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Conducting Remote Regulatory Assessments
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This draft guidance, when finalized, represents the current thinking of the Food and Drug

Administration (FDW or Agency) on this topic. It does not establish any rights for any person Xy FoB AL Bk TA] AT
and is not binding on FDA or the public. You can use an alternative approach if it satisfies the 2. IRFV v EEbRES,

requirements of the applicable statutes and regulations. To discuss an alternative approach,

contact the FDA staff or Office responsible for this guidance listed on the title page.
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I. Introduction /1% U i

In response to the Coronavirus Disease 2019 (COVID-19) pandemic, FDA adapted its

operations for field activities to provide oversight of regulated industry while mitigating the



spread of COVID-19. One set of tools used during the pandemic for oversight of FDA-
regulated products has been remote regulatory assessments (RRAs), as further described in
this guidance. The term “RRA” (as defined in the Question and Answers section) is used to
describe a category of activities for which FDA may use different terminologies, but that are
all considered to be types of RRAs, including “remote interactive evaluations,”? and “remote

record reviews.”

I r FHICHIG LT, Fi o a A v RERGYE O BEGWE K & JIHI L 223 & | BIHIDN R o
X2 BT 2720, FDA BEBGEHO -0 OEFITBIELMA T Lk, BRSO E
Ho7zwican F @O S Ny -1 D 1D, EEFEE (RRA) 259 9, 2h
Z2OWTIE, ZOHA XV ATELICHHAL T, TRRAJ &) HHEE (Q&A D& 27 v =
VOER) REHOoHTF I —2RT 0 IEHINTE Y, FDA 5 [EkENE X2

(remote interactive evaluations) | % [ZE[FECEIAE (remote record review) | 7z & D F 7

LHEEZMEHT 2REED H Y E34, ZNHIFTXTRRADO—ffiL LI NE T,

! This guidance has been prepared by the Office of Regulatory Affairs in cooperation with the
Center for Biologics Evaluation and Research, the Center for Drug Evaluation and Research,
the Center for Food Safety and Applied Nutrition, the Center for Tobacco Products, the
Center for Devices and Radiological Health, and the Center for Veterinary Medicine at the
Food and Drug Administration.

Lz o4 2y At BMEENEICE T 3 EVHFGHENIE € v 2 —, ESRMSFHEIIE €
VR BiRE JOHRER Y 2 - 253l v 2 - REKS - BURRRRE R v 2
—. YRRy 2 -0 10 b b, BHEEBEIC L > TERI N2 D DTH B,

2 See Remote Interactive Evaluations of Drug Manufacturing and Bioresearch Monitoring
Facilities During the COVID-19 Public Health Emergency, Guidance for Industry, April 2021.
We update guidance documents periodically. For the most recent version of a guidance, check
the FDA guidance web page at https://www.fda.gov/regulatory-information/search-fda-
guidance-documents. See also ORA’s RRA Fact Sheet: ORA’s Office of Medical Products and
Tobacco Operations RRA Activities During Coronavirus Disease 2019 (COVID-19) Public
Health Emergency.
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Such activities, along with others identified in this guidance, are considered RRAs for
purposes of this guidance. In the presence of travel restrictions during the COVID-19
pandemic, FDA utilized certain types of RRAs to assess establishments and their compliance
with applicable FDA requirements. Based on this experience %, FDA has noted the value of
RRAs and concluded that they should be used for certain scenarios outside the current
pandemic and for all types of FDA-regulated products.* FDA has developed this guidance to
provide answers to frequently asked questions related to RRAs. This guidance is intended to
help enhance industry’s understanding of RRAs, thereby facilitating FDA’s process for

conducting remote assessments.

DX RIEENT, COHA XV ATHEIN TV A OiEHIE L bic, 2DH AL XV R
BT RRA LA INET, I 0 FECOENMBIRNSD 572720, FDA 13, » 3D
RRA 2FIL T, HEMB LU Z OHEMNEA S NS FDA Bfb %L Tn3d &5
FEHMEL E L7z, ZORBICESWT 3, FDA 13 RRA OffifiiciEH L, BAED = v+
DD BH 2D v F ) A & LR ORI REFIC RRA Z V2<% Th 5 LG %
L7zt ZOHA Xy R, RRA I3 2 EEROBEZHD 2 2 & T, FDA O fEHMm
Eii 7w e 22 RETE L EZAMNELTHET,

Throughout this guidance, the terms, “FDA,” “the Agency,” “we,” and “us” refer to the Food

and Drug Administration and the terms “your” and “yours” refer to regulated industry.

ZDHA Xy RCEHENT, [FDA] ° (47, [FLixl, THR4iC] &w) HEERAMESRE
mEEEL. (B0 ) [Hilkizb0] w5 HBRHENROEELXEL £,
GREE : BRcid. BAMIC FDA (BREERF) 4L w3541 [FDA] &L Gk
SHLAABAERECTVET), [Hak0] 2 [Hhkizbo| FEHETWET,

The contents of this document do not have the force and effect of law and are not meant to
bind the public in any way, unless specifically 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



not required.

AXEFEONEF., FRcZcllaA T WR Y | EFR L AFOMN 2F72F, Wk s
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Ky ANEIT, FE OB R EE EOBEAFIHIN TR WIRY | HEEERIHE L Conie
ALNERETHY, T4 XV RICET 5 should” DI, M2 REE I3 I T
VB, BRINTIIWAWI L EZERLET,

I1. Background /& 5

FDA uses a variety of tools® for oversight of FDA-regulated products and establishments. In
this guidance, the term “establishment” includes any facility, entity, person, importer, or site,
whether foreign or domestic, subject to the laws administered by FDA. During the COVID-
19 pandemic, FDA has used RRAs to help the Agency conduct oversight, mitigate risk, and

meet critical public health needs with respect to certain FDA-regulated products.

FDA 13, BHROEG S L CHEFOERO D ICkA Yy — 1 5 2L THES,
ZOHA Xy RITEBWT, [BEI] & X, SHE»EN2 253, FDA 2381
T BIEHICHE 5 N FfEak. M A MAEEC L&A T, 2 rn F DR, FDA i1,
FEE OBIHD R ICBE T 2 B, U 2R 7B, B X CEBEAAREE Lo = — X ez T
72DICRRA ZHWTEE L7,

To date, RRAs have included review of records or other information submitted upon request
from FDA under sections 704 (a)(4)¢and 8057 (the latter hereinafter referred to as “requests
for Foreign Supplier Verification Program (FSVP) records under 21 CFR 1.510(b)(3) or
1.512(b)(5)(ii) (C)” or similar) of the Federal Food, Drug, and Cosmetic Act (FD&C Act)
(mandatory RRAs); and records assessments and/or interactive evaluations (such as remote
livestreaming video of operations, teleconferences, and screen sharing) conducted pursuant

to voluntary participation by industry (voluntary RRAs).

I E ¢, RRA i3, A ERMIESE FD&CEK) 0v 27 v 2 v 704(@) @5k &
V8057 (% 1ZLAT. 21CFR1L.510(b)(3) . 1.512(b)(5) (i) (C), £ IZZNICHHT B b D
D CHMEBGEREE 7 v 275 4 (FSVP) Ziko Bk &ifs) (ffi] RRA) 1cHo <
FDA 0E#H %21 CTRE S h il L oEHoRE. s LU0h¥EoBhEECHEI<( S



e & b AT B LBl 2 0 RS ((FE Q&R T 4 7 & B Y — 1 v 7By, SRR,
HAEAZEEZMW2d0) (EERRA) AEENTEELL,

3 See, e.g., FDA’s November 2021 "An Update to the Resiliency Roadmap for FDA
Inspectional Oversight," where we reported on the use of RRAs as a tool to fortify FDA
oversight efforts throughout the pandemic.

SHlzIE, FeriicEd 3 BEROMY MAEZBLT 27200y —1 & LTo RRA Offifi]
DWW THi L7z FDA o 2021 4£ 11 A [An Update to the Resiliency Roadmap for FDA
Inspectional Oversight (FDA OBEEMWEMRICE T 2L Y ) v R - v — P~y 7ORHTE
W] xSz,

* See, for example, question A.2. describing to whom voluntary and mandatory RRAs may
apply.

4l iE, £ RRA & X Uil RRA 25T S N2 W REFICOWCHP L 2B A2. 25
Ryazel,

5 See, for example, the discussion of alternative tools used for oversight listed in FDA’s May
2021 "Resiliency Roadmap for FDA Inspectional Oversight," and Section 704 of the Federal
Food, Drug, and Cosmetic Act (FD&C Act) [21 USC 374].

