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Preface JF3C

Public Comment X7 VYU w7 a Xk

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.

ZOHA X AE, Filaa S AV AEYE (COVID-19) OARMA EOBRSFREICKHLT 5720
WHRITSNT WD, ZOHA X AE, BREKGF (FDA £7213%/R) BFERIONT Y v 7 ZINH
FATAREE XY TRV EHIM L=, FRIOART Y v 7 aXt s MR LTEBESNTHD (Dk®Z
Ta 701 (h) (1) (C) M) EMELERLEYESE (FD&CEE) (21 USC 371 (h) (1)
(C) ) B 21 CFR10.115 (g) (2) ) ,

COHAZ U ATETTICEMIND D, HB/HD Good Guidance Practice I[ZfE-> T A b D& L
%,

Comments may be submitted at any time f or 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.

VRO, T AL MIW2HLTH LW,

EmIZ &L D=3 A b % Dockets Management staff (HFA-305), Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD 20852. (2235 Z &,

B2 A2 MX https : //www.regulations.gov (ZiE[F 35 Z &,

FTRTOa AL M, BHEF S FDA-2020-D-1136 &, U7 T A NDOHA XL ADFERRL A~V Tilk
B ENDENDH D,

Additional Copies Bl & —

Additional copies are available f rom the FDA web page titled “COVID-19-Related Guidance
Documents f or Industry, FDA  staff , and Other Stakeholders,” available at https://www.f
da.gov/emergency-preparedness-an d-respo nse/mcm -issues/covid-19-related- guidance-docum ents-
industry-fda- staff-and -other-stakeholders, and the FDA web page titled “Search f or FDA Guidance
Documents,” available at https://www.fda.gov/regulatory-information /search-fda-gu idanc e-
documents. You may also send an e-mail request to druginfo@fda.hhs.go v or ocod@fda.hhs.gov to
receive an additional copy of the guidance.Please include the document number FDA-2020-D-1136
and complete title of the guidance in the request.

Bz B —IiX. https://www.f da.gov/emergency-preparedness-an d-respo nse/mcm -issues/covid-19-
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related- guidance-docum ents-industry-fda- staff-and -other-stakeholders ¥ J T8 I Search f or
FDAGuidanceDocuments | & W9 % A kL ®d FDAWeb ~X— ¥ (https://www.fda.gov/regulatory-
information /search-fda-guidance-documents.) CAFFHE7Z2 [COVID-19-BHiH# 3 5, FDA A4 v
7. BLUOZOMORFEEBRE T OTA X2 ZALE] L) XA hLD FDAWeb X—Y b AFTE
o HAX L AOBMaE —%% 75792, druginfo @ fda.hhs.gov ¥ 7213 ocod@fda.hhs.gov |Z7E
FA=NVIV 72X MERETDHILHTE D, ERIZIE, XFFHF S FDA-2020-D-1136 & HA ¥ ZAD5E
BIRHA MVEEDD I L,

Questions &[]

For questions about this document, contact the Center f or Drug Evaluation and Research at CDER-
OPQ-Inquiries@f da.hhs.gov, the Center f or Biologics Evaluation and Research at ocod@f
da.hhs.go v, the Center f or Veterinary Medicine at AskCVM@fda.hhs.gov, or the Office of
Regulatory Af fairs at ORAPolicy staffs@fda.hhs.gov.

COXEICHET HHEMIZ OV TIL, Center for Drug Evaluation and Research(CDER-OPQ-
Inquiries @ fda.hhs.gov) . Center f or Biologics Evaluation and Research (ocod @
fda.hhs.gov ), Center for Veterinary Medicine ( AskCVM@fda.hhs.gov)IZ F 72 1% Office of
Regulatory Affairs at ORAPolicy staffs@fda.hhs.gov. IZH#AET 5 Z &,
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1. Introduction FjEX

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

FDA 1%, #PaaF oA L ABYYE (COVID-19) DO/ T3 v 77 8 FiT-72RURE 7 & OB ns & K [E % 15
TS ECEBELZKE AR LTV,
FDA 1%, ZO/RUF 2w 7 ORI 2 T H1-0D0 A L) —I A X A et T 5 2 & 2005,

FDA is issuing this guidance to describe how we will request and conduct voluntary remote interactive evaluations at
facilities? where drugs® are manufactured, processed, packed, or held; facilities covered under FDA’s bioresearch
monitoring (BIMO) program; and outsourcing facilities registered under section 503B of the Federal Food, Drug, and
Cosmetic Act (FD&C Act) f or the duration of the COVID-19 public health emergency.

FDA |%, FE3RSL 38, AU MG, £7213E STV AR 2T, BENRERA VX T 7T 4 Tz &
DEICERB L OFERT 20 AT 72010, ZOHA X AERITL TS, fiiakld FDA O/31 4 U 4
—FE=X V7 BIMO) 7077 LOxGETeb, TUY—rr Zhiikid, COVID-19 AR RS HED
IR | E A SERAEESE FD&CHE) DT v g v 503BICEESW TR IS,

! This guidance has been prepared by the Center for Drug Evaluation and Research in cooperation with the Centerfor Biologics Evaluation and Research,
the Center for Veterinary Medicine, and the Office of Regulatory Affairs at the Food and Drug Administration.(Z O % A % > A%, CBER, CVM, B
FORMEISROBD & 7 LT, CDERI(ZX > TR STz, )

2 In this guidance, the term facility covers persons, sites, and establishments subject to FDA drug manufacturing and bioresearch monitoring
regulations and statutory authority.( ZDH A X A TIX, MRe 5 HEEIL, FDA OESEMERS JOA 4 U b —F ORI & iEEHE
ROxtGe Lo DA, 14 b BROBEEEZ GG L LTS, )

3 In this guidance, the term drug includes biologics. (Z D H A & A Tik, FEHL o FFEICITEMRANRE EN S, )
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This policy is intended to remain in ef f ect 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)).

ZORY —F, 2020 4FE 1 A 31 BICEEAEE S (HHS) 12X TES S COVID-19 (2B 5 A8 #E
BRAFEOHBITOLEN THOEIT A EZHNE LT\, NREARE PHSE) (@2USC247d (@) (
2)) k7 a319 (@) Q) -S> THHS EEICL > UThh-EHFEn-b 0xEte,

Given this public health emergency, and as discussed in the Notice in the Federal Register of March 25, 2020, titled “Process
f or Making Available Guidance Documents Related to Coronavirus Disease 2019, available at
https://www.govinfo.gov/content/pkg/FR-2020-03 -25/pdf/2020-06222.pdf, this guidance is being implemented without
prior public comment because FDA has determined that prior public participation f or this guidance is not f easible or
appropriate (see section 701(h)(1)(C) of the 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.

