

https://www.phe.gov/emergency/news/healthactions/phe/Pages/default.aspx.

5 Proclamation on Declaring a National Emergency Concerning the Novel Coronavirus Disease (COVID-19)

Outbreak (Mar. 13, 2020), available at https://www.whitehouse.gov/presidential-actions/proclamation-

declaringnational-emergency-concerning-novel-coronavirus-disease-covid-19-outbreak/.

6 PE Pellett, S Mitra, and TC Holland, 2014, Basics of Virology. In: AC Tselis, J Booss, editors, Handbook of Clinical
Neurology, Elsevier B. V., Vol. 123.

7 One limited study found that the virus remains viable in aerosols throughout a 3-hour test period, up to 4 hours on
copper, up to 24 hours on cardboard, and 2 to 3 days on plastic and stainless steel

(https://www.nih.gov/newsevents/news-releases/new-coronavirus-stable-hours-surfaces).

8 https://www.cdc.gov/coronavirus/2019-ncov/hcp/fag.html

9 https://mww.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/how-covid-spreads.html

I11.  Manufacturing Controls to Prevent Contamination of Drugs
R DIHFG 2B < T DRGSR B

Drug manufacturers are expected to prevent or mitigate potential adverse effects on the
safety and quality of drugs from an infected or potentially infected employee engaged in
drug manufacturing.

During the COVID-19 public health emergency, drug manufacturers should review the
following current good manufacturing practice (CGMP) regulations and
recommendations regarding restriction of sick employees from production areas:

Frj Pharma Solutions Co.Ltd, PRSI CERHENAE O T ¥ 2 U C R IV, RIE L A2 Fide 72O DEE & U Pharma-bio Futakami
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[ 5 i UG A T E%%@ﬁm%ﬁﬁéﬂﬁbt\%émjm%waéﬂ%ﬁ@@é
MEED D, EIRMHOLEME LU E~OBTEN 2B EZ T 2 VIR 5
DR E IR~ TN D,
COVID-19 D ARM/ AR B FERRERE P IL, ER M EOESEE 34 PE K ) & DR KR DOIEE R~
DOFIFNTBIL T, LLFIZBR 5 CGMP HlAI L HEEZ L B2 —F 52 &

For drug products, 21 CFR 211.28(d), “Personnel responsibilities,” requires that:
AL IZBE LT, 21 CFR 211.28(d), “Personnel responsibilities,” ((EEEOEMT) X, kD Z
EHERFDRL TS

Any person shown at any time (either by medical examination or supervisory
observation) to have an apparent illness or open lesions that may adversely affect
the safety or quality of drug products shall be excluded from direct contact with
components, drug product containers, closures, in-process materials, and drug
products until the condition is corrected or determined by competent medical
personnel not to jeopardize the safety or quality of drug products. All personnel
shall be instructed to report to supervisory personnel any health conditions that
may have an adverse effect on drug products.

(BEBR) EIFELOLEMED D VIR E IR L 52 20 b AR, 07
%Eﬁﬁ*?\ BIVN72f5 0 (open lesions) & Ff> (ZAVIXEEEZ Lﬁib%éb\‘i%£@¥??0)ﬁﬁf3i;
L2 BREX, 2555 Th, B EELE. AR PR
BLOEEMICEZEMARN &, 2 EOERPMBET 20, £3ERKD
oL ERMEYFICEI Y EEGLORZEMEE TN EILBRE B X W EHEIND E
ke S Z L j"\‘f@ﬂ‘rﬂéﬁi PRI E LS oW B% B 2 56 Fni

RO DR L REFINELZ D, BEEICRE TSI 0 REhTnDs 2 L,

For active pharmaceutical ingredients (API), the ICH guidance for industry Q7 Good
Manufacturing Practice Guidance for Active Pharmaceutical Ingredients (September
2016), section Il1., Personnel (3),'° recommends:

J5%E  (active pharmaceutical ingredients : API) (Z-2W Tld, ICH guidance for industry Q7
Good Manufacturing Practice Guidance for Active Pharmaceutical Ingredients (September 2016),
section I11., Personnel (3),20 Z#E1E9-% -

Personnel suffering from an infectious disease or having open lesions on the
exposed surface of the body should not engage in activities that could result in
compromising the quality of APIs. Any person shown at any time (either by
medical examination or supervisory observation) to have an apparent illness or
open lesions should be excluded from activities where the health condition
could adversely affect the quality of the APIs until the condition is corrected or
qualified medical personnel determine that the person’s inclusion would not

jmﬂma Solutions Bll;lm. VRSO CTREEN A O 2 A& L//C K& l/ N, ARSTIHE LA Fide - O D HE L U Pharma-bio Futakami @
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jeopardize the safety or quality of the APIs.