5 fil 2 1. FDA @ 2021 4£ 5 H [Resiliency Roadmap for FDA Inspectional Oversight (FDA
DEFMERICHT LYYV T2 - n—Fvy 7) ] L@BIh T2 ERICHV5n 2
B — L o, EARMERER UL (FD&C &) €27 > a v 704 [21USC374]
EZWT s L,

6 Section 704(a)(4) of the FD&C Act gives FDA authority to request (and requires
establishments to provide) any records or other information that FDA may inspect under
section 704(a) of the FD&C Act, in advance of or in lieu of inspections of establishments that
engage in the manufacture, preparation, propagation, compounding, or processing of a drug.
SFD&C %+ 7 + 2 704 (a) (4) i, FDA K L C, EfEGoME, B, i, A
EIMTIERT 2 BHEFROEZICKL->T, H50IFEELITINb Vi, FD&C &
7 ay 704 (a) ICHEICEFENRE L ILHRALOBEREERT 2 (hOFEFTICHE
xRk s) HRE525b0THD,

" Section 805 of the FD&C Act requires importers as defined for purposes of section 805 of
the FD&C Act to perform certain risk-based Foreign Supplier Verification Program (FSVP)
activities. Further, section 805(d) of the FD&C Act provides for FSVP records to be made



available promptly to the FDA upon request. FSVP regulations state that, if requested in
writing by FDA, records must be sent to FDA electronically, or through any other means that
delivers the records promptly, rather than making them available for review at an importer’s
place of business. 21 CFR 1.510(b)(3), 1.512(b) (5) (ii) (C).
TFD&C it 7 v a v 80513, At 2 v a VicEWCERINWAEZ I L, HED )
A7 R—=ZDOHEWRAGEHWGEE 7 v 77 4 (FSVP) B %1T5 2 &2 FRL T3, b
12, FD&C i+t 7 v 2 v 805 (d)iE. FSVP DFtek%x FRICIE U C FDA 102 2 ICiefit 3
3 X 5D T2, FSVP Bk, FDA 7 o EE CEHAH o 2 HAE I, BAEEOF
T CRBEMECES LS ICT 20 TRAL, BTWIC FDA AN T 25, EhidEe
DI CTE 2o FER T, WHEEZEMNLBZTNIEEL RV EED T3, 21 CFR
1.510(b)(3). 1.512(b)(5) (i) (C),

FDA'’s experiences so far have identified significant benefits in using RRAs. For instance,
RRAs have assisted FDA in verifying corrective actions taken in response to inspections of
previously compliant manufacturers8 and in gaining compliance insight when it was not
practicable to inspect. RRAs have also provided information about deficient practices, which
led FDA to take regulatory actions, conduct inspections, and have informed future inspection
planning. RRAs have been used to help support, and reduce delays of, approval or
authorization of marketing submissions for FDA-regulated products during the COVID-19
pandemic. In the food program, they have assisted in determining compliance with
veterinary feed directive regulations, assessing foreign manufacturing process records, adding

foreign firms to import alerts, and with issuance of warning letters.

FDA o Z ¥ TORERA S, RRA OFHICIZKRE HRAH 2 L BRI N T FE T,
Bz iE, UATOBERICE O CTEATH o - REEE PERICHIG L TEM L 2 2 IFEiE %
BEEL 720 8, BEEAHENTEWEAIGHEATH 225 252 HE L2 0 T 3K, RRA
13 FDA #H$BL CE¥ ¥ L7z, %7, RRA 2’ ¥5oRfiicBId 2 HHERMits2cLicX
». FDA BHIHIEEZFHE L2 0, BEEEZERL 20, HRICES LTI Ro AL HE % 5K
EL720 T2 TEE LA, RRA I, 20 FHIC BT 2 BT RS O IGEHRE O %
RO XL, ZOENZHES TOIHHINCWE T, BFH 77 I LB WTE,
TP ARG S OBIENCE A L TV 5 22 DI, SHE o 8IS TREE SR O FFAM, il A L5 ~
SNESEDEN, EEHEORTIEIL>TVET,

Based on these experiences, FDA has determined that RRAs are valuable and, under certain
circumstances, will continue to assist FDA during and beyond the COVID-19 pandemic, in

its mission to protect public health, oversee regulated industry, and ensure all types of



regulated products comply with FDA requirements.

b OREICEO %, FDA 12, RRAZHEZLZDDTH Y, —EDRN T Tld, 2 v 1
DB LT Z DB, ARELELZRFEL, BHRNREXELEE L, 559 2 EHEOHIHINR
#5728 FDA OBHFIGHA T % C & ZRFET % &\ 5 FDA offidric T, FDA #%BL
#eld s LHWT L CnE T,

FDA had previously issued guidance’ regarding the use of voluntary remote interactive
evaluations of 143 certain establishments during the COVID-19 public health emergency; a
remote interactive evaluation is a type of RRA. The Agency believes that FDA'’s use of both
voluntary and mandatory RRAs, as applicable, for all types of FDA-regulated products is in
the interest of the public health, and the Agency is issuing this guidance to provide further
transparency to stakeholders about the circumstances in which RRAs may be used both during
and beyond the COVID-19 pandemic and promote greater consistency in the way RRAs are

conducted.

FDA &, #iflanF v 4 L REYHEIC X 2 AREE DR LAFREDM], 143 ORIE OFHEA
SR 2 R OEBNFERFEHMOMHICET 2 74 X v 2 0 #RITLTCwE Lz GRS
GG 12 RRA 0 —fET3), FDA 1%, X C OB OB RET ICOWv» T, £ RRA
B X OHREI RRA 2T 2 2 L B3AREEOHIICHES &2, BFEEICH LT, a0
WO Z DI RRA 2fHTE 2RUE X LICOA VLT LFHHAL, XV H—7%)7
ZCTRRA 2ETE2XHICT 201, TOHAXVAERITLET,

III. Questions and Answers,/Q&A

This section is intended to provide FDA’s current thinking regarding the requesting,
conducting, and use of RRAs by FDA.

ZDx7 v avid, FDAIC X 2 RRA o%5E, FhE, #HICEAT 2 FDA oREDEZ T %
AT ERFERLTET,

8 In instances where FDA has identified objectionable conditions regarding compliance with
Current Good Manufacturing Practice (CGMP) requirements, FDA may determine that a
manufacturer is compliant with CGMP based on a voluntary commitment of corrective
actions, or, when warranted, FDA may pursue an advisory action (e.g., warning letter or

regulatory meeting) or an enforcement action (e.g., seizure or injunction). After an advisory



or enforcement action, FDA may conduct an inspection to confirm that corrective actions
have been implemented.

§ FDA 23 BUTOMIEELERHE (CGMP) BE~DEEICBIL THF £ L < R IRILE FE L
7356 FDA I3, RIEWE 2 L 2 L BIEEH P H EMICERN L 72 2 L icEow T, CGMP
ERESFLTC0 S LT 5 2 &b B, IEYAMEA S 256, BIEEM (BEE
PHE LY G L O L) TR FPUTIHE GELITI X P EILGH R Y) 21755605 5,
B A REE P HUTIE O, FDA B IERENEMI N2 L 2R T 2 -0 IcER e R
s 52 e03dH 5,

? Remote Interactive Evaluations of Drug Manufacturing and Bioresearch Monitoring
Facilities During the COVID-19 Public Health Emergency, Guidance for Industry, April 2021.
This guidance covers remote interactive evaluations for certain drug products under CDER,
CBER, and CVM jurisdiction. We update guidance documents periodically. For the most
recent version of a guidance, check the FDA guidance web page at
https://www.fda.gov/regulatory-information/search-fda-guidance-documents.
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1. What is an RRA? /RRA & 3] CF 2> ?

An RRA is an examination of an FDA-regulated establishment and/or its records, conducted
entirely remotely, to evaluate compliance with applicable FDA requirements. RRAs assist in
protecting human and animal health, informing regulatory decisions, and verifying certain

information submitted to the Agency.

RRA & i3, MHIRROHERTCZ ORLFRICH LT, FDA OERFIHIHAL TWE 20 E)
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RRAs are a tool FDA may use to support regulatory decisions and oversight activities.
Currently, requests for records or other information from drug establishments under section
704(a)(4) of the FD&C Act, and requests for FSVP records under 21 CFR 1.510(b)(3) and
1.512(b)(5)(ii) (C), are RRAs that FDA conducts for which participation is mandatory (i.e.,
are not voluntary). RRAs that are not conducted under statutory or regulatory authority are
voluntary in that an establishment can decline to participate or withdraw participation during
the RRA, in which case the Agency would consider other tools for evaluating compliance with

FDA requirements.