ZONREEFOBRLFEEALZBE L, 2020 4 3 H 25 HOEREFHROBATHHPAINTND LI,
https:/www.govinfo.gov/content/pkg/FR-2020-03-25/pd/2020-06222.pdf CAFF[REZ: [ A /- 3H M o n
U A IV ASEGSE BT D A Z o ASCEOIER] S SITWD, FDA BNFERIO—KTTROBMETILZOH
A K RTFATAREE T2 Tl Ll L72 7o, ZOHTA X ATFRIOAAa Ay MM L TEfiST
W5 (B7varx#2) FD&CIED 701 () (1) (€ (1usc37t () (1) (C) ) BXUV21CFR10.115
(@ @), ZOHAX L ALETTIZEBINDH, HBHD Good Guidance Practice {ZfE~> T2 A > kDt
BLird,

The contents of this document do not have the force and effectof law and are not meant to bind the public in any way,
unless specific ally incorporated into a contract. This document is intended only to provide clarity to the public
regarding existing requirements under the law. FDA guidance documents, including this guidance, 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 notrequired.

ZOXLEONFIZ, IERO B L0 N 2R3, ZRICEEANTHAAEINTORWERY | W 2 HIET
HARERT 52 L 2B L TRV, ZOXET, EHRICESBHFOEMHFICE L T—ROAX IZHES &
T HLOREZEHNELTND, ZOHA XU A%EET FDA HA X ALEL, FREORH 7135 EE
HERBIHENTORWIRY | HRFIEL L TORRLINDINETH D,

WA A A2 ATO should &9 BEFEOM L, MIDPMER E/ITHEE STV D3, METIHRN D & 2 ER
T 5,



2. Background it

There is currently an outbreak of respiratory disease caused by anovel 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, there was a Presidential declaration of a national emergency in response to
COVID-19.3

BUE, ilan 7 U4 VAL > THIE R SNDMREIRBOREN DD, DU A /L AL [SARS-CoV-2]
EEERN, ERBIE R IREIE Bl aaF U AV AEYYE]  (COVID-19) &FEEITW S, 202041 A
31 H. HHS % COVID-19 |ZBHE#E$ 5 ARA/EBRAFROES 2K L, HHS OEEEMZEE L1-, *&5I12,
202043 H 13 H, COVID-19 |ZxHsT 2 EFBAFEDOKFHEES N o7,

4 Secretary of Health and Human Services, Determination that a Public Health Emergency Exists (originally issued

Jan. 31, 2020, and subsequently renewed), available at https://www.phe .gov/emerge ncy/news/healtha ctions/ph e/Pages/default.aspx. (FRfdEtEAEE
B AREEBOFEDFETH LV OWE Gra2020 41 H 31 HEITINT0, ZO%EH) | https:/www.phe .gov/emerge
ncy/news/healtha ctions/ph e/Pages/default.aspx. T AF A HE, )

* Proclamation on Declaring a National Emergency Concerning the Novel Coronavirus Disease(COVID-19) Outbreak (Mar. 13,2020), available at
https://trumpwhitehouse.archives.gov/presidential-actions/proclamation- declaring-national-emergency-concerning-novel-coronavirus-disease-covid-19-out
break/. On February 24,2021, there wasa Presidential Declarationcontinuing the nationalemergency concerningthe COVID-19 pandemic beyond March 1,
2021. See Continuation of the National Emergency Concerning the Coronavirus Disease 2019 (COVID-19)Pandemic (February 24,2021),availableat
https://www.federalregister.gov/documents/2021/02/ 26/2021-04 17 3/continuation-o f-the-national-emergency-co ncerning-the-coronavirus-disease-2019-
covid-19-pandemic. ( FHl = )0 A L AEYYE (COVID-19) DOFAICHTIEFREFEOESICHTH2ES 202043 A 13 B) X
https:/trumpwhitehouse.archives.gov/presidential-actions/proclamation- declaring-national-emergency-concerning-nov el-coronavirus-disease-covid-19-out break/
ICCAFATRE, 202142 A 24 A, 2021 453 H | HEARE® COVID-19 /X072 v 7 ICBT 2 EF R HEREL MG 2 KREES A &S h
Tro FRla v O A NVAEYIEONR T 2 v 7 1T D EEBRAHEEOM: (2021 452 H 24 ) 1% thttps:/www.fedemlregister.gov/doc
uments/2021/02/ 26/2021-04 17 3/continuation-o f-th e-national-emergency-co neernin g-the-coronavirus-disease-2019-covid-19-pandemic (Z C AF A HETH
LT, ZRTDHZ L, )




Duringthe COVID-19 public health emergency, FDA is limitingunnecessary contactby only conducting prioritized
domestic facility inspections and those that are deemed mission-critical.  When an upcoming inspection is not
mission-critical, is nota prioritized domestic inspection, or is impacted by travel restrictions resulting from the public
health emergency, we are using other available tools and information to support regulatory decisions and oversight
of facilities. FDA may also supplement a planned inspection with other available tools. Therefore, FDA has
developed this guidance to describe various remote interactive tools we may request to use to conduct an evaluation.
In this guidance, we refer to our use of any combination of these interactive tools as a remote interactive evaluation.
FDA may request to conduct a remote interactive evaluation prior to or following other types of regulatory oversight
activities (e.g., an inspection or a request for records or other information ).’

COVID-19 %A FOBRBFEREDOM], FDA L, B RENERERE I vy a7 VT o AN ERBREND
BEOHEFETHZ EICLYD, REUERBAEHIR L T 5, AREA EORBFRIGERT 2 THIROE
BT TN DT, Hl EOWRE L gk OB E VR — b9 572012, oFIHRER Y — L EEREHEH L
TW5b, FDA X, FHEi S 7-EmEAthoR AR Y — L THET 258 bH 5, Lizn->7T, FDA X, #Hf
EEETHTOIHEHTHI L2 ERT HAEMEOH LI EIERIVE— N XTI T 4 7Y — NV EHHT
HI=DIZZDOHA XL AR LTz, ZOTA X AT, ZNHDA L Z T 7T 47— )IVOAEEOAAE D
VOMEHE Y E— M VX T 7T 4 7FHli £ MRS, FDA I, OREOBHIEAEE ORI E 7213k, U E—
BT 0T 4 TRHMEOFEEEZERT 25608 L (o & 21X, AEEITREE LITMOFHROER)