(324 T : JEIERLIZL D) %%Eﬁiﬁ%@%%ﬁ@?*ﬁé%ﬁ?ﬂw BE
OB DEEFREE (R ORBICRE L TV DA UIEH LI AR w2215
N H%GE) ([ChDHEEIE, EREICEF LW &, Fo, 2 IEEE OB
BIZED ., HONREEIREGEEH TS Z LM %bﬂt%li MEEIR B X

Elj{;ﬁf)‘ﬁ%g)tﬁrlg (CEREE 52 5BETNRHLGEITE. FORRENEIES
D, BDWVITREEZIT =R BELE N, 1EEL cﬁé%bf b JRFE D22 M
BB DRNZ EEHET HE T, fEEICEFEI TRV &,

For positron emission tomography (PET) drugs, 21 CFR 212.30, “What requirements
must my facilities and equipment meet?” states:

Ko B - O T g R 52 (positron emission tomography : PET) ®EHGHIZEI L Cix. 21 CFR 212.30
MH O F L ORI, S PDOERFHIZEB L TWD2? ] 1T, RO K S Ik~
Tn5

(a) Facilities. You must provide adequate facilities to ensure the orderly handling of
materials and equipment, the prevention of mix-ups, and the prevention of
contamination of equipment or product by substances, personnel, or
environmental conditions that could reasonably be expected to have an adverse
effect on product quality.

(ZEF) M R U TOZLERREESND LD, Mk it L2 dh
X722 57220 - JFRTEHS X OWEES ONEFFIE UWEHR Y, BFEIRIE] (mix-ups) DB IE,
Z LT TR SEICHEEREELFO L GHMIC TR INDFME, (FEEEH LN
IBRBESIEIC L > T, HERRDH D WL DIE YOIk |,

For biological products, 21 CFR 600.10(c)(1), “Restrictions on personnel — (1) Specific
duties,” states:

AW RO L IZ OV CIE, 21 CFR 600.10(0)(1) D “VEEEIZHOW T OHIBR—() W72k
B X, ROLHITERTND

Persons whose presence can affect adversely the safety and purity of a product
shall be excluded from the room where the manufacture of a product is in
progress.

(ZEN) WOzt JOMEICEREZ KT Rt/ 1L, TR
s DEIERITOI TV D Gk fEsierho) SENOHRT L2 &,

Drug manufacturers should vigilantly monitor employees who perform drug
manufacturing functions'! and have been exposed to others with confirmed or suspected
COVID-19 for symptoms of COVID-19 infection.'> Employees who (1) test positive for
COVID-19 (regardless of whether they have symptoms) or (2) have symptoms of

jmwa Solutions BII\JIII. Mg RS CREER N A O 20 b & L//C F& I/ N, ARSTIHE LA Fide - O D HE L U Pharma-bio Futakami @
PIO7NRa—2a  ZBABH oL b o TF, JUNELT B BET LA T ALY £,
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COVID-19 must be excluded from drug manufacturing areas in accordance with the
applicable CGMP requirements referenced above. FDA recommends that such
employees should not return to work in such areas until the CDC’s criteria to discontinue
home isolation are met, in consultation with health care providers.*?

PR AR 1 R LG DORERE A FHYS L, A COVID-19 JE&YL D JkfE (symptoms) (Z
DONWTHER SN L, HHIVITRWE RSO MIEE I PIEEB L HEERS E=
H—FRETHD, WOMFEEIL, LR THH L72i% 435 GMP ZRIZHE - T, RN
1E XD HHERR L 22T Uil 7 6720,

(1) CGEROFEIZER72 <) COVID-19 DRI HIEDH

(2) COVID-19 DJER ZHo#
FDA (%, & OB ITERIRMEE (health care providers) & OAHIR T, B EMREEZ 1L
% Z LTk LC CDC DHIWIEHEIZ A BT 2 £ T, TOL O RRKIRTOEBHEFITHEIFL
RN & BT 5 1,

10 We update guidances periodically. For the most recent version of a guidance, check the FDA guidance web page at

https://www.fda.gov/regulatory-information/search-fda-quidance-documents.