RRA (3. FDA 2#38lfil24 /5 & L COREPLHERIEB 21T 02 LW T 2 o i fflTcE 3
— T, BHIE, FD&C FEv 72 a v 704 (a)(4)icHo  ESRMEEF 2O 0Like 2 D
D IEROER, 3 X 1021 CFR 1.510(b)(3) & 1.512(b)(5)(i1)(C) icH:-o & FSVP 5D
FRkik, FDA 23 5. FEMOSMBEREMN T b (FhbbEETIEAY) RRA
o TwET, IKNE 2 BHFIMERDO TTEME N2 b DTAV RRA 3, FEHH
RRA ~DZMEZERT 3. £7-13 RRA HICBIMEZI Y 02T LR TE S L v HTF
HTHY., 20%E, FDA 3, FDA ORRFIH~DE A % 3Hli 3 2 72 Ofth D FB & it
FTro itk ET,

RRAs complement FDA’s authority to conduct inspections under section 704(a)(1) of the
FD&C Act and other applicable FDA authorities. RRAs do not limit the authority of FDA to
conduct inspections under section 704(a)(1) of the FD&C Act and other applicable FDA

authorities.

RRA 13, FD&C w27 v 3 v 704 (a)(1)B LUV Z DD 2 FDA OHERD o
#1795 FDA OWERZMTT 2 b DT, FD&C &% 704 &) (1)B L2 ooz 44 3
FDA DWERD T CHZ %175 FDA OWHERZHIRT 2D TIEH Y T8 A,

2. Who may be subject to an RRA? /RRA O R & 72 5 DIFFHETT 2 ?

* Voluntary RRAs

If an RRA is not mandatory (or FDA opts against exercising its mandatory RRA authority in
a certain instance), FDA may request that any establishment (e.g., food producers, tobacco
product manufacturers, drug!® or medical device manufacturers, clinical investigators, or

others) participate in a voluntary RRA.



- {£3 RRA

RRA 23#HCa\ia (F7213. FDA 23R5E 0 FfHlic 351> il RRA %17 5 RO T{H
% L7 0iEIR% 3 234) . FDA 13, Yo 33T (] e SbEske, 2~ a R ahEsEs,
PR3N, 10 F 72 (3R AR LG 2 | MBS EMIZR L) IS L Td, fEE RRA ~O &%
FEETZ LN TEET,

¢ Mandatory RRAs

Mandatory RRAs include the following: Establishments that engage in the manufacture,
preparation, propagation, compounding, or processing of a drug!’!? are subject to section
704(a)(4) of the FD&C Act. Under FSVP, importers, as defined at 21 CFR 1.500, are subject
to section 805(d) of the FD&C Act and implementing regulations in 21 CFR 1.510(b) (3) or
1.512(b) (5)(ii)(C), as applicable.

- 1] RRA

FHW R RRAICIUT O D H Y 9, EEMOEE, FR, HIH, FE& 2 13mIic
PEFT B HEEPT 1112 3 FD&C #ED v 272 3 v 704(a)(4) ot E 72 £3,FSVP Tl
21 CFR 1.500 TEHINZMA¥EH 2. FD&C #Eo® 7> a v 805(d). LU 21 CFR
1.510(b)(3) #* 1.512(b)(5)(i)(C) DHEfTHIAI G%M T 2454) oL ALY T,

19 Drug manufacturers include establishments that engage in the manufacture, preparation,
propagation, compounding, or processing of a drug.

0 R GELESER 13, EREMNOBLE, P, BhE, A LM ICHE T 2 FENIE
ins,

1A drug includes human and animal drugs (including drug products produced by facilities
registered as human drug compounding outsourcing facilities under section 503B of the
FD&C Act), and biological drug products for humans.

EEHREIC I, e PR, BRI (FD&C i+t 27 o2 v 503B ko e B
HETAARLHEEN L L CERINEETIEE T 2EESLED). XU MAY
HEAI R E T 5,

12 Regarding application of this guidance to combination products (defined under 21 CFR
Part 3), the opportunity to participate voluntarily in an RRA applies to all combination
products that are not subject to the authorities under section 704(a)(4) of the FD&C Act.

Elements of the guidance specific to drugs (i.e. a 704(a)(4) request) also apply to drug-led



combination products (see section 503(g)(1)(C) of the FD&C Act), including the drug
constituent part(s) (defined under 21 CFR Part 4) of such combination products.

2 avest—va vl (21 CFR Part 3 TEER) ~DIZDOH A4 X v 2A0# B L T,
RRA I HIHEE TSI 2213, FD&C &+t 27 v 3 v 704 (a) (I Ho HERO IR &
oI Toaver—y g VEIFIGEEh 3, BEMNCREONA X v 2 EE (F
bbb 704(2) () OEF) 3. 2D XS ma v A — 2 VEROEELHEES (21 CFR
Partd CEH) 2 BUEHRSTEDa v v —v a vEE (FD&Ci#E+x 27 ¥ 3 v 503(g)(1)

(C©) &) whBEHING,

3. Are RRAs replacing other established means of obtaining information outside of
inspections? /RRA 13, BEUN CIHEHRIUG D 7= D I I N2 FEICH > Tib 3 b
DTI»?

No, RRAs are not intended to limit or replace other established means of obtaining
information necessary for FDA to accomplish its public health mission outside of inspections,
including, among other things, applicant information request letters, registration
confirmations, meetings, product submission or application assessments, or follow-up
communications during outbreaks or other emergencies. Similarly, if, for example, FDA calls
an establishment to inform them that a submission or application is missing certain
information, this is not an RRA. Although these activities may be conducted remotely, the

Agency does not consider these RRAs.

RRA (3. FZELULC FDA D3R RETE D% 73 72 D I LU R EH 215 2 20 Dftho
WAL & 7 B B 202, A E IR, BIRMERE. ok, WS F 72 (X PEE T,
FRRORFAT R EORBKO 7 0 —7 v 7R CRHIRL 2V EERA VT L
ERL7Zb0TIEH Y A, FRIC, flx i3, FDA BSFEFICETE L 20T, Y
PHFEFICREDHERVPRITFTVE I EZBEHMLTD, TNIFZRRATEH Y TEA, Th
LOIEHIEFETITONE Z b DY ETH, FDAIZINSHZ RRA L AR LTHA,

4.Ts an RRA an inspection? /RRA I3#HEZ L DOTL X 5 5 ?

Generally, an inspection, such as described in section 704(a)(1) of the FD&C Act, involves
duly designated officers or employees of the FDA physically entering (at reasonable times and
in a reasonable manner), establishments subject to regulation under the FD&C Act to
determine compliance with applicable FDA requirements.!® For this reason, we do not

consider an RRA to satisfy statutory 201 requirements that specify inspection under section



704 of the FD&C Act (e.g., section 510(h) or 503B(b) of the FD&C Act).™

—figic, FD&C i+t 7 v a v 704 (@ (DIt iz &5 ahgcir, B4 I ns:
FDA 08 ¥ 721308728, FD&C EOKHBR & 72 2 FHEFNC (24 7Rl i 224 2 75k
T) PEIIC A Y 3%4 T 5 FDA ERFEEZEFLTCW222HBILET B, Z0kd,
FDA IZ. RRA #8 FD&C #E+x 7 v 3 v 704 IO BE A HET 255 LoB Ml B 213
FD&C i+ 7 > a v 510 (h) % 503B(b) iizz3dDLizhmLEHA 1,

However, remote requests for FSVP records are under the authority of section 805(d) of the
FD&C Act and FDA’s implementing regulation.’® These record requests function as
inspections in that FDA uses these records requests to evaluate a food importer’s compliance
with FSVP.

L2 L. FSVP itk iEfEcoEkiZ, FD&C i+ 2 > a v 805 (d)¥ X UF FDA DffifTH#i
MOMERICE DTV ET 5, Zhd 0ft#kERik, FDA 232 & v CRRfAZER D
FSVP ICHEA LTV B 2L 5 2%k iT 2 &) HT, B LTHEIELTWET,

5. When may FDA initiate or request to conduct an RRA? /FDA 13, & X 5 &FFic RRA
ORI, b L IIEMBEFF TV E T2 ?

FDA may initiate or, in the case of a voluntary RRA, request to conduct an RRA, whenever
we determine an RRA is appropriate to help fulfill the Agency’s regulatory responsibilities and

protect human and animal health. For example:

FDA i, M ETZR72 L, v + LB O@E%F 5 72912 RRA 25 TH 2 L HIW L 72
5. RRA #Bh. 2 WIITE RRA oA Ik, T 0EfMEPEFET s Len”TcE T,
BlzZiE, LT XS mgAaTd,

¢ When FDA cannot conduct an inspection due to travel limitations brought on by pandemics,

natural disasters, or other unstable situations making travel infeasible.