¢ See the guidanc forindustry Manufacturing, Supply Chain, and Drug and Biological Product Inspections During COVID-19 Public Health Emergency
Questions and Answers (January 2021) for further information on FDA’s criteria for deeming inspections mission-critical during the COVID-19 public
health emergency. (We update guidances periodically. Forthe mostrecent versionofa guidance, check theFDA guidance web page at
https:/www.fda.gov/regulatory-information /search-f da-guidanc e-documents.)( COVID-19 ARF A FOBAFEORIZ, RENI vy a7 VT
L AANTHDERRTTZHD FDA OILAEDFEMIZ DUV CTiX, guidanc for industry Manufacturing, Supply Chain, and Drug and Biological
Product Inspections During COVID-19 Public Health Emergency Questions and Answers #2325 Z &, A XU ATEMICEH SN D, H
A HUADIHN—T 3 DN TIE, FDA A X2 A Web ~<X—7, https:/www.fda.gov/regulatory -information /search-f da-guidanc e-doc
uments Z DT HZ &, )
7 Aremoteinteractive evaluationisnotthe same asaninspectionasdescribedin section 704 (a)(1) of the FD&C Act or a request forrecords or other information
in advance of orin lieu of an inspection, as described in section 704(a)(4)ofthe FD&C Act. Similarly, a remote interactive evaluation ora
requestundersection 704(a)(4) does not constitute an inspection forpurposes of section510(h)(3)of theFD&C Act. Section 704(a)(4) does not apply to every
inspectionprogram covered bythis guidance (e.g., section 704(a)(4) does not apply to theBIMO inspection program). Failure to cooperate with either an
inspection ora 704(a)(4) request for records or other information may constitute alimitingof inspectionandas a result, FDA maydeem therelevantdrugs
manufactured atthese establishments adulterated. See the guidanceforindustry Circumstances that Constitute Delaying, Denying, Limiting, or Refusinga Drug
Inspection (October 20 14) for further information.( 1= &3 FEMFEMMIL, FD&C 704 () (1) HICEHH SN TV DA, £721Z FD&C % 704
(a) @) HIFHEN TS, REOHTEITRD Y OFLERE I IZZ OMOEROER L [F U TRV, [FERIZ 704 (@) (4) HITHK
DLV EF= A Z T I T ¢ TR E2IZERIL, FD&CiE510 (h)  (3) HOHMIDIZOOMEZMEE L2V, 704 (a)  (4) BT,
ZDHAF L ADHR LI DT XTORET 077 MIEH SN 2D Tty (2L z1E, 704 (a) (4) HEBIMO &7 w77 A
IEA SR o BREEZIZT704 () (4) OREREIZZEDMOERDOIROWT NN Lo 7256, BAEOHIRE 25
AR H D . TOFER, FDA X, Zh b Ok CRE SN BEERML Z AR & AT, FEMIZ OV TIL, guidance for industry
Circumstances that Constitute Delaying, Denying, Limiting, or Refusing a Drug Inspection (October 2014) %2252 L, )
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3.

Planning a Remote Interactive Evaluation VE— ~A ¥ T 77 ¢ 7O E

FDA may request to conduct a remote interactive evaluation whenever a program office determines it is appropriate
based onmission needs and any travel limitations. FDA conducts inspections for many purposes and programs, and
we will consider each of those inspection program areas as possible candidates for a remote interactive evaluation.
This policy applies to all drug inspection programs including, but not limited to:

FDA X, 70V T LF 7 4 AN v g L D=—X L HITOHIBIZ SN THET) T 5 &l L=
b, UE— 707 4 TiHIDOFE A ZRT D2 LN TE D,
HEEEZEHLTEY, ZROOERT 0/ T LAOKHEEZ )%—b4/&77747£ﬁ®%ﬁk%@¢
DRV —x, T RXCOEYELE T 07T MTGEHSND, LTSN ZVHITRE SR,

IO T
FDA 1. éiéiﬁﬁ%%7m77A@

* Pre-Approval Inspections (PAls) and Pre-License Inspections (PLIs): FDA may perform a PAI or PLI to assess a
marketing application. FDA uses these inspections to ensure that any facility named or referenced in support of an
application can perform the proposed manufacturing operations in conformance with current good manufacturing
practice (CGMP) requirements, to verify conformance with the application, and to confirmthat data submitted in the
application are accurate and complete.

HETAFERAZE (PAD BLOSERTT A o 282 (PLI) : FDA %, IRFEHFH LT 572012 PAI £7-1%
PLI #7925 A0 55, FDAIXZNOLOEEAHEH L C, Hia AR — b 57D EE ISR E
TR AS, BIAE O RS FLE (CGMP) ZHCHEIL L TIRE S-S EA AT CE D 2 L 2/l L
FESNOYERLEFREE L, HFEOT-OIRE SN2 T — ¥ D IEHE TR TH D I & 2R T 5,

e Post-Approval Inspections (PoAls): PoAls focus on a specific drug and changes to its manufacturing operations,
the evaluation of process validation, any changes submitted to the application, and the execution of supporting
activities according to application commitments and CGMP requirements.

HEER%AZL (PoAT) : PoALIZ, FrEDEI N & T ORIEAEEDOLT, 7 v AMGEEORHME, HFFICIRH &
NIER, BIOHFEOA I v AV b E CGMP BT R— b7 77 4 ©F 4 OFITITERZY
TTW5,

 Surveillance Inspections: Surveillance drug quality inspections examine overall operations, including controls that
ensure manufacturing processes produce quality drugs, thereby reducing the risk of adulterated or misbranded drugs
reaching consumers and patients. FDA uses surveillance inspections to evaluate the CGMP compliance of
manufacturing operations. Surveillance inspections are performed at active pharmaceutical ingredient and drug
product manufacturing facilities, as well as outsourcing facilities that have registered with FDA under section 503B
ofthe FD&C Act.

P T UAEE W T U RERGVERSL, ST n e ANENWEORY A EET D L R
AET A EHAE SRR AR —v a VOBREEIE L, UL > TIHEECREICER L2 E 13
AT TV ROIEMNBNEST DU A7 b T, FDAIL —_1 7 A8 56 H L, ik /EED CGMP
AT ITATUREFTMT D, A T U RAELRIL, EEGFE R L OEE SRS, oS
FD&C D& 7 3 a > 503B 2SN T FDA IZEGFR SN TWAT U K Y — v Tliigk THEiE S b,

-
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* Follow-Up and Compliance Inspections: When a specific drug quality problem or facility issue comes to FDA’s
attention, we may initiate a follow-up or compliance drug quality inspection. For example, FDA may conduct an
inspection to investigate: (1) product safety, effectiveness, or quality concerns arising from defect reports; (2)
information provided by an informant about a facility; (3) violative activities involving a facility that were discovered
during the inspection of another facility; or (4) corrective actions undertaken by a facility in response to, for example,
a warning letter or regulatory meeting.

TAu—T v TRBIVI LT T T AELE  FEEOERE ORE E 723 ORIES FDA O7EE &
SIKCE, 7Z4u—T v 7 E I ar 7oA 7 AOEELWERE ZET HLAENH D, & xE,
FDA 1. AT & AT 52 0Ic iR e EhiT 2580355, (1) KL R— kb4 L 202
CAEE, EIRAE OB, (2) MRRICET A EiRIEE DRt S . () BlofER D&
B RSN R 2 & TEKITA, £721d (4) Warning letter £72(3L¥=27 FU I —7 4 U 7Z
Jis UC, MgRANFEMIT 2 2 EH

» Bioresearch Monitoring (BIMO) Inspections: The BIMO program is a comprehensive, Agency-wide program of
inspections and data audits designed to monitor all aspects of the conduct and reporting of FDA-regulated research.
The goals of the BIMO program are to protect the rights, safety, and welfare of research subjects; to verify the
accuracy, reliability, and integrity of clinical and nonclinical trial data submitted to FDA; and to assess compliance
with FDA’s regulations governing the conduct of clinical and nonclinical trials, including regulations for informed
consent and ethical review, and certain postmarketing requirements.