FxIHA X AEEERNCT v 7T — L TND, HA XL ADFRFTOIRINZ DN TIL, FDA DHA X A

@ web ~X— 7 d https://www.fda.gov/requlatory-information/search-fda-quidance-documents. & 7~ = v 7 S 1720,

11 Drug manufacturers should be cognizant that employees not directly involved in drug manufacturing (e.g., office workers in
other departments), but co-located in the same building as the manufacturing areas and suites, or even different buildings on
the same campus, could infect manufacturing employees depending on opportunities for personnel contact.
EHGELEEF T, EERLOBEICERICEF LRy BlE, oMM oA T « ATOIEEE) M, TE
XIS 2 D—EOXE & LTOR CEMICIEA LTV BHEEE]. 2 0IE THUHENIZH Dkx REmc s 2
S TWDIEEEE] A, b MNOOEMOBESRIC L - TE, REEEEHEE 2RI SE5 2 L (BT ~& T
H5

12 Drug manufacturers should be aware that other illnesses manifest similar symptoms (e.g., common cold, influenza) and
determine the nature of the illness whenever possible. See CDC information regarding symptoms of coronavirus, available at
https://www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.html.

EIMEEER 1L, MORHRBE CEREZTRT X, —REZRER, 71z %) 2L BRUHHER
GRBWICCOAREZRET DL IICRET DI &, 2T UA /L ZORERIZE L To CDC 1F#I%,

https://www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.html. TAT-R[GETH D

13 See https://www.cdc.gov/coronavirus/2019-ncov/hcp/disposition-in-home-patients.html.

To ensure compliance with CGMP requirements, drug product manufacturers must ensure
that employees practice good sanitation and health habits, in accordance with 21 CFR
211.28(b).** Additionally, FDA recommends that APl manufacturers ensure that employees
practice good sanitation and health habits as described in ICH Q7, section I11.B., Personnel
Hygiene (3.2). Drug manufacturers, including APl manufacturers, should be aware that

ijmaumus Co.ltd. PPE ST TEENAD DA LT RSV, B AT D DB E L L Pharma-bio Futakami @
o7 )a—ayXBEAE] Lo, U, B, EmEE L THA T IARDHY £,
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under section 501(a)(2) of the FD&C Act, a drug that is not manufactured, processed,
packed, or held in conformity with current good manufacturing practice to assure that the
drug meets certain quality and purity standards is considered adulterated.

CGMP ZLRA~DI A Z RAET 572012, EIRLBEFER L, 21 CFR 211.28(b) “ 129t > T, i
X8 ORI/ AL (employees practice good sanitation) & fiiAE D EE  (health habits) 2 FRFE L 72
FUT7e 570, I FDA X, FEERLESEE 2% ICH Q7, section 111.B., Personnel Hygiene (3.2 IH)
[CHANHNTND KD RO BAF 2 A RE L A LOBEBRAMHEICT 52 L o HElEd
%, JRIRBIESEE A e R LRGSR HE 12, FD&C Act O section 501(a)(2) D F Cl, EH
BB X OME DA ET D 2 L 2 RIET 5720 CGMP I ET 2 & 912, &,
T, GEHDLVIFREZIT> TORWEEMT, AREKEME IND,

In accordance with quality risk management principles,*® drug manufacturers are expected
to take the following steps to prevent or mitigate potential adverse effects on the safety and
quality of drugs from an infected or potentially infected employee engaged in drug
manufacturing:

=]
[ERsTeN=

I3

/

o

C

VA7 <=3 A v hOJFHISIHEx 1, BEIRAREER I i BE IR TS
JEG LIRS, HDWITEGE LAt D & D 1EEB D D [EIEE DM & fE A~
DR EZYICZ . ®OWEER/NBUCT 570D, LTI RH AT v T2 52 &
WHIrFE LD -

A
a

« Evaluate the adequacy of the CGMP controls already in place to protect materials,
components, drug container closures, in-process materials, and/or drugs from sick
employees in the context of this new coronavirus. For example, review cleanroom process
controls such as air filtration, positive air pressure and movement of air to ensure proper
function. Consider the likelihood of contamination or cross-contamination to other drugs
in the facility. Current microbiological controls, if strictly implemented (e.g., employees
only work in area with closed system processing), may be sufficient to protect the drugs
and materials used to make them from SARS-CoV-2 contamination. If needed, implement
additional controls to eliminate or minimize the risk of contamination.