NV T v, BRKE, ZoMRLE RIS X 2 IEMEIRIC X b, FDA 23EE % E
HTERnigd,

* When FDA determines that an RRA will assist FDA in conducting elements of

establishment oversight or support regulatory decisions. Examples include preparing for an



already planned inspection, following up on a consumer complaint, assisting in verifying that
an establishment has completed certain corrective actions (e.g., in response to a previous

inspection, or previous RRA), or supporting the review of a marketing submission.

FDA %3, RRA 2% FDA I X 2 FEFERO LMD, 238N/ L L CoORED
XARIC TR B L HIWT L 22856, Bz i3, TR & T 2 AR O Ui, HEH b OEIE
D7 Fm—7T v 7 BEFHPREORIERE (B 212, #iE O EZE LHIE O RRA ~DXHEG)
BT L2 L OMRDLE., -3 cHAEEOREOLIEA L TT,

13 See FDA’s, Investigations Operations Manual, Section 2.2.1.1, Authority to Enter and
Inspect (2021).

BFDA @, HEEHK =T, €7 av 2211, LABEEDER (2021 4F) 2 &0
ek,

14 FDA will not issue a Form FDA 482 Notice of Inspection or Form FDA 483, Inspectional
Observations during the RRA process.

U FDA iZ. RRA D[t]ic Form FDA 482 Notice of Inspection (#5258 %1) “° Form FDA 483
Inspectional Observations (EHITR) ZFIT3 25 & idin\,

15 FSVP records requests that FDA makes at an importer’s place of business are also made
under these same legal authorities.

15 FDA 23 AZEH D FFEFTCIT 9 FSVP xR b, T d R LERHERICE DWW T
fibi s,

FDA will use a risk-based approach to determine whether to initiate or request an RRA.
Factors that may be considered include, but are not limited to, firm location, inspection
history, complexity of product and process, and travel restrictions. Programs and centers

within FDA may assess risk differently based on the product.

FDA iZ. RRA OFIIEE I3 EFEZIT O RE WOz DIC, VAIR—RDT 7T u—F
FROVET, ZEBINZERE LCTid, 4o, BRERE. i 7ot 20X,
ERHIRAZE2AH D T2, CNOLIREINDEDDOTIEHY F¥A, FDA DK TR T Z
Loty 2= BECHEHDOWT, Bk o2 T R7FHIiRIT) 2B Y £,

The above examples are illustrative, and the ultimate decision to initiate or request an RRA

rests with FDA as FDA retains discretion to deploy RRAs as appropriate. At this time, we do



not accept requests for FDA to perform an RRA.

LiEofliIfRTd D, RRA ZEIIRE 72 13F5ET 2 20 £ 9 2 0 RAHWNZ, FDA &R
LNTWE T, FDAR RRA #HEHEMT2HEZH L T30 56 TT, HEFMTIX, FDA
~® RRA DIREIZZ THF T E A,

6. Will FDA use RRAs during or as part of an FDA inspection of an establishment? /FDA
X, FEFT~D FDA HEOMIC, £4EZ0—#E LT RRA 2L £ 2:?

No, at this time, FDA does not plan to conduct RRAs and inspections!® of an establishment
simultaneously. An RRA is conducted remotely by FDA staff without FDA staff present at an
establishment conducting an inspection. However, an RRA could precede, prompt, or be a
follow-up to, an inspection. When an RRA precedes an inspection, FDA will generally
conclude the RRA prior to initiating the inspection. FDA may combine any information
gained from the RRA with any resulting observations from the subsequent inspection. In such
circumstance, FDA would confirm any observations from the RRA during the inspection

before including them on the Form FDA 483 Inspectional Observations.

BIRERCIZ.FDA Z.RRA L FHEFTOME 10 ZHIFICITS C L ZFHH L TV ¥ A,RRA
I3, FDA BB X » THEIgTEM I h, EFEL2EwT 2 FEFCTO FDA EOL bR
XHYELA, L2L. RRA IF, BRICKTLAEY, BEEZRELAEY, BEOT740 -7
y 7L LTI ) S L3 C& £9, RRA BERICHATS 2454, FDA i@k, ARZRGY
BHiIC RRA Z#7 ¢ %3, FDA iZ. RRA 6187 E#le. 2 0BhoBEZTHEL Nk
ReMAADLEDZ BBV ET, 20 L5 A, FDA L, RRA 2 LELNAEE
EHICHER L. % Dk Form FDA 483 Inspectional Observations (Z%FTR) ICFL#i$% &
it Y ¥,

Additionally, FDA may conduct an RRA following an inspection in order to conduct follow-

up activities with the establishment or to assist in verifying corrective actions, if appropriate.

T bic, FDA 1E, @Y 56, FEMICNT 2740 =7 v TG 2175 20, $2132
IEHEORALZ BT 2 e 0 i, HEERICRRA ZET 22 LAH Y £,

When oversight activities are conducted by a party other than FDA (e.g., state and foreign

regulatory partners), FDA may conduct RRAs (e.g., livestreaming) during these oversight



activities.

ECHUEE) S FDA LIS 45 (] : W X W EOHE <~ —FF—) itk oTHEMI N3
5ié. FDA NS OBEREEHFICRRA (Bl : 747X Y=V ) 2EfiTs2ED
HYEI,

7. What are the benefits of an RRA? /RRA O |3 {fi]Cc3 2 ?

FDA, industry, and the general public can all benefit from RRAs as RRAs help the Agency to

meet critical public health needs. These potential benefits can include, but are not limited to:

RRA |3 FDA EEAARELE LD = — X 2§z O >0 T, FDA, FE¥R, Bk
C— R RIZTRT RRA 2L FE% B2 2 e A TE T, T b OBTEMFIZEICIL. M
TOLOREINTTHE, CNLICBEINEIDOTIEDY THA,

* Allowing FDA to remotely evaluate compliance of FDA-regulated products, clinical studies,
and establishments, as appropriate. This may identify issues that lead establishments to
promptly make corrective actions, which may enhance the establishment’s preparedness for

their next FDA inspection.

- FDA 23, BiDof R8s, FRREER, FEEFroMe 2 E8H, EEHicE 2L 51c3 5
Tl, TNICX o T, FERTIC X AR A RIEIHIEICO 222 &5 ZREIRE TN D DT,
HEFIZ. RElo FDA BT 2 EfFESzimts s 2 e TE £5,

16 FDA considers inspections that are done with state officers or employees duly
commissioned under 702(a) (1) (A) of the FD&C Act to be FDA inspections for the purposes
of this guidance.

6FDA (¥, FD&C % 702(a) (D (A ICEDSWTERICEFL I NAMBE T 2 RBE L L b i
THOHRER, TOHA XV RicEWT, FDABEZ L RAT,

* Having an RRA precede an inspection under section 704(a)(1) of the FD&C Act could
reduce resource expenditure by (1) potentially reducing the time FDA is present at the
establishment, and (2) helping optimize FDA's time on-site, by reducing the extent of records

to be reviewed during the inspection.



- FD&C it 7 v = v 704(a) (DICED L HERICHTZ > TRRA 2179 2 & T, (1) FDA ©

HEFTCOMERE 2T E 2R H 0 | (2) BARPICHER T & EEROFIF % o
2Z&iCk Y, FDA OB CORMEZRET 2 L3 TE S0, VY — 2 &M ZHIK
THEZENTEET,

e FDA can make regulatory decisions, including the approval of an application or
authorization for emergency use, without an inspection, when appropriate conditions are
fulfilled, such as, the ability to verify information in the marketing submission. In such cases,

the application approval, or the authorization, must still meet applicable standards.

- FDA (%, BLEWRGEKRPES OERASHERTTRETD 3 7 L Oy &b iz S n i

A BEZTOIIC, PHFOKEPLRIMEHOR N 2 EURH LOREL T LA TE
£9, 20X RGATY, HFARE AR, BT I BEIGES L Tl
Y EEA,

¢ Providing FDA additional information to incorporate into a risk-based inspection schedule,

thereby helping FDA use inspectional resources more efficiently and effectively.

DRI R—ZADHERT Y 2 — NI BZAD -0 DBINERZ FDA 2t L, 2hick
> T FDA BEEY Vv — 2% X VRN 2 OMBERIERATES X5 LY,

* Assisting FDA in verifying corrective actions taken in response to inspections of previously

compliant manufacturers.

- DUAT#E A L T 2 BUESEF IO $ 2 BEFICH L TS 7 R IEfSE % FDA 23REES 2 ©
EXELES,

¢ Helping to support, and reduce delays of, approval or authorization of marketing

submissions for FDA-regulated products.