- Bioresearc Monitoring (BIMO) #%% : BIMO 7’1 77 A%, FDA 23T 20780 Fki & s O3~ T oMl
EHLT D & O ICBEN SV, FDA &KICOIe 5B R L T — 2 EAD T 7T A TH%D, BIMO 7'n
77 L0 BEEL, WHERROMER], Ltk BIORALZR#EST D 2 & FDA ITIRH SRR & OFERIR
RERT — & OEMEME, FEME. BRXOEEMEARIET 228 £7o. BRI L OISR D Ik 2 K92
FDA Bl ~DERLAZFHIT 52 & Th D, T, A7+ —Lb Fartr MBI UmER L E = —O#H,
BLOREDOHIRERENRIE TN D,

3.1 Selecting and Notifying the Facility Jfig% OEIR & @A

FDA will apply risk management methods and tools to determine when to request a facility’s participation in a remote
interactive evaluation. In some cases, FDA may request records or request that a facility participate in a remote
interactive evaluation prior to an inspection; this approach could minimizerisk associated with conducting inspections
during the pandemic by reducing the number of FDA staff who haveto travel and by reducing time spent on-site for
the inspection. We will not accept requests from applicants or facilities for FDA to perform a remote interactive
evaluation. Such decisions depend on many factors and information not always known to applicants or facilities, and
itwould be too burdensome on all parties to establish a request-based program.

FDA /L, VAZEHOFEEY =V E#HHA LT, VE— MM ¥ 777 4 TiHli~OREs DS IN a2 W DERT 5
WERET D, HEIZE - T, FDA X, BEORNIFLEREZER L2V | MDY E— b ¥ T 77 ¢ 77HM
BT Z2ERLEZVTH2E08HDH, 207 Fa—F it HIELARTITZR SRV FDA 2% v 7 0¥
RO L, B CORLICECTRRHZHO T2 L2k, No Ty 7 I Eg 2 Eiid 5 Z L ICBET 5 U
AT F g/ MRIZIZ D Z L TE %, FDA I, )%—b4/&77747%ﬁ%£ﬁ¢5tw®$ FEER ;]
RIZE D FDA ~DERIFTZ T2, 2O XD RIGEIL, HEEEPHaRICHIZH S TWD LIRS 0%
< OBERRHERIKIFEL TBY | ERRX—ADT 0T T LEMLTH D ki#«f@%&% Lo TRENKE
TED,
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Once FDA determines thata remote interactive evaluationis appropriate for a particular facility or drug, we will notify
the facility and applicant (when appropriate) by electronic correspondence or phone call. We will use the facility’s
registration or application information to identify the facility point of contact or U.S. agent. Correspondence or phone
contact will include a request for confirmation of the facility’s willingness and ability to participate in a remote
interactive evaluation, including the use of teleconference, livestream video, and screen sharing of data and
documents. The request will indicate the name and address of the facility to be evaluated, the reason for the use of a
remote interactive evaluation,and the names of FDA participants, if known.

FDA 73, $EDNiiak £72IXEIEG LTV E— " VX T 7 7 ¢ TRHE Y TH D LW L7546, &1l
1B 2ITER CThiskds LOHEEE I (WEUR5E) BT 5, M OBERIEHRE ILPFEEREZMEN LT, Mk
DEEIE I ITRERFEAZREET 5, WEEITERERICL, EFSE. T T A M) —a T4, 5—4
EXEOHEFOMEHE G, VE— MM ¥ 777 ¢ 7FHIIISINT 5 sk DEAK & 78 DFR F 7o 1 3R
WEEND, BRITIE, FMIRSROMER ORI EEFT. VE— M 2T 77 ¢ 7l T 28 A, BLW
FDA I D4R (0> TWABE) RS b,

Followinga facility’s agreement to be evaluated remotely, FDA will contact the facility to confirm the pointofcontact
for the remote interactive evaluation, facilitate planning, and determine a facility’s ability to transfer records and
perform remote interactions with FDA staff. FDA will identify the FDA lead for the remote interactive evaluation.
FDA will also work with facilities to procure information necessary to plan and coordinate the activities for a remote
interactive evaluation. The facility should meet these requests or inform FDA of any challenges in meeting these
requests as soon as possible.

U E— NGRS 45 sk DA EITHE  C, FDA %I Z#E L C, @& E iV E— DA 2T 7T 47
A AR L. BHEZ ARSI L, FREERE LT FDA A X v 7 L0V T— bifaha FATT D tisk DR & R E
4%, FDAIL, VE—bA L Z T T 4 7FHIIDOT-0D FDA O U — R&8ET 5, FDA IXE7-. Mgk LW
L, =EA ¥ 77T ¢ TRHMIOIEE) A GRS L OS2 72 DIC B e M adiiET 5, i, Znso
BURZNETZ T, ZIUGOERZ - TEROMMEZ TE 570175 FDA IZHEFT 2081 H 5,

Declining FDA’s request to peform a remote interactive evaluation could impede our ability to make a timely
regulatory decision (e.g., regardingadequacy of a clinical trial used in support of a pending application or adequacy of
a drug manufacturing operation described in the application).

VEe— b U ET70T 4 TiHMliZFEITT B L0 ) FDA OEREZIERTE L. XA L) =BT EL T35
BT OB REMEDRH D (=& X, R EP@EB EhAR— T B0 H SN DR RBROZ S ME, £72
ISR SN TV A ER L REE LB LO)

Specific Considerations for Pre-Approval and Pre-License Inspections Eifgiis L ON7 1 & R GirEsEsic
BT BHFEDEJEFE

When FDA cannot perform a PAI or PLI, or when we determine it would be useful to supplement a planned
inspection, we will consider using tools other than inspection, selecting the most appropriate method to address the
specific risks that justify the need for the PAI or PLI. FDA may request a remote interactive evaluation to support an
application action if we determine that: (1) remote interaction with the facility will help us assess risks identified

during application review; and (2) there are no data integrity or other issues that FDA determines require an
inspection.

FDA 78 PAl #7213 PLI # (T CE WA, FRIFFESNT-ERE2WETH2 2 0NEHATH D M L=
\E%u%mv—wmﬁ%%@%b\muitﬁm1®ﬁgﬁémém¢é%m@)x&:ﬂ%ﬁétb@m%
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WY FIEERINT 5, FDA L, RO XS IHT LIS E, g7 7 a v e ER— 57201 E— v
25T ¢ T AR AEANH D, (1) RO T— MEES, B L o —HIEEINTZY 270
SRS D, (2) FDAREEREZNE LT3 LYW LzT — & Ot £ 7213 F 0o EE 720,

Generally, FDA intends to request records and other information under section 704(a)(4) of the FD&C Act, before
initiating a remote interactive evaluation.