%ﬂ:n+ﬁ4wzt@%%®ﬁ£#%\@$LK%¥E Lo BN B, ERLE

ke, REELE ROV AREIRS A RET S 72012, BEICTFEE L TV 5 CGMP & HL i
ﬂﬁ%(ﬁr%ﬁ)ﬂﬁ#é Bl Z1E, 2R A, EXBEOES ., BXOMEIEHiE%
PRAET D 72D DELROENE GRIE : Bl IEFERIE LT, —HAKRTH Y, KERELEZRO RN
L DXO, 7= — DT at A EHEE LY 2 —T 5, Yl BW T, fhokE
I ASOVERE T IIRXEROENEE B 2 5, BIIEOMAMERIT, b LEEICENEE
L CWa7RnIE (FIZIE, HERE, 7u—XRVAT AL D7 a2 T2 X
TOHDIEET D), EFELBLO, ZOEEGLZ S D7D 2EMEE . SARS-
CoV-21 (RN DARET HDIC, B EDTHA 9, b LLETHIUL, 1HYI A7 &<
M. EITEAIMET D70 DBIMOE B Z Eiid 5,
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— For biological products where manufacturing processes or materials are more
susceptible to viral contamination, manufacturers should already have stringent viral
control strategies in place. Potential risks from SARS-CoV-2 are likely to be mitigated
by existing viral control strategies. However, FDA recommends that manufacturers
perform a risk assessment of the current viral control strategy in light of SARS-CoV-2
and implement appropriate mitigation strategies. This should include, but not be
limited to, leveraging available information to assess:*°

BEL TWD 7B RAH D WVIIREMEIDS, GRIE : SARS-Cov-2 12k %) 7 A L AHYkt LT
IV b, EEZERLYEmWEW D EYFRRLIZON TR, BUEEFIIBECENE RO
BHIGE UTz, BEL WD A L AEHEERIEEZ § > TWDH ThAH 9, SARS-CoV-2 DIFTER Y
A7 VE, BEFO U A NV AFHEIKIC L - T, &b i3MbshTns & lbind, L
L7278 5, FDA ITHESRE )Y, SARS-CoV-2 DIEER U 27 OBLEN S, BIED 7 A
IWAEBEIE DY A TR ARA L NEATH ZEEHET D, ZHUTIE, TERAAL 16
AT 72T, RO LD R ATRE A fE AT 208, ZHIZREIND & DO TIER
U

[ ] The potential for the production cell line to replicate SARS-CoV-2
Bl LT\ DB T A 8, SARS-CoV-2 |2 & i 5 AT HElE

L] Whether current cell bank and harvest testing for viruses (see the ICH guidance
for industry Q5A Viral Safety Evaluation of Biotechnology Products Derived
From Cell Lines of Human or Animal Origin (September 1998)) would detect
SAR-CoV-2
BIEOBNAN T LA NV ADN—Z Nk (ICH guidance for industry Q5A Viral
Safety Evaluation of Biotechnology Products Derived From Cell Lines of Human or Animal
Origin (September 1998) % > = &) 73, SAR-CoV-2 Z g% /& h»

[ ] The effectiveness of viral clearance and inactivation steps for SARS-CoV-2
SARS-CoV-2 IZBALTD, UANADZ VT T ABIORNELD GRE: : Bi{ED)
AT T DM

1 Controls in place for procedures taking place in open systems (e.g., buffer and
media preparation areas)
BIBGRD VAT L TITOILTWADIGET (BIZIX, Ny 7 7 oG XE) <
ITHOI TV D HIEOHY S DO

14 See also 21 CFR 212.30; 21 CFR 600.10(c).

15 See the ICH guidance for industry Q9 Quality Risk Management (June 2006).

16 For some biological products, such as cellular and gene therapy products, there may be additional
considerations for risk assessments and some of the factors mentioned above (e.g., the references to

- PRSI CERHENAE O T ¥ 2 U C R IV, RIE L A2 Fide 72O DEE & U Pharma-bio Futakami
FTAT- A=A XRAKHR TR Lt 0T RUELT, BIR BELLTYA T IARHY £,
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production cell line and viral clearance and inactivation steps) may not be applicable to those products.
Hfids X OSEAR IR O X 5 72 o0 OEMFNRAFNCH > T, BIMOY 27 TEA R

VNEEETDHZ LB, ERICEZEAZE LIZRFO% 0 BliR, #liEeL T4 B &
NITANAT VT T2 A, BEOREILAT v 7 ~O&M) 1%, 2683wk 72T
HA9,

During this COVID-19 public health emergency, drug manufacturers should review
CGMP requirements and recommendations related to facility and equipment
cleaning and sanitation and other controls that ensure materials, APIs, components,
drug product containers and closures, in-process materials, and drug products are
safe and meet their quality requirements.*’

Z @ COVID-19 O A BT a T, EEMRGEIEH 1T, fidkd LU O
BLOY =7 4 E—va L THOCCGMP ER LHiREZ L B2 —F 5, £ LT, K
OB JREE, &M, EHRLORS - o, LREPHEE, BLOEREL ZIRIET 52 Off
@ﬁfiﬁ\ HERLEDTHY, TOREERTIZEHTL22LE2 L Ea—dXETH
2o
To help prevent transmission among employees and contamination of
drugs/materials by a COVID-19-infected employee engaged in drug manufacturing
at the workplace, drug manufacturers should:

(ERERIGTO, EH R 6 5 COVID-19-BHREE BT X B fEEH M 0lE
WL IR BRI RO % ) - 0Ic, ERGMEEEIT, KOREE
175 _ETH5

- Clean and sanitize nonproduction areas (such as offices, elevators, break rooms,
changing rooms, and restrooms) more frequently. (
A7 4 A, TL_N—=F AREE BRE, B LD X9 7) NG Z
FVBHBRIERB L NEET D

Update existing procedures to institute more frequent cleaning, sanitization,
and/or sterilization of surfaces in the production areas, particularly surfaces that
are contacted frequently, such as door handles, equipment latches, bench/counter
tops, and control panels. Special attention should be paid to sanitizing/sterilizing
equipment and product contact surfaces.

OGO, FFICHEBIC GUE : fEEED) 5T 5 R7 N0 Rv, BEROENT

4> (equipment latches) ., X F /74D EH, BIORzay ha—AsRpx LD X 9H 7
KD, LVHERER. W, KO/ IREEZ T 572012, BFEOFIEEDE
o

- Consider expanding existing procedures to include using gloves, face masks,
and/or gowning where such measures were not previously required.

jmﬂma Solutions I!I{JIII. PR SCC CREENED T2 L TR S l/ N, ARSTIHE LA Fide - O D HE L U Pharma-bio Futakami @
PO a—2avXBRAR] Lz b ocT, ML T, B METLTHA T IANDY T,
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F T A A7 RO/ XIE, BRPLUANSE ORGP ER STV
Mo TG AR, ZNEED L2 DBFTIREDILEEZEET 5,

- Consider further restrictions on employee access to any manufacturing area,
beyond that required by CGMP regulations and recommended by Agency
guidance®® and normal practice, to limit the possibility of contamination.
1G9 DATREMEZ [RE S/ 5729012, CGMP HHITHER ST\ DH Z L0, FDA OF
A KA BOEE OV J7 (normal practice) TER I TWHLLEIZ, fifb @ (R
I 2To) fWEKBA~OUEREDT 7B AICHOWT, ERLHMREE 25,

If a potential or actual viral contamination event is identified, drug manufacturers
should promptly clean, disinfect, sanitize, and if necessary, sterilize affected
equipment, surfaces, production areas, and facilities, before resuming
manufacturing.

b UAREMED DIHRERD, HDWITEERED T A )V AGRERNREE SN2 b1

EIMEOEER T, BB, Eh, BRI A =44 XeT52 L, £L T, IE)
LETHE, BEL BT 20N, LT o, Rim, "EXKEES LUV
REWETHZ L

If supplies of single-use masks and other garb used to control contamination during
manufacturing are low, they should be prioritized for use in sterile manufacturing
operations. To mitigate supply issues, drug manufacturers may need to re-sterilize or
disinfect masks and garb, as appropriate, and reuse them during non-sterile drug
operations. FDA intends to post policies on disinfection or re-sterilization methods
for use during the COVID-19 public health emergency on its website when
available.'

b L. BEF OGS O 72 DIl A3 2 BRI~ 2 7 8 X O O o fREE DG
PRVIREE THIIE, 2N O I ERHELEEE COMMT 2 X v @ W ERIERL S 772 2
o AR R A BN 57201, BEER I vxﬁ%ﬁﬁ%ﬁﬁm%ﬁﬁb\
FHMEOEIMAGEERICEN O A BT 2 2 EBRREIZR D0 b e, FDA
I%. COVID-19 AR AR SRR, ﬁm@t%@ﬁﬂﬁéwiﬁﬁ.ﬁ@LOWT@
fE# %, website®® /5 AFRIAEIZT 2 et 295 TETH D,

17 For example, other relevant CGMPs include but are not limited to 21 CFR 211.56, 21 CFR 211.67, 21 CFR
211.113, and 21 CFR 211.80. See also ICH Q7, section V., Buildings and Facilities (4), section V.B.,
Equipment Maintenance and Cleaning (5.2), and section VII., Materials Management (7). For PET drugs,
relevant CGMPs include but are not limited to 21 CFR 212.20, 21 CFR 212.50, and 21 CFR 212.70.

18 See 21 CFR 211.28(c), 21 CFR 212.30, and ICH Q7, section IV.A., Design and Construction, paragraph

ijmasmunnns co.ltd. WPIE ST TR N A O Tk A L FEV, ROCERLE FELe728 DBH L L Pharma-bio Futakami @
o7 )a—ayXBEAE] Lo, U, B, EmEE L THA T IARDHY £,
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(4.13).