- FDA £ o 5 SRELS O BUSIRGEKRE £ 72 133 2 SR L, BT KIS 2 DIk b
ER

B. Remote Regulatory Assessment Expectations, /#2451 X 2 &@F@aFiliic PRI N2 H
]



8. How may FDA request an RRA? /FDA (& DX 5ic LT RRA #EFHEL 42 ?

Multiple processes for requesting voluntary or initiating mandatory RRAs may be used by
FDA’s Centers or Office of Regulatory Affairs.!”

£7% RRA 0354 RRA OBIGIC 1. FDA &t v X —LHIMIZERERIC & - C.
D7 AMEAINE T,

* In general, for Voluntary RRAs /{5 RRA O34, —M&ivIiC

o FDA will contact an establishment through the establishment’s point of contact'®, by email

or phone, once we determine an RRA is appropriate based on FDA mission needs.

oFDA X, FDAD I v ¥ 3 v=—XIcHo0%, RRA 25U TH 3 L HWT L 728546, FERT
DHEFRLEEBL T8, EF A — A ITBHCHEMGERKL 7,

o FDA may use the establishment’s registration, establishment information provided in a
marketing submission, or additional information available to FDA, to identify the point of

contact, authorized official, or U.S. agent.

oFDA (3, F¥Fro &k, WoeHFE CRME X N - FHEEHR. £7213 FDAFIH T 258
IESRZ M L <, @i, B s N8, T2 kEREAZFIET LB TE T T,

o FDA correspondence or phone contact will include a request that the establishment’s top
management official at the site, or their senior designee, provide written confirmation of the

establishment’s willingness and ability to participate in the type of RRA requested.

o FDA Diifg L MakEkCId, HRAFOREHEE TULH % 72152 0 a4 A5, 23
SO RRA ICBIT 5 EE L N5 OBEICH 5 2 & OMRERRIT 5 X 5
LT

17See, e.g., FDA Staff Manual Guide 9004.1, Policy and Procedures for Requesting Records
in Advance of or In Lieu of a Drug Inspection; FDA Compliance Program Guidance Manual
7303.878, FSVP Inspections; Remote Interactive Evaluations of Drug Manufacturing and
Bioresearch Monitoring Facilities During the COVID-19 Public Health Emergency,



Guidance for Industry, April 2021.

17 f5i| 21X, FDA Staff Manual Guide 9004.1, Policy and Procedures for Requesting Records
in Advance of or In Lieu of a Drug Inspection; FDA Compliance Program Guidance Manual
7303.878, FSVP Inspections (FDA f{E~=a7AH A4 F 9004.1, [EZREMEZOFN L /21X
Rb v iciifk% RS 5 & & ICBIF 5 /8 & FIE) . Remote Interactive Evaluations of Drug
Manufacturing and Bioresearch Monitoring Facilities During the COVID-19 Public Health
Emergency, Guidance for Industry, April 2021 G¥iEl = v v 4 L R JEYHEIC X 5 AVREE
FoORAREBICE T 2EFEMEES XA FHFRE =X Y v IHEER D @R EE R
BT 2 EERRMT A X R, 202144 H) 2o L,

18 FDA will typically request to speak with an establishment’s top management official at the
site or their senior designee.

BFDA |3@%, FEMOBRYREEHEEE 2320 LdE4 AL iEr 252 L2 %
R

Following the establishment’s written agreement to participate, subsequent to or during our
initial contact, we will work with the establishment to schedule virtual interviews and meetings,
confirm technological capabilities, and request records or other information for review, as

appropriate.

FHHEFTH O OFMIC X 2 BMMFEIRICH T, ) OHAKER £ 72 138, FDA 1353ERT
EMALT, N=F v A v 22 —PREOHEZRD, BINWREN 2L, LE T
U CIREH oL L oEHREZ SRk L 5,

* In general, for Mandatory RRAs @il RRA o8&, —RRIVIC,

o Under section 704(a)(4) of the FD&C Act for drug establishments, FDA uses Form FDA
4003 to request records or other information.19 This request includes a sufficient

description of the records requested.

o RSB ICHT 5 FD&C ikt 2 v 3 v 704(a)(4)1c#-0%, FDA (% Form FDA
4003 Z MW CRLEkZ OO EHREZER L £ 9, ZoTRICIF, BRNROFLFRD +5r7%
ALK NE S,

o Under 21 CFR 1.510(b)(3) and 1.512(b)(5)(ii)(C) for imported foods, FDA uses Form
FDA 482d to request FSVP records.



o BARMICEET 3 21 CFR 1.510(b)(3) X O 1.512(b)(5)(1)(C) icH %, FDA (%
Form FDA 482d # T FSVP &k 2 E R L ¥4,

Regardless of whether an RRA is voluntary or mandatory, FDA will not issue a Form FDA

482, Notice of Inspection.

RRA 2MEE 2582 IS0 20 5. FDA 13 Form FDA 482, Notice of Inspection (#£%%:8#
H) EFTLEEA,

9. What might an establishment expect to happen during an RRA? /H¥FTi3, RRA Hicy
DI BILPRIZEHBETNITITL R D ?

RRAs may entail, but are not limited to, any combination of the following, depending on the

type of RRA involved:

RRA 13, ZofEEICIGL, UTFowdhr2illaaETirbNI+2, ChiRESI T
R IR

» FDA requests and reviews records, documents, and other information (such as electronic

systems, and source records from non-clinical and clinical studies).

- FDA 1%, f#k. CE. 2 ool (E7 v 27 4, FEARRS L CHKHBORE
Bz L) 28Kk, EELE I

* Virtual meetings between FDA and responsible establishment personnel to review, where
appropriate, the information provided, the electronic systems, the establishment’s operations,
and/or the establishment’s standard operating procedures (SOPs). Interactions between FDA

and an establishment may continue during the course of an RRA.

- FDA L HEFOBEMLZIC L 2 —F ¥ L% TV, LEICSC CREINZZER, &
TV AT L, FENOEE CHENOEEFEETIEE (SOPs) %L 9, FDA & H
Fre o & iz, RRAOHIMFIMEINE LD 3,

» Use of livestream and/or pre-recorded video, where appropriate, to examine facilities,



operations, data, and information.

HERRRH, T, ERAEFET 20, MHIA T A Y — 3 v SR HERTICERE L
eTARMALE S,

FDA may provide updates to the establishment on observations and outstanding issues,

whenever feasible, throughout the RRA.

FDA 1x. RRA oA, vJRETH 1L, BEBEIHCRFROFIEIC O W CHIEF ISR
MERMETZEnB D TT,

While mandatory RRAs that are conducted under certain authorities involve activities detailed
by such authority, an establishment could agree to participate in activities beyond what is
required. For instance, a drug establishment subject to a 704(a)(4) records request could

voluntarily participate in a separate RRA that entails video streaming.

FED YR O T THEfE S 12 58 RRA X, LeXMRshd 21582 &4 £ 325, FHE
3, BERINAEBHLULOEE~OSIMICFET 52 L d cE T, HlaiE, 704(a) (4D
FRERER OIR & 7 B EHEMERITL, €T AR Y — I v %S o RRA ICEE TS
myzcenczrsd,

Y For pre-approval and pre-licensing inspections, there may be situations when records are
requested of an establishment under section 704(a) (4) of the FD&C Act to support products
named in multiple applications. In these situations, one Form FDA 4003 will be issued to the
establishment to cover requests for records or other information for all of the products in the
applications being assessed.

Y EARNIERE XN T[4 v AFEE TR FD&C i+ 7 & a v 704 (a) (4) icEonw T,
BTEFICH LT, ERoPFEEICGEHE AN ENRE T 20808k I HE&1H
DET, 2oL HRRUTIE, FEINIHFEHICERMSI Wz T ToRGICET 25tH%
D OEHEERK T 5 18D Form FDA 4003 25, FHEFTICH L TRITINDI T Lic D &
ERS

10. Are there any consequences for declining to participate in an RRA? /RRA ~D S % §E
BLAEGA, M2rEEERHLZDOTLLID?



Voluntary RRAs /{2 RRA

Declining a voluntary RRA request will not result in any enforcement action by the Agency
based on declining the RRA. However, when an establishment declines FDA’s request to
conduct a voluntary RRA?’, FDA may not be able to conduct timely assessment of the
establishment’s activities due to insufficient information. For example, FDA may not be able
to provide an applicant with a timely decision on an application or product’s approval,
clearance, or authorization if we lack information about an establishment referenced in the

marketing submission.