—f%IZ, FDAL, VE— " V¥ T7 0T 4 TaHMliz Bt R0, FD&CIEDOT T v a704 (a) (4) 1THD
< FogkB LN F DO IEHRZERTDHTETH D,

2. Specific Considerations for Post-Approval Inspections ¥ Z251Z 7 5 45 E D E JEFH

When FDA cannotperform a PoAL or when we determine it would be useful to supplement a planned inspection, we
will consider using tools other than inspection to address the specific risks that justify the need for the PoAl; we may
determine that requesting a remote interactive evaluation is an appropriate alternative to conducting an inspection.
FDA may request a remote interactive evaluation for PoAls when: (1) a facility has an acceptable inspection history
with no data integrity or other concerns that FDA determines require an inspection; and (2) specific application
considerations and CGMP manufacturing risks that warrant a PoAl can be sufficiently assessed through a remote
interactive evaluation.

FDA 78 PoAl Z AT TX WA, EIdFt B SN ELZME T2 N TH D Ll L-Hh. &EU
Sh D —/VEER LT, PoAl DMLENVEATEX LT DRFED Y AV ITHT 5 Z L &fgitd 5, VE— M %
TIT 4 TRl EERT S Z L1k, BEEERT ARV ICHEYTH D LT 5581 H 5, FDA X, RO
GBI POAlD Y T— " U X T T 4 Tz ERTHZ EndH 5, (1) Mis, 7—2A 77 V7 1 %7
I% FDA N2 MEE LT 5 Ll L7722 OO n <, FFRTRERERBIRENH 5,  (2) PoAl Z{RiET
HEFEDHFEDEERIEE CGMP RUEY 2713, VE— DA E T 7T 4 723l U CTHICEMEc& 5

o

3. Specific Considerations for Surveillance Inspections ¥ —-~N+4 7 > X &£2(Z 75 45 D
g FH

The prioritization of facilities, domestic and foreign, for remote interactive evaluations will follow the same risk-based
approach currently used by FDA for surveillance inspections.®

TR OESENENAT . BB L OWES, £33V F— DA X T 7T 4 TEMiiiL, FDA £72130—X1 7 &
HBRTHAEFHENTWEDLFEILY AT RXR—=2ADT7 7T a—F|2HH, 8

A remote interactive evaluation does not constitute an inspection for purposes of section 510(h)(3) of the FD&C Act.
However, FDA will use information gathered via a remote interactive evaluation to determine the scope, depth, and
timing of a future inspection.

UE— A 575 ¢ T3HlIE. FD&CIEDEZ 3510 (h) (3) OBLEE-IZEMEZHERT S EDTIE
N, 272U, FDAX, UE— MDA X T 0T 4 TaHIZ i U TR SR Z R LT, fEROAZR O
FH, IR, BIOHA I T ERET D,

8 See, forexample, the risk-based approach described in MAPP 5014.1 Understanding CDER s Risk-Based Site SelectionModel,available at
httpsy/www.fda.gov/media/118214/download. (7= & % 1%, _https://www.fda.gov/media/118214/download. G A F 7] §E7: MAPP5014.1 Understanding
CDER'’s Risk-Based Site SelectionModel THH SN TND IV AT R—=2AD T Fa—F 22 T52 L, )
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4.

5.

Specific Considerations for Follow-Up and Compliance Inspections 74 2 —7 > 7L N2 7 F 4 7 X &
ERIZJT S HFIEDEJEFH

A follow-up or compliance inspection examines operations, records, and other information that relate to the specific
issue being addressed (e.g., drug quality control, facility, or manufacturing problem). FDA will determine whether a
remote interactive evaluation is appropriate, such as when an inspection cannot be performed due to travel restrictions
or to supplement a planned inspection. The use of a remote interactive evaluation will depend on the nature of the
facility and the reason for the assignment, including, but not limited to, inspection history and any data integrity
concerns.

TAa—T v TERTALTTA T UAEETIE, MUINTOWDEEOME (728 20f, ERLOMEEH,
Mgk, F7138E ORI (CBIET A IE, ik, BI O OMOEREFAET S, FDA L, FATHIROZ9
IR A FAT T EROEECHE SN ER AWML T 2B E, VE— N VX T 7T ¢ 7FHI @I &5
NaEfrd 5, VE— A X T 07T 4 7TRHMEOMERIL, sk OME & BEBESCT —2 A7 7 V7 128
TABSESZORZNOICRE SNRWED B TOHBIZL > TR S,

After issuance of a warning letter, holding a regulatory meeting, or following an enforcement action (e.g., seizure or
injunction), FDA usually will conduct an inspection to confirm that corrective actions havebeen implemented.

Warning letter D¥1715, L'¥ =27 MU I—7 ¢ 7 OB, E3PTHIE IR ELIEDM TR E) Of
(2. FDA T, BIERENEM SN2 & 2R T 5O OREZE T 5,

To evaluate defect reports (e.g., Field Alert Reports or Biological Product Deviation Reports), FDA may request a
remote interactive evaluation and/or make a request under section 704(a)(4) of the FD&C Act.

KGLAR— K (7 4=V RT7TT— AR — MA@ L R — e &) 25T 572912, FDA IZ, FD
&CEDE® I 2704 (a) @) IZESNWT, VE— U XTI T 4 TiHMliZEER L=, ERAET-7Z0F
DEENH D,

Specific Considerations for BioresearchMonitoring Inspections ~N-7  J ¥ —F =5 J > 7 &2 (|-
T B FFE D E JEFIH

Selection of facilities for BIMO inspections is risk based. While some facility selection factors such as inspection
history and time since lastinspection may be common across BIMO programs, other factors are unique to each BIMO
program.

BIMO #2223 1) D fiisX DFPUT Y A 7 1ZHANTN D, BEEBIECHREL DAL D OFFE 72 E DOV OO
FOEINFLN X BIMO 7' 7' AR THI@TH D ATREMEN & 2 03, BT BIMO 7’12 7' J AZEA TH D

o

FDA will consider BIMO facilities for remote interactive evaluation according to existing risk- based facility selection
methodologies when there are no data integrity or other concerns that FDA determines require an inspection, and
information to be evaluated can be accessed remotely. Generally, the information obtained from a remote interactive
evaluation will be used to assess the facility’s conduct, including data reliability and human subject protections to
determine the acceptability of BIMO studies for FDA’s application decision-making.