19 See the following guidances for industry and Food and Drug Administration staff: Enforcement Policy for
Sterilizers, Disinfectant Devices, and Air Purifiers During the Coronavirus Disease 2019 (COVID-19) Public
Health Emergency (March 2020) and Enforcement Policy for Face Masks and Respirators During the
Coronavirus Disease (COVID-19) Public Health Emergency (Revised) (April 2020).

See also the guidance for industry Temporary Policy Regarding Non-Standard PPE Practices for Sterile
Compounding by Pharmacy Compounders not Registered as Outsourcing Facilities During the COVID-19
Public Health Emergency (April 2020).

Check the COVID-19-Related Guidance Documents for Industry, FDA Staff, and Other Stakeholders web

page periodically at https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-

covid-19/covid-19-relatedquidance-documents-industry-fda-staff-and-other-stakeholders for additional

relevant guidances as they become available.

Iv. COVID-19 Impact on Drug Safety, Quality, and Disposition
EERGOZEM, BER X OBEEICOVTO COVID-19 DA /37 k

FDA is not aware of any drugs that have been contaminated with SARS-CoV-2 or of
information indicating transmission of COVID-19 is associated with drugs. However,
SARS-CoV-2 is a novel coronavirus and, to ensure compliance with CGMP
requirements, drug manufacturers are expected to evaluate whether it poses new risks in
the context of their specific drugs, facilities, processes, and manufacturing controls. Drug
manufacturers should determine if SARS-CoV-2 could adversely affect the safety or
quality of their materials, components, drug product containers and closures, in-process
materials, and drugs if they were to become contaminated with the virus. The risk
assessment should consider the known characteristics and studies of this family of
viruses as well as the drug types and their characteristics (e.g., drug product or API,
sterile, non-sterile, solids, powders, liquids, large or small molecule).

FDA %, SARS-CoV-2 TG SN EFEMS, COVID-19 O s#EH, EHFEMICEE L T\ D
EDOFEHMEIEL TWZ2uy, LvL7ed B, SARS-CoV-2 (3#iilaa oA LV ATH Y |
CGMP E:DNESF 2 M EIZT 572010, EEMBUEER T, FFEOERES, ik, 7mtk
28 L OEGEFFONEIZIBNT, H722 U A7 2o TRV EFEET 5 Z & 23, #
Eb, EHEA—T—1E, SARS-CoV-2 BNZDFEME &M, ERGLORIEE O,
TEPEME., BLOEELN, bLEOTVANATHRE LR LI, 0 OMEhD%
EHH D VT EICEREER S D0 EN W TRETHDL, TOVRITEARAL K
%, EELOMEE L ORME (B2 X, EELFRIED EREROIFERED, B, R

. RIED, RO TFHDVINSTDN) 1ITimD L. ZOIAIVADT 7 I Y — GRiE: s

EORSTHD B 25T O, Lo TWAHEME LR A ZET XX Th 5,
ﬁmﬂmasﬁlm“s Bll;lm. PRSI CERHENAE O T ¥ 2 U C R IV, RIE L A2 Fide 72O DEE & U Pharma-bio Futakami @
o7 )a—ayZXBAE] oL b0, R, B, mBEELTHA TSI ARG £T,
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Lots or batches of components, drug product containers and closures, in-process
materials, and/or drug products determined to be adversely affected in terms of safety
and quality must not be released for further manufacturing or for distribution.?° Such
items must be properly dispositioned (e.g., quarantined pending appropriate re-
evaluation or reprocessing, or rejected).

MR X OWE OB AN OB L T - EIRESNTEM ., EERLAL T/\ THEH
S, RO/ s oa v M ERENy FiE, BAaA8ESD AW EFimEo W2, A

LTI, 20X 9 i, mE:W%L&HMi@bﬁw(@z E 17
PR RIS LR, B AV A O DI ERET 5) 2

Lots or batches of APIs determined to be adversely affected in terms of safety or quality
must not be distributed.?? Such lots or batches should be properly dispositioned (e.g.,
quarantined pending appropriate re-evaluation or reprocessing, or rejected).?

WM H D VLB OBE N OB A Z - LIREINTZ APIs Dy & AUV TNy T
ER HjﬁLT X572, Zoroay HAINEIAAYyFIL, WEICEETRxTH
% (Blz X, @Y ERHME LR, H A5 WIIEELGFOT-OICREET ) B,

To ensure compliance with CGMP requirements, drug product manufacturers must
ensure that all evaluations (including risk assessments) to determine if drug safety or
quality were adversely affected, as well as any follow-up and changes, are approved by
the manufacturer’s quality unit and documented within the manufacturer’s quality
management system, in accordance with 21 CFR 211.22, 21 CFR 211.100, and 21 CFR
212.20. Additionally, FDA recommends that APl manufacturers have procedures in place
to ensure that all evaluations to determine if API safety or quality were adversely
affected, as well as any follow-up and changes, are approved by the manufacturer’s
quality unit and documented within the manufacturer’s quality management system (see
ICH Q7, section Il., Quality Management, and section XIII., Change Control).