{£% RRA OEFHZFHRLTH, 2D Lick > T FDA A BHlHEELZRE L 13D 0 £
foe LA L. BEFH FDA I X 2115 RRA OEM%FHR L 72354 20, HRALR 9747z
&, FDA (ZFEEHOEENCH L <, #RHCFHEZ (TS e B TEhwaliglErnd ) £ 3,
Bz 3. BEEHFE TSI N2 FEITCBET 2 ERIARR L T 3854, FDA ZHEEIC
LT, HEEE 2 3B &R, BB, ARSI 2 RE R ERICIT S 2 LS TE W ATRE
Hrdh E 3,

Similarly, if an establishment declines to participate in a voluntary RRA, FDA, based on
considerations such as when the establishment was last inspected, information available to us,
and our assessment of risks, may consider other actions necessary to verify information
submitted to FDA or obtain further information and to exercise our oversight responsibilities

of that establishment, such as an inspection.

[FkRIC, FHEMDBMERE RRA ~OS N2 FHR L 72856, FDA 13, HEFHIEESE S Wik
B, ATFTHERIEH, U R 7 OFfflile & OFFHIICEOE, FDA ICRII T W Hl e R
A5 2 L, BINEREATL C. X 0HEEREEE T 2 HER R AT 0L n, &
R LOMOREZRE T 2560850 9,

Mandatory RRAs /34l RRA

There are consequences for declining mandatory RRAs. For example, if a drug establishment
refuses a request for records or other information under section 704(a)(4) of the FD&C Act
(“704(a)(4) request”), that establishment may be in violation of the FD&C Act?!' and

imported drugs from the establishment may be subject to refusal.

i RRA ZFHE L 285803, B8 »H 0 £, Pl id, E3EMFEHKRF FD&C it 7



v 2 v 704 () () IcED (RLire L oMo ZR ([704(2) (DR Z2IEE L 725G,
Z OHHPNIL FD&C K&K & 7 ) 2 X OFEF» DA S N R IR ORI R & 7«
LTlBHYET,

If an importer refuses FDA’s written request for FSVP records under 21 CFR 1.510(b)(3) or
1.512(b) (5)(ii) (C), the importer may be in violation of section 805 of the FD&C Act, and the
food offered for import by the importer may be subject to refusal under Section 801(a)(3) of
the FD&C Act. 21 CFR 351 1.514(a).

21 CFR 1.510(b)(3) F7zix 1.512(b)(5)(i))(C) icK:-< FDA O#MEic X % FSVP %
DEREZWAELEDEG L7256, WA¥E R FD&C #ox 7 sy 805 ICEKT S
LI Y, ZOEAEHRIC X o TAICH S N 2 AfIZ FD&C o+ 2 v a v 801(a)(3)
CEOHERORRE A2 M HY £F, 21 CFR351 1.514(a),

FDA may take appropriate action against products or establishments that are in violation of
the FD&C Act.

FDA i3, FD&CIEICEN L 7= 72 13 FERICT L CL 2 REEELZHLC L 2 AT
ESESaN

FDA may deem the following actions, among others, as declining to participate in a mandatory

RRA: withdrawing participation and refusing to provide records upon a lawful request.

FDA I, FFcLIT 075 %50H RRA ~OSfER L 272 L Ed, ZMERY FTF3 2 &,
B OAEN ARSI TR EZIER T L,

11. Are there any technological expectations for an RRA? /RRA 1D \\T, iy Iciifs &
NTHBILRBHYETH?

The technological expectations will vary depending on the type of RRA and its scope. Certain
RRAs involve records requests, and the records may be submitted electronically or through
other means. Other RRAs may require additional technological capability. For example, if
FDA expects that the RRA could include the use of live streaming video, FDA may inquire
about hardware or internet connectivity to assess IT operability, security, and privacy controls

to protect the confidentiality of the data. The quality of the remote connection (e.g.,



connectivity, image quality, cameras used) should be adequate for FDA to review, observe,
examine, and evaluate the requested records, documents, and other information (including
electronic systems). To the extent practicable, technologies employed also should allow access
for remotely viewing and evaluating operations at the establishment, as appropriate (e.g.,
aseptic practices, equipment cleaning and set up, material weighing and dispensing,

instrument set up, sampling, and testing).

Bl 2 ISR 3. RRA offH L 2 ONREPIC L > THRA YV 5, 5D RRA T
WEERBERINE T4, ZORBIEBEBTHWFRLMOFELZEBLC, RINF LB TE
9, fthd RRA TiE, T 5% 2 BAMAIGREN BV L 256085 0 3, HlZiE. RRA
WKTATAM) = v e T ARG EN 5 DL D 2 & FDA 28 2 254 . FDA
BA—FY 2794 v Z—Fy MERICOWTHRBIL., F— X OBBEL{EET 2200
IT 8B, 2X2 VT4, 7940 —FHEFEL £, EFEROE 1« Bk,
EHE, AT 25 27) 3, BRI hLER. CE 2otholR (EFAT725280)
% FDA 2°MERR. BlgR, WUk, FHl3 2 o ic o caidiudi ) A, BHEMNTHTEERR
0. AR, BEICEL T, FEATOFEE B - MERE, SFokife €y
FT oy T MR OB NE ROy b Ty AL v IV vy R 2ERTRZY.
L7290 §2720DT7 7w RAZWRICT 2O THRITNIER Y T+A,

20 This would not be considered a refusal for purposes of section 301(e) or (f), or 807, of the
FD&C Act.

20 Zid, FD&C #x 27> a2 v 301 (e) 7210, b LIk 807 icBWwTid, HE L XD
LI N,

21 See, e.g., section 301(e) of the FD&C Act (Prohibited Acts).
2213, FD&C v 2 v a v 301 (e) (ZEIL{TA) 2BBT 3L,

If an establishment is unable to support streaming video or other live virtual interactions, or
if FDA determines that the streaming video or any other virtual interaction during the RRA
does not permit a sufficient examination of the establishment or of a corrective action, FDA
may use other available tools or may terminate the RRA and consider other actions necessary

to exercise our oversight responsibilities of that establishment, such as an inspection.

FEABAPN)—IVIETAREDTIA T TOANR—F ¥ L2 YD TG TE i
G HDEVIERRAFDOR M) =S VI TAREDTA T TONA—F ¥ A2 YILY Tl
HERPRIEIEE 2 9T cX v & FDA 230 L 72854, FDA 13 fth o | ATRE 75



V—LEFEHT S5, RRA KT L, ZOHENEZEET2ETE2R -T2 CLELE
R LoMOBELZRTT 28560350 5,

Recommendations for sending records or other information are further explained in question

15, below.

Pk 2 O DIEHRDEE 1B T 2 HERBIIC OV, UIFOEM 15 T HIici#HL %
T

C. Requests for Records or Other Information as Part of Remote Regulatory Assessments

HHI2 )R X 2Rl O —B & L CiThb i 3 itk & oD%k

12. What records or other information may FDA request as part of an RRA? /FDA (¥, RRA
O—BL LT, YD) il LOBREERLE T2 ?

For voluntary RRAs, FDA may request records or other information appropriate to determine
whether an establishment, FDA-regulated product, or clinical study is in compliance with
applicable FDA requirements. The records and other information will typically be similar to
what FDA would request during an inspection under section 704(a)(1) of the FD&C Act.
There are records and information requirements in the FD&C Act, the Public Health Service

(PHS) Act, and implementing regulations.

{3 RRA Tl&. FDA (¥, ST, MEDTRME, F 72 13ERR0, #H S 5 FDA %
FFICHERLL T30 &9 22 T T 2 0 1Y) itk 2 ool A2 Bk L4, ik
27 OMoEHRIE, WH, FD&CED X 7 > a v 704(a) (1) i #%4C FDA 238k ¥
250 LHEL T T, FD&C ik, AREEPHS) k. B X OHETHANC, Fook & 15
OEER RIS N T VT T,

In the case of RRAs authorized under section 704(a)(4) of the FD&C Act, FDA may request
any records subject to inspection under section 704(a). For RRAs under 21 CFR 1.510(b)(3)
and 1.512(b)(5)(ii)(C), FDA may request any and all records that are required to be
maintained under 21 CFR 1, Subpart L.

FD&C i+t 7 > 3 v 704 (a)(4)IcFO S HERIC X %2 RRA D4 FDA i3t 27 > 3 v 704
QICHEISERONRE 23 YO ERTZ B TEET, 21CFR1.510b)(3) *



X 1.512(b)(5) () (C) ico<¢ RRA o##, FDA 13 21 CFR 1, # 75— L ik
DEMIEHR RO ON L TR CORMEERT LB TEET,

Examples of records or other information the Agency may request during a voluntary or

mandatory RRA can include, but are not limited to:

FEE 72 13FEN 72 RRA 1285 T, FDA 2ERT 250874 L oEWROH & LTid, UT
BEFONT T, CNOLRBEINT A,

* Records of specific production lots or batches as well as product-specific information, such
as periodic product reviews??, product quality reports, equipment records, process validation
records and reports, test results, product complaints or other information related to

compliance with Current Good Manufacturing Practice requirements.