FDA (X, FDA DB A VB LT 2T — 2 A T 70 T 4 LZ OMOEEA 72 < GBS OEHRIZY T — K
TT 7 BATELE, BHFED U A7 X=X DRig @R 1EIZ)E > T BIMO Mg iZkt 35V E— MM 2777
# TR 5, —IC, VE— N X2 T 0T 4 M DAL ERIT. FDA ORGEOERRED
RV 5 BIMO WFZE DS 2 ATRENE 2 I 5 72012, T — & OISHEMEOWERE DI L Mgk o i
HATHMET 5 - S5,
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3.2

Preparing for a Remote Interactive Evaluation V E— A & T 7 7 ¢ 75l O (i

Once the facility confirms its willingness and ability to participate in a remote interactive evaluation, FDA will
schedule a brief virtual meeting to discuss logistics, responsibilities, and expectations. Discussion topics may
include, butare not limited to, the following:

WDV E— A X T 7T 0 TiHECESIMT 2 EE LN ZHET D L. FDAL, v A7 47 A, HiE B
FOHIFHZOWTCEE LA ) O DR N—F Y VREE ATV a—NTD, TA Ay ay by 7,
WRDOEDOBREFEINDN, THHITRE IR,

* Objectives and scope of the remote interactive evaluation.

= Introduction of the FDA remote interactive evaluation team and the remote interactive evaluation lead.
» Identification of the facility point of contact and all other participants (e.g., sponsor or contractresearch
organization, monitor, remote ancillary operations).

» Schedule of virtual interactions and the anticipated duration of the remote interactive evaluation.

» FDA’s expectations during the livestreaming walkthroughs of the facility.

+ Time zone differences and translation services (i.e., spoken and written translation), if applicable.
Virtual interactions, including remote observation of manufacturing operations or livestream assessment of
data, usually will occur during the facility’s normal business hours.

* Methods for sharing requested information, including sharingdocuments and the use of video-streaming
technology.

» Technological limitations that could impair or prevent FDA’s remote interactive evaluation of the
facility.

» Check of the internet connection throughout the facility to verify that the signal strengh is adequate to
support livestreaming video and audio during the actual remote interactive evaluation.

Ue—h 27277 4 7FHIlO B & HEPH,
FDAVE— MM Z T 77 4 7TiHliF—L L VE— M ¥ T 77 4 73HEY — RO,

gk OGS KOO TN TORME (AR Y —F 7T RFENEEE, =5 —, EIRHBRE

L) DM,

ReF XA VBT I 2y DAY 2= U E— " 5 52T 4 TFHEO T,
fEx D Z A4 7 A M) =7 U4 —2 Z/—Hh o FDA OHIfs,

AT LEE. ALY = OEVEFRY—ER (OFD, REBIUFRICE 2

TEED ) B— MABSOT — X DT AT AR —LFHli72 EDONR—F X% )b A X T 7 2 a it @,

SRR D38 s D R ST D
XEOHERLTAA RN =777 /ny—0fif7z L, ERINERE AT 551,
FDA 2 K D Hisk DR A > 2 7 7 7 4 7aHili 24872 5 £ 7213850 2 T eerE o & 2 HAfrrIil R,

Mifg &R DA F—3y MEieF =7 LT, BERENERDO Y T— M 2T 77 1 75HM

HIZIATAN) = T ETH =T 4 A2 Y R— T 5D+ THLZ & a2ERT 5,
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4.

Conducting a Remote Interactive Evaluation VE— A ¥ T 7 7 ¢ 7TFHliDEfE

When facilities agree to participate in a remote interactive evaluation, FDA expects themto cooperate with the same
level of transparency as they would during an FDA inspection. We expect appropriate staff to be available at
scheduled times for interviews and other virtual interactions, and we expect the facility to be operational to the extent
possible for FDA to evaluate areas and operations of interest (e.g., manufacturing, laboratory, packaging). If a facility
is unable to support video or other virtual interactions, or if FDA determines that the video or any other virtual
interaction during the remote interactive evaluation does not permit a sufficient examination of the facility or of a
corrective action, FDA may terminate the remote interactive evaluation and instead perform an inspection or use
other available tools.
igx 3 ) E— b B2 T 7T 4 TEHMIISINT 5 2 LIZRE L7256, FDA I3, FDA #430F L[F] U L~ L D
PECHAT 5 2 LRI LCV D, B2 OO BRI ) Y O T S NIREHICHEER 2 4 » 7 555t
JETEDZ AW L, FDA BBELDOH 5 050%R (BhE, FRE, Ny r—U 0777 E) it 57291
AIREZR P TR SR 5 Z L 2 WL TV D, MDA ET A EIXEOMDNN—F ¥y A 2T 7 a v
EYR— N TERWER, £V = 2777 4 TRHIHICET A X FZOMDAS—F X v A 2 T
U3 a R E T B E Oy I SR A AR Al L2\ & FDA 23Vl L7256, FDA XY £— h&#TT 5

ZEBRDHD, LT, ROYVICEEZFATT D0 MOFIMHFRERY — L2 L 2 %,

As part of a remote interactive evaluation, FDA may:
» Requestand review documents, records, and other information (electronic systems).’
e Use livestream and/or pre-recorded video to examine facilities, operations, and data and other information. '°
» Through the facility’s point of contact, schedule interviews and meetings to addressany questions or concerns.
= Evaluate a facility’s corrective actions (e.g., in response to a previous inspection or evaluation, or to the current
remote interactive evaluation). An inspectioninstead of a remote interactive evaluation maybe necessary to verify
the adequacy of some corrective actions, or if evaluating the corrective actions remotely would unreasonably
extend the duration of the remote interactive evaluation.
» Provide verbalupdatesto the facility on observations and outstanding issues, whenever feasible.
VEe—h 227774 73HlO—EE LT, FDAIZLUTZITO561H 5,
XE. ek, BLOZTOMOER (B AT L) ZERB XOHGET 5, 9
TAT AR = BRI SN U A R MR LT, MR, B, T4 T oMoz s
%, 10
fiEg DR 218 U T, BRI 2120 Dl# L S E AT Y2 —T 5,
MRk DI EHE 2 NI 2 (72 & 21E, URIOBEREITGHE, £723BUED ) E— M 2T 7T 47
FHEA~DIEE) o —HORIEREDOZ L MEAMREES 5720, EIITRIEHEL ) E— P THHET5 & U E
— b 2T 7T 4 TRHEOHRD A LIRS R 5E13, VE— M 2T 7T 4 7TRHEORD Y I2#
LBDRVERDGEN D D,
AREZRGEIINOT Y, BIEE & RMR ORI O Ttk (2 HEH CTlRoFTF A 124 %,

° Some remote interactive evaluations will be preceded by arequest forrecords and other information for those facilities covered by FDA’s authority
under section 704(a)(4) of theFD&C Act, when appropriate. FDA requests, including requests forrecords, during a remote interactive evaluation are
considered voluntary unless a section 704(a)(4) request is sent to the facility. ( —# DV E— A > ¥ T 7T 4 ZTHMEORIIZ, KLEIZWS T T, FD
&CIHED 704 (a)  (4) HIZIESWT FDA OREROKIG & 722 HHiik OFLéRds L BZ OMOFROZERBITON D, 704 (a) (4) HOH
ROFEBRIEE S NIRVRY . VE— " ¥ T 7T ¢ Tl Ok O E R Z 5T FDA OERIMEETHDL LR IND, )