CGMP EE:~DHEAEMEZfEEICT H7o I, EHRMLIEEF T, WOFHARGET D Z
L EEGLOLZEMEDH D WVITEN, EEELZ TN EIDERETHIODOETO
B (VR TEARX L MNEET) X, EOT7 40 —T7 v BRI MImO &, Yz
EEH OMEEINC L - TKB &, £ L T21CFR211.22, 21 CFR211.100 B L * 21
CFR212.20 IZft> T, YUZHEEHFOHE~Y XTI A MV AT AOHPFANTILET S 2
Lo HIZ, FDA X, JFERRLEREFIT, FEOREMH 2 WITMENERELZ T2y
IMERET DTODOETOFER, 740 —7T v 7BLIOEOERIIZHmDOZ L. Y%
BUEER OMETMNC L > THR S, T LT, YHMUEEFORE~Y R VAV hV AT
LOFHARNTLEIND Z & OMUNRIET 5 FIRA RS Z & 2 #4859 5 (ICH Q7,
section I1., Quality Management, and section XII1., Change Control Z &/ d = &),
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20 See 21 CFR 211.89, 21 CFR 211.165(f), 21 CFR 211.115, and 21 CFR 212.20.

21 See 21 CFR 211.80(d), 21 CFR 211.110(d), 21 CFR 211.165(f), and 21 CFR 212.71. 22 See section 501(a)(2) of
the FD&C Act.

23 See also ICH Q7, section VII., Materials Management (7), and section XIV., Rejection and Re-Use of Materials
(14).

V.  Maintaining the Drug Supply  E#& 5t o

During this outbreak drug manufacturers may learn that an employee(s) has tested
positive for COVID-19 or has been exposed to a person having the COVID-19 infection.
Such an employee may or may not be symptomatic. To ensure compliance with CGMP
requirements, manufacturers should direct workers who have symptoms (e.g., fever,
cough, or shortness of breath) to notify their supervisors and stay home.?* The CDC has
issued guidance regarding steps sick workers can take to help prevent the spread of
COVID-19. %

IOT T NTUA T Gk Fan@Eos) B, ERLBGEET I, XA (HEbd
HUVIHEED) 3. COVID-19 23[5 1 & fE S 472 ¥ . COVID-19 JEYLE & FFo b b & 1Tz
() SNV TDHTLEREMT Db, ZORRRIEERIL, JEREZRLIZY
IRETRINo TV T 5 THAH, CCGMP BfE~DNESF A2 MR T H-bic, BEEF T, E
B BI2IE, FBEL %, HOHWITEYIN) ZROEEEIL. OB ES (supervisors) (ZiE %N
L. ZICHEED L EMmBTRETHD %, CDC L, COVID-19 DL &L BT & L
T, BIRLTEEEN L DRERAT v AICHLCOTA F U AERITL TN D B,

Manufacturers should also direct workers who have been exposed or potentially exposed
to COVID-19 at work, home, or elsewhere to notify their supervisors. Workers at drug
manufacturers have been deemed essential critical infrastructure workers during the
COVID-19 public health emergency.?® The CDC has issued guidance regarding when
critical infrastructure workers may continue working following exposure or potential
exposure to COVID-19. For more information, drug manufacturers should consult CDC
guidance Implementing Safety Practices for Critical Infrastructure Workers Who May
Have Had Exposure to a Person with Suspected or Confirmed COVID-19.?” During this
COVID-19 outbreak, drug manufacturers should consider implementing social
distancing procedures in accordance with CDC guidelines for employers to minimize
exposure and transmission.?®
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%, EHRBGERTCOEEEZ L. COVID-19 TOAREERSFREF, WHEOEE R BN
EEZETHDLEEZEZBND B, FhHEHRICHONTIE, EIRSREEH L. “CDC guidance
Implementing Safety Practices for Critical Infrastructure Workers Who May Have Had Exposure to a
Person with Suspected or Confirmed COVID-19” 2" Z#&#|Z & ufzV, Z® COVID-19 DT 7
F7 LA o ERGEGEER L, WEEB L RE: COVID-19 ~0) IREER L MsRED U X
7 /M B 72912, CDC guidelines (20~ T, fE2AORREERERIE TIEO i 25 2 5 &
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In addition to taking steps to prevent adverse effects of employees infected with COVID-
19 on the safety and quality of drugs, drug manufacturers of medically necessary human
drugs should also implement contingency production plans if COVID-19 infections
result in high absenteeism at drug manufacturing facilities during this public health
crisis. See the guidance for industry Planning for the Effects of High Absenteeism to
Ensure Availability of Medically Necessary Drug Products (March 2011). If the data and
record management system supports it, drug manufacturers can consider permitting
guarantined and recovering employees to work remotely on certain manufacturing
functions that could be handled off-site (e.g., batch record and analytical record review
and investigations).