CEHIR R BRI 2 WARREREE, R, e e 2oN) T v VilEkEs LU
A, U R, BTS2 3 BUT OB IERLEREHEE A~ OB A ICBE S 5 £ Do
Wi &, FpEQBLER v F Ny . B X OEGER OE#RO IR,

¢ Certain summaries or lists of records, such as a summary of batches manufactured and their
disposition, or a summary of discrepancies and investigations related to manufacturing and

testing.

CBLEL 728y F & 2 Oy O, BLECHERICE T 2 A BB OMR &k L, FiE o
FLERDEHIR Y X b

* Read-only access to electronic databases?® or a request that an establishment walk us
through information in their database or provide data queries or summary data generated by

the establishment from their databases.

A ZITOIDADHNTET T —F_X—RICT 72 RT3 L B, £7213, FHEMH
F— 2 R—=2ZNDERERENT 50, T—ER—=ZAp LA L=TF—271) —H=<)
—F—2 RT3 X oEETs L,

* SOPs and records generated by the establishment to document control of quality systems

and/or to demonstrate compliance with the applicable FDA requirements.



CE VAT LOEHEGE(T 2 HIN. BX U E 213 5 FDA ZRFIH~ 0 1E
% FEAES 2 BN CHEFTAMER L 72 SOP & X Uic#x,

* For FSVP importers, records related to hazard analysis, the importer’s determination of
appropriate supplier verification activities, performance of supplier verification activities,

and/or corrective actions.

- FSVP B AEE Dty ~¥— P, #lla4 77 4 ¥ —RELEE I > W T OB AEE
ICEBWRIE, 774 Y —BELEBOFEM., I L/ % 72 3R IELE B 5 2 i,

* Records or data related to the reporting or conduct of FDA-regulated research.

- FDA OBIFIINSR & 72 2R O % 72 13 BB 250 E 2137 — %,

Where applicable, FDA will take appropriate efforts to minimize the quantity of records or
other information requested and may request that establishments take reasonable efforts to
facilitate and expedite FDA'’s collection and review of other records. See questions 14 and 15

for additional details.

FLT 56, FDA [ZERT 250874 L OEMORZ R/NRICT 2 0 #2251 24T
W, HERTICH LT, FDA 23 Z O DFLE O INE L HEZ A »OoBEICTA D X5, K
B WEHTHENT 2 X EELET. F#llicowTid, B 14 53X 15 2L T
(& W,

22See 21 CFR 211.180(e)
2221 CFR211.180(e) #2832 C &,

13. For what purposes may FDA use the records and other information gathered during an
RRA? /FDA (i, RRA fUCIUE L 23S Z Ot ofFlR e Lo X5 H A L £ 5
7

Depending on the scope of the RRA, the information and documentation may be used for,

among others, the following regulatory purposes by FDA:

RRA O RHFFHICIE U T, FDA 1Z, INE L 2258 3CE % U T oM HI 0 720 1 i L
9,



e Support FDA’s assessment of pending marketing submissions, including whether to

approve an application or whether to issue a response, such as a complete response letter.?*

CHFEELART 20 HEVERENEL R LORE R TILE ) G, K
b ORLEIRFEHRGEICBI 3 2 FDA IC X 25l % X8 2 T & %,

¢ Determine whether an establishment or product is or is not in compliance with certain

FD&C Act or PHS Act requirements, and other applicable FDA requirements.

CHFEPTE 72 138, BE 0 FD&C #7213 PHS o BH:, X UMz oftoH I3
FDA B ICHERLL T 2 0B 02+ 2 2 &,

* As appropriate, to facilitate assessment of the need for an inspection in follow-up to a

reported concern or defect.

BTG T RE I NZBEEESC RGO 7 + 0 =T v 7070 0 EZ O LB O T
lRtET L L,

* Asappropriate, support actions such as a regulatory meeting, warning letter, import action,

recall activity, or enforcement action.

- RETIG LT, HENR & o2k, BHEE, WANE, WAEGEE), mEHTHE 2 & o
HOEMTETEZ L,

23 See FDA Investigations Operations Manual IOM) 5.10.2.1.
BFDA #AE¥EK~=2T7 1 (IOM) 5.10.2.1 2R T 22 &,

24 A complete response letter is either “a written communication to an applicant from FDA
usually describing all of the deficiencies that the Agency has identified in an new drug
application or abbreviated new drug application that must be satisfactorily addressed before
it can be approved” (21 CFR 314.3); or “a written communication to an applicant from FDA
usually describing all of the deficiencies that the agency has identified in a biologics license
application or supplement that must be satisfactorily addressed before it can be approved”
(21 CFR 600.3(11)); see also 21 CFR 314.110 and 21 CFR 601.3.

2 sehfEEE L 3, [HEEH IS 2 FDA 206 OHE T, WE., HESEdHiE £ 72 13
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BH T 42y ZRHEFEE 72139 7Y XY Fos»T FDA 23E L 72, AKGERTIC 4 L X
NAETNERLAVWTRTOREETKLZd D] (21 CFR 600.3(1) ) TH 3, 21 CFR
314.110 & ° 21 CFR601.3 H BHRoz &,

¢ Determine the priority of establishments for inspection, particularly a surveillance

inspection.

- HHE FRCHEEES) ONRE L IFEFTOBUIENZREST S L,

14. If the RRA requests records, what is the timeframe for submitting the records to FDA?
/RRA T2 gk hi-Bé, o Tic FDA gzl rhidivocl e )
7?7

For mandatory RRAs, FDA will request that records be submitted within a specified
timeframe? that provides an establishment with a reasonable time to respond, based on the
individual circumstances of the request. For voluntary RRAs, FDA may suggest timeframes
to ensure the RRA is completed in a reasonable amount of time and expects establishments

to work diligently to provide the requested records.

i@l RRA 0356, FDA (3, WO~ 0B FEFIciEo &, WL CNETE 3721 Ol
MZHEERTICE 2 5 X 5 2 WIRN B i@k 23 2 X )WL £ 97, 8 RRA 04,
FDA |3, RRA 2 Z Y KB CR T T& 2 & 5 RMIRZRE L. FEMPERI nzilixz
fefity 2 c bicHBIC Y Mt L 2R L £ 9

The circumstances that relate to FDA’s expectations for reasonable request timeframes may
include:

¢ The size, available resources, and capabilities of the establishment.

* The type, complexity, and volume of the records being requested.

* The reason for the request, such as an application action goal date, deadline, or other time-
sensitive reasons.

¢ Need for translation of the document.

FDA 13, T X5 2HE2EEL €. BEMPEHFICHIGT 5 720 0 GHHIR 2 f2R
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- HEFTORUE, FIATRER Y ¥ — A, HESI.

- ERIhAEHBOME, wikx, &,

- HEHICN T 2 fEiEO B, HR7%a &, ZRERAT - 728, % 7 3 fth O WRRIRHIFT 2 B9
b S Epapag

- SCEOFER O 2Bk,

15. How should records or other information in response to an RRA request be provided to
FDA? /RRA TOERICH L., ¥ X5 L CilfkA L offfiE FDA gt & of
7 ?

Requested records or other information should be submitted in an electronic format. FDA
will provide a secure means to send requested records and information. For electronic
documents, establishments should identify any limitations on access and ensure that
encrypted and password-protected files can be accessed by FDA. FDA will follow applicable
federal law governing the confidentiality of records and information submitted to the Agency
(see, e.g., 5U.S.C. § 552(b)(4), 18 U.S.C. § 1905).

ok I N CZ OO EF 74—~y F TRINT 2453 H Y £3,FDA IE.
ORI NP M A RGBT 2 -0 0RERTFRERMEL £ 3, BETCEHEOLA. FEM
1.7 7 2 RICBET 2 HIRAZHMEIC L S (LI 2y — PRSI /=7 7 4 Vi FDA
BHERICT 72 ATES X SCTHLEHNDH Y £, FDA 3, FDA iR & - 5Ek-off
WMOEEIC O W CHEA & N 2% (2 1E 5 U.S.C. § 552(b)(4), 18 U.S.C. § 1905 %
Z) ItV T,

FDA recognizes that some establishments maintain documents in paper format. Requested
documents maintained in paper format should be scanned as searchable Portable Document
Format (PDF) files, when possible, and sent by the secure means identified by FDA. If a paper
format is the only option for sending copies of records, FDA will provide the name and contact
information of the FDA staff member requesting the records, which should be included in the

submission.