19 For a remote interactive evaluation supporting a pending biologics license application, FDA usually will expect a facility to provide forlivestream video
of themanufacturing operations described in theapplication.( fREHDAMIAIZ ¥ ZAHFE LI R — T2V E— MV Z T 7T 1 7D
&, FDAITEH, HEHICRRRS W TOOIUEEED T A 72 Y — A e T4 20T D i 2 WMo %, )
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| FDA will notissue a Form FDA 482, Notice of Inspection, to announce or open a remote interactive evaluation. |
FDA L, VE— A Z T 7T 4 7Tl R EIIIMGT D720 D7 4 — 2 FDA 482, AELEM 2 FAT L7

o

4.1 technological Requirements HfiTHYE(4:

The quality of the remote connection (e.g., connectivity, image quality, cameras used) should be adequate for FDA
to remotely review, observe, examine, and evaluate the information requested. To the extent practicable,
technologies employed also should allow access for remotely viewing and evaluating operations at the facility, as
necessary (e.g., aseptic practices, equipment cleaning and set up, material weighing and dispensing, instrument set
up, sampling, testing). FDA understands that there may be temporary connectionissues during the virtual interaction,
and we expect either party to resolve the issue in a timely manner.

Ue— MEROME (BEpitE, B, AT H A T2 8) 1, ERSNEHRE U E— N OHER, Bl iE
. BLOGHET 52DIZFDAICE > THOR b DO THLINENRH D, FETAHE/RHH T, A I HIRE, &
FL U T, MR COBEZ Y E— N TERFBLORHEIT 272007 7 B A GFFAIT 508N 55 (HEEEAE,
ol ty N7 v 7 MEIORR L T, ROy Ny T A T T ARRE) . FDA L
N=F X VA BT T a IR ORI BAT AR H 5 Z E 2B L TR . WThho
BHEENMEE Z A L) =R 52 L2 LT 5D,

For security reasons, FDA will use its own IT platforms and equipment!! to host virtual interactions during remote
interactive evaluations (e.g., videoconferences, livestreaming video of the facility and operations in the facility). FDA
currently uses the following conferencing platforms:

* FDA Microsoft Teams

* FDA Zoom for Government

= FDA Adobe Connect

X2 U T4 EOBEMMNL, FDAIFMADIT 77y h 74— LM " AEHL T, VE—M U ZTF 774
Tl (BT AR, RO TA T AN = 7T A, ERNOHERRE) PICAA—=F A 2T e
YHERA LT D, FDABUE, ROZHTT v b7+ —L&2HEHLTND,

FDA Microsoft Teams

FDA Zoom for Government

FDA Adobe Connect

' FDA is not able to supply equipment to a facility to enable FDA’s remote interactive evaluation. Additionally, FDA is not able to accept equipment or
devices from a facility forouruse in conducting a remote interactive evaluation. (FDA |%, FDA OV E— N X T 7 7 1 73Hli% wHell 25
WENERICHARTT D Z LR TERY, S BIT, FDA X, UE— M ¥ T 7T 4 7O FERIE T D sk H b O £ 72137 3o

AEZITFTANDZ ENTERY, )
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4.2 Remote Interactive Evaluation of Documents and Records L&+ L2 — ROV E— s V Z 57T
4 7 EH

FDA will usually request and review documents and other information in advance of a remote interactive evaluation'?
to ensure the livestream interactions are as efficient as possible. However, we may request additional documents and
other information , including video recordings, atany time during the remote interactive evaluation to address questions
and to explain observations. Documents and other information requested during a remote interactive evaluation are
expected to be provided within a reasonable timeframe, similar to requests for documents or other information made
during an inspection.

FDA [TlE. VE— A X T 77 4 7aHl 2ORHICELZEDMOEREZER L THERL, 74 7 A MU —2A
DRV B BAREZR R BN D X 91T 5, 27 L. UE— " v E 575 4 7THFINOTEH, B~

KGR, AT HPN— 3 EGT 22 DIBMOLERLLOMOFR (BT A GkEizET) 2%RKT DI LR
b%, VE—=IZT77T 4 TaHEPICER SN CEB LT OMOERIE, BEREPIATONIZSGEE T

ZOMODTERDOER L [FRRIZ, A2t S D Z LI S b,

FDA expects all documents requested during the remote interactive evaluation to be provided in electronic format or
accessible by screen sharing during a live interaction so that the documents can be assessed efficiently. FDA will
provide a secure means to send requested information during a remote interactive evaluation. For electronic documents
and other information, facilities should identify any limitations and ensure that encrypted and password-protected files
can be accessed by FDA. Documents submitted during a remote interactive evaluation should be in English. However,
if translation is needed during a livestream interaction, the facility may need to provide a translator.

FDA (%, )%—k4/&77747£m¢sgkémtﬁmf®i£ﬂ CER WG 7Y ANV RN A o GV
Z 7 a rPICEEEFICE S TT 7 EATEL LI LT, LELRMTGHITE 2 L 91275 2 & 2 8fF
LCW5, FDA X, VE— R ¥ T 7T 1 75HMliTI %kéht%ﬁ%ﬁh#ét%@ﬁ 7R FR AR
Do BT XERLEDMOIGFHRITOWVTIE, fEsiTHREZRE L, BE LS IA Y — R CRESNTZT 7 A VI
FDA N7 7B ATEL LT EIRERSD, VE— X T T 4 TSR SN A SCEITIGETH
HVENDD, 12750, T4 7 AR —A0O0 B RIZERR DL E RS A, sk $FERE 220 2 LER H
HENH D,

FDA recognizes that some facilities maintain documents in paper format and not all electronic systems will be
accessible for direct viewing. Thus, when such a facility agrees to participate in a remote interactive evaluation, they
should consider taking steps to enable FDA’s remote viewing and verification of the facility’s documents, procedures,
and electronic systems. Requested documents maintained in paper format should be scanned as searchable Portable
Document Format (PDF) files when possible.

FDA I%, —#HDOfiax TIISCHELROEXNTEHLTEBY , T XTOE VAT ACEHERRTE 20 Tixzn
:k%pw%iabfb\é L7eMRoT, 2D LD BhisxN ) T— A X T 7T 4 TEHEIZBINT 5 Z LIZRET D
LA sk o0E, FE, BLOETFV AT LAOFDA OV E— FRE L OWGEE ATREICT 2720 O E 255 U
5T LERRTAVNENRD D, MOBXTHRF SN TV AZR S - SCEIE, TTHETHIUTHRIZTTAHE R Portable
Document Format (PDF) 7 7 A /L& L CAF ¥ T HMLENRH B,

12 Generally, formanufacturing facilities, such requests forrecords orother information prior to the remote interactive evaluation will be made under
section 704 (@)(4) of the FD&C Act. (—%ic, Witz DiFGE. VE— M V¥ T 7 7 4 TRHIONNC LR E 721X 2 OO A ZRT 5
Z Lt FD&CHEDEZ 3704 (a) (4) ITHESWTITONLD, )
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5. Concluding a Remote Interactive Evaluation U E— b1 > ¥ 5 7 7 ¢ TEHMEO#EiR

Upon completion of a remote interactive evaluation, FDA will have a closeout meeting with the facility’s management.
During this meeting, FDA will usually present a written list of observations, if any, and describe and discuss any
observations in sufficient detail to enable understanding and foster an appropriate response. !> This written list of
observations will not be a final Agency action or decision. FDA will not issue a Form FDA 483, Inspectional
Observations. As with an inspection, FDA encourages facilities to respond during the discussion and/or provide
responses in writing to the observations within 15 U.S. business days.