B2, COVID-19 [Tk Gs L7t RIC L D AR M O L e B LU EIZ W T o, Epis
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R T~ BRARFAPESTE  (contingency production plans) % & FE T & TH 5,

Z AT DWW TIE, “guidance for industry Planning for the Effects of High Absenteeism to Ensure

Availability of Medically Necessary Drug Products (March 2011)” % &/ X u7=0),
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If steps taken to prevent or mitigate adverse effects on safety and quality of drugs (e.g.,
rejected lots or recalls) are likely to lead to a disruption in the drug supply, drug
manufacturers of human drugs should immediately contact FDA. For drugs regulated by
the Center for Drug Evaluation and Research (CDER), drug manufacturers should
submit notification either via email at drugshortages@fda.hhs.gov or through the CDER
NextGen Portal at https://edm.fda.gov/wps/portal/ . For drugs regulated by the Center for
Biologics Evaluation and Research, drug manufacturers should submit notification
electronically via email at cbershortage@fda.hhs.gov . Contacting FDA allows drug
manufacturers to meet any obligations to report discontinuances or interruptions in their
manufacturing of drugs under section 506C of the FD&C Act (21 U.S.C. 356¢)?° and 21
CFR 314.81(b)(3)(iii). To report shortages for animal drugs, contact the Center for
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Veterinary Medicine at AnimalDrugShortages@fda.hhs.gov .*°
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The CDC, HHS, and the Occupational Safety and Health Administration (OSHA) have
provided more expansive recommendations regarding overall strategies employers can
employ to manage COVID-19 in the workplace. See CDC’s website for more
information and links to OSHA and HHS guidance. Also, the Environmental Protection
Agency’s (EPA’s) list of disinfectants for use against SARS-CoV-2 virus may be useful.
Drug manufacturers are encouraged to review the following resources for more
information during the COVID-19 public health emergency:

CDC. HHS # X O Occupational Safety and Health Administration (OSHA)IZ. T3 E MRk
BT COVID-19 A EHY 5 72 D (2 Rk 5 AR 22 8 BRI IC >V T K0 alfifnd /e
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2L DIEREHRD DI, LTOY Y —RE L Ea—F5Z L2805 :

+ CDC web page Businesses and Workplaces: Plan, Prepare, and Respond
(https://www.cdc.gov/coronavirus/2019-ncov/community/organizations/businesses-
employers.html)

» CDC document “Keeping the Workplace Safe”
(https://www.cdc.gov/coronavirus/2019-ncov/downloads/workplace-school-and-
home-guidance.pdf)

» CDC web page How to Protect Yourself & Others
(https://www.cdc.gov/coronavirus/2019-ncov/prepare/prevention.html)

+ CDC web page Interim Guidance for Businesses and Employers Responding to
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Coronavirus Disease 2019 (COVID-19) (https://www.cdc.gov/coronavirus/2019-
ncov/community/quidance-business-response.html )

+ EPA web page List N: Disinfectants for Use Against SARS-CoV-2
(https://www.epa.gov/pesticide-registration/list-n-disinfectants-use-against-sars-cov-
2)

+ OSHA document “Guidance on Preparing Workplaces for COVID-19”
(https://www.osha.gov/Publications/fOSHA3990.pdf )

24 https://www.cdc.gov/coronavirus/2019-ncov/if-you-are-sick/steps-when-sick.html

25 Ibid. (Il )

26
https://www.cisa.gov/sites/default/files/publications/VVersion_3.0 CISA_Guidance on_Essential Critical Infrast

ructure_Workers 1.pdf

27 https://www.cdc.gov/coronavirus/2019-ncov/community/critical-workers/implementing-safety-practices.html

28 https://www.cdc.gov/coronavirus/2019-ncov/community/general-business-fag.html

29 See the guidance for industry Notifying FDA of a Permanent Discontinuance or Interruption in Manufacturing

Under Section 506C of the FD&C Act (March 2020).

30 See the guidance for industry Reporting and Mitigating Animal Drug Shortages during the COVID-19 Public
Health Emergency (May 2020).
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