FDA &, —HBOBEEFPREAECTCELMERFEEL T 5 2 L 2L T E 9, HUEE
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FDA may request that records be in English or accompanied by an English translation.? If
translated, the records translation should be complete and accurate, and, when applicable,
should include the name, address, and a brief statement of the qualifications of the translator.
Copies of the original records should also be included in the response, where appropriate. For
certain RRAs, if a verified translation is not immediately available, FDA may request that the

initial translation be followed up with a verified translation as soon as practicable.

FDA 3. FUEASEECTHEI N TV B2, HREFAMAT 2 2 L2k 4 2, LTSRS
Nz56. 2 ORRIITEE P OIEMTH 2 & T, ZUT 25463, FIRE 4R, HT,
BXUOEROEHEAFAY T 2 LENH Y 3, 72, BROFERD av—b | HEHEHME
BICEDBRETT, HBHD RRA ICOWTIE, RIEAADOFRDS T ClC AT TE iy
. FDA ZRHIOFRICHE T, FTHEARR b R MGER A ORI E 124 2 X S BT 3
B ET,

25 For RRAs under section 704(a)(4) of the FD&C Act, persons subject to the request must
provide the requested records within a reasonable timeframe. Section 704(a) (4)(a). See also
FDA’s Staff Manual Guide, 9004.1, Policy and Procedures for Requesting Records in Advance
of or in lieu of a Drug Inspection for more information on timeframes. For RRA’s under
805(d), persons subject to the request must provide the records promptly.

BFD&C k27 av 704 (a)(4) i< RRA K20 T, FROXRE 2 2HI1T, Tk
SN E AHEN R RNICREL 20 NE bR, 227> a v 704 (a)(4)(a), HHK
DFMIC DWW TIE, FDA @ Staff Manual Guide, 9004.1, Policy and Procedures for
Requesting Records in Advance of a Drug Inspection or in lieu of a Drug Inspection (FDA
ME~==2T7 A4 F 9004.1, EEAEER, 232z 0oRbVICEKREERT 2 LIC
B4 258t FIH) SR T 2 2 &,805(d)icko <L RRA DA, BRONR E 5513,
HLPICERR R L 2T TR b v,

% For RRAs of FSVP importers, upon FDA request the importers must provide within a
reasonable time an English translation of records maintained in a language other than English.
See 21 CFR 1.510(b)(1), 1.512(b) (5)(C) (ii) (A).

2FSVP i A% @ RRA 12D\ CIE, FDA O&FE H L, Hi AT Z3EEELSL O S35
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1.510(b)(1). 1.512(b)(5)(C)(i)(A) ZZHWDZ &,

If the records are provided as part of a section 704(a)(4) request, the records may be
submitted in either electronic or physical form. FDA will provide confirmation upon receipt

of the records.?

€27 ay 704(a) (@) o ERo—H & LTk e iRt 254, 2 olikiz. BT
74 —<v FCIRELTH., PR 7+ —~<y P TIRELTOEVE 2 A, FDA 13,
FRER D Z MR ICZ R ATV E T 7,

For RRAs under 21 CFR 1.510(b)(3) and 1.512(b)(5)(ii)(C), records must be sent
electronically, or through any other means that delivers the records promptly upon written

request from FDA. 21 CFR 1.510(b)(3); 21 CFR 1.512(b)(5) (ii) (C).

21 CFR1.510(b)(3) & & T 1.512(b)(5)(i)(C) icH-o< RRA DiE, EEIE T,
721% FDA 75 OFMNIC X 2 ERICE U TRz E L 2 I i b 2 o FE TR L 7%
JhiE7a Y £4 A, 21 CFR 1.510(b)(3); 21 CFR 1.512(b) (5)(ii) (C),

D. Completion of a Remote Regulatory Assessment,” #iifill 24 & iC X 2 = FEaTHM O 4% T

16. What may occur upon completion of an RRA? /RRA 23#& T L 7214, 3TN E T2 ?

Upon completion of an RRA, FDA may have a meeting?® with the establishment’s
management. FDA may present a written list of RRA observations, if any, and describe and
discuss any observations in sufficient detail to enable understanding and foster an appropriate
response. For purposes of this guidance, RRA observations are defined as conditions and/or
practices observed, in the judgment of the FDA employee(s) conducting the RRA, that
indicate a potential violation of the laws enforced by FDA. FDA will not issue a Form FDA
483 , Inspectional Observations, for an RRA.?’ (See question 6 for a discussion of how
observations from an RRA may be confirmed during an inspection and included on a Form
483.)

RRA Of&T7#. FDA IHEEFTOEMRE SEE2TO b0 T3, RRAFIALEH 3
Bitr. FDA 13, 20V R M 2 XECIIR L, HE% %S, WY ARG E RS 7o, #g
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EAED LS I L TEEPICHER SN, Form483 ICRME N3 e Tid, B 6 25
BLTZTw),

An establishment should be aware that any written list of observations may be subject to a
request under the Freedom of Information Act at the time the disclosure to the establishment
is first made (see 21 CFR 20.101(a)) and may be made publicly available with any applicable
redaction of information that is otherwise exempt from public disclosure (see, e.g., 5 U.S.C.
§ 552(b), 18 U.S.C. § 1905, 21 U.S.C. 331(j), 21 U.S.C. 360j(c), 21 U.S.C. § 360nn(e), 21
U.S.C. 387f(c), and 21 CFR part 20).

FEL, CELINAZBEFED Y X M 3L T, FEH~OFIRBRYICITb N2 T
THERAFEICESCE RO SR L Y 5 322 & (21 CFR20.101(a) &), I X WEHRL
B GRS N2 EMEHIRT 22 & T, MMICAFREE &Y 5528 (FlziX, 5US.C.
§ 552(b), 18 U.S.C. § 1905, 21 U.S.C.331(j), 21 U.S.C.360j(c), 21 U.S.C. § 360nn(e),
21U.S.C.387f(c) XU 21CFR »*—F 20 2#38) ICHETILEND T,

FDA encourages establishments to respond during the meeting, and/or provide responses in
writing to the observations within 15 U.S. business days. Any responses or corrective actions
submitted to FDA during that timeframe in response to the issues identified during the RRA
generally will be considered before further Agency action or decision. Establishment
responses are available for public disclosure as described in 21 CFR 20.103 with redaction of

non-public information, as appropriate.

FDA (3, BISHEHIC L T, FEIPRHEPICEET 2 2 Lo, 15 KEEHFEH UM HT
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koaflang g,

27Section 704(a)(4) (B) of the FD&C Act.
27 FD&C @+ 7 & 3 v 704 (a)(4)(B),

2 There may be some instances where a meeting may not happen, such as for some section



704(a)(4) records requests.
By vay704(@)@icE o R ERO—FICHT 2 B4k & K@EIMTb RV L
bH b,

2 FDA will use a Form FDA 483a, FSVP Observations to issue observations to an importer
based on RRAs that are FSVP record reviews under 21 CFR 1.510(b)(3) and
1.512(b) (5) (i) (C).

2921 CFR 1.510(b)(3) & X ¥ 1.512(b)(5)(ii)(C) ic#:- < FSVP LFHDOFEHETH 3
RRA it oW T, FDA IZ. FDA 483a, FSVP Observations (FSVP it i) # i L T,
AFEH T 2 BIERIEEZ TS 5,

FDA’s written list of RRA observations will not be considered a final Agency action or decision.
However, evidence collected in the course of an RRA may be used in support of any such

action or decision.

FDA 2:E3 %2 RRAFTHR® Y 2 b I FDA A5G U 2 S ESPIRE L ZA BRI NFE LA,
LA L. RRA OEfECIVE I NG, 20 X5 AiFEPIREDEM T LTER T
52LhbY T,

Following an RRA, FDA may conduct an inspection. FDA may also take any other appropriate

actions, including an enforcement action, when significant issues are discovered.

RRA D%, FDA 3EFEZEMT 2 2 L35 » £37, ERAMERSRR I NHEICIE, 8
FliHEZ S TOBEY 2IFEZIs 2L bH Y 3,

As part of the RRA process, FDA will ordinarily prepare a report consisting of a narrative and
supporting documents that communicates the summary of information reviewed, conditions
and practices found, and the observations identified. FDA will provide a written copy of the
narrative portion of the RRA report® to the establishment, following the determination that
the RRA is closed as described in 21 CFR 505 20.64(d)(3). At that time, the report and
supporting documents, with any applicable redactions, also become available for public

disclosure upon request.

RRAD 7ot 20—E & LT, FDA 3%, MEINZEROME, BRI NIRRT LHE
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30 There may be some instances where a report will not be written or provided, such as when
the requested records under 704(a)(4) of the FD&C Act were used to prepare for an
inspection or for some requests for FSVP records under 21 CFR 1.510(b)(3) and
1.512(b) (5) (i) (C).
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