U%%%4V&?7%47ﬁﬁmmT¢ékImAim YOEBE LD/ a— AT 7 "I —T 4 T EITH, Z
DaXE#ETIZ, FDA ITIET, BISHE RO U 2 FAEm TR L, ISR HolGsiicails K O%Em L <. B
%%ﬂ%mL\L@@ﬁm”%%@ﬁéo_wéﬁcié%ﬁm)xbi Bef&i)72 FDA OFTENE 72 13T E T
1720, FDA L, HETOFATH D 7 +—L FDA483 34T L7\, AL L [AARIC, FDA I, JEsA%ah LA
w@%ﬁﬁ%ﬁé:&\ﬁ;miku%ﬁ@wﬁ¥auwmE%ﬁ%laﬁfméﬁé_&%ﬁﬁbfwa

Depending on the purpose and outcome of the remote interactive evaluation, the information and documentation
collected may be used to, among other regulatory purposes:

* Support FDA’s assessment of pending applications, including whether to approve an application
* Preclude the need for an inspection in follow-up to a reported concern or defect

» Supportaregulatory meeting, warning letter, import alert, recall activities, or enforcement action
+ Rank or prioritize a facility for an inspection, particularly a surveillance CGMP Inspection

» Justify a follow-up or compliance inspection or any other surveillance activity

VE— bt 2777 4 7FHEOBHEFERITIE T T, RSN ER E SGEIX, oBBIHRIOHR T, RO
BT SN 256030 5,

HREZAGET D E 9 e & IR OHFEIZEET 2 FDA Otz Y AR— 42

Wiy ST EETIIRMD 7 + v —T v AT D EEOLENEEZ YRS 2

V¥ =27 MU I—7 7 Warningletter, importalert, V =—/L{F#), F7 3P THEEZ VA — K

+5

MiE% 7T AL, RSN CGMP &2 0 7 & 7 11T & 7o 1B SENaf A+

TAa—T v ERIT LT ITAT U ABERFE L IXFOMOERER A E4{LT B

After the remote interactive evaluation concludes, FDA will provide a copy of the final remote interactive evaluation
report to the facility. A remote interactive evaluation report and any written list of observations may be subject to a
disclosure request under the Freedom of Information Act.

VE— AU X T 7T 4 TRl T L72%., FDA ITRIKBIRV B— " U X T 7T 4 7ML AR— hDa B —
EREICRMET 5, VE— b DA H T 7T 0 7RIV A — P B X OBIEEEOERICEI D U X M, FHHRA
BEICIE S BIRESR ORGSR L e 256018 5,

If FDA determines that an inspection will be necessary based on the outcome of the remote interactive evaluation, we
will use the information obtained from the remote interactive evaluation to prepare for and conduct the inspection.

FDA NiEMEA v 7 T 7 T 4 T O RSN TEENNETH D LW LI-E. B, v 2T 7T 1 73
2B S IFR A U CEROYER & B ATV D,

13 If the remote interactive evaluation, including the review ofany records before or during the evaluation, is intendedto supplement a scheduled inspection,
then FDA usually will combineanyobservations fromthe remote interactive evaluation(s) into a single written list of observationsissued at the close of the inspection,
which would beissued ona Form FDA483, Inspectional Observations.( #EAfiflT & 7213 DR D L Ea—2 BV E— M 2T 7T 4 THF
i3 X&V:~/Déﬂf:§%%?ﬁﬁtﬂ‘é L HBE LTWDIBA, FDATEE, VE— M 2577 4 T5HIiN 6 OB %E . %
TENTBEORE—DOER Y X MIHAT D, AT 7 +— L FDA483, MATTR TRITS NS, )
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6. Impacts of Remote Interactive Evaluations on Established Commitments and Timeframes F&N. S #1172
aIy MAVNEREBICHT DV E— N U E T 7T 4 TEHE DO

In general, the use of remote interactive evaluations should help FDA operate within normal timeframes (i.e., in a
similar manner as an inspection) as outlined below, especially for higher priority activities in spite of challenges related
to the COVID-19 pandemic.

—Eiz, VEe— N & T 7T ¢ TEHMIOMER L. FDA 25LL FICHE 4 2 18 ORFENT (OF 0, HZELF
FOIFIET) BHET 2 DITEIDITT TH D, FilZ, COVID-19 /0T 2 v 7 ICEET B b b 51,
BREORWEETH D,

FDA intends to use information from a remote interactive evaluation to meetuser fee commitments and to update FDA’s
relevant internal databases. FDA expects that a remote interactive evaluation will generally enable us to meeta user fee
goal date. However, FDA will notify applicants if we expect to miss a user fee goal date.

FDA X, VE— A&7 77 4 7TeHlin b OFRAEMEH L C, 2—F—7 1 —Da Iy P AV MEEZL,
FDA OBE#ET HNEHT —H X—RAEHHFTHTETHDH, FDA X, VE— X T 7T ¢ 7MLy, @
W, a—P—T 4 —OHEALZERTXLLHH LTS, 2L, 2— =7 —OHER 2%+ = L A THE
SN bHA. FDA XHEEICEmMT S,

6.1 Commitments for Pre-Approval and Pre-License Inspections ZHF[ARB L OHFI 74 BV ABEED
aIy hAVE

| FDA will adhere to existing response timeframes applicable to inspections. |

FDA 13, AL S0 2 BEF OISR R 2 A7 %

= Any responses or corrective actions submitted to the FDA in response to the observations identified during the
remote interactive evaluation will be considered in the application assessment if provided within 15 U.S. business
days of FDA’s communication. FDA may defer consideration of responses or corrective actions in the current
review cycle if received after 15 days.
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» Responses received after 15 U.S. business days will be considered in the next application user feecycle,
should the application receive a complete response action and the facility requires re-evaluation.
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6.2 Timeframes for All Inspection Types 3~XT DL Z A 7 DRI

FDA generally intends to use existing timelines established for reporting on and evaluating the outcome of an
inspection for the remote interactive evaluation.
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Any responses or corrective actions submitted to the FDA in response to the issues identified during the remote
interactive evaluation will be considered with respect to further regulatory action if provided within 15 U.S. business
days of FDA’s communication of the observations.
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