[Code of Federal Regulations]
[k 38 ¥ #M]

[Title 21, Volume 8]

[ini8 21, % 8 %]

[CITE: 21 CFR 822]

[5IF: 21 CFR 822]

TITLE 21--FOOD AND DRUGS

PrRE21--8 A
CHAPTER I--FOOD AND DRUG ADMINISTR
%'E--ﬁ'nn*ﬂ%nn =g
ATION DEPARTMENT OF HEALTH AND HUMAN
SERVICES
PAEEARRFE
SUBCHAPTER H - MEDICAL DEVICES
H E-EST 25
PART 822 POSTMARKET SURVEILLANCE
#8228y LHEHE



Content (H3)

A o —
§822.1 - X AMESEA 42
§&221$% WEMEH/

B #5)r - &

§ 822.5 - WM FNTE AL 75 b HEAT b7l Jm e ?

§ 822.6 - & il I 2 3l AN F AR EAEAT BT A MR

§822.7 - fIRILAF R L e B 2E N, RIZEAR?

Ci#fsr - Ei/EINE T
§ 822.8 - FAMZITIN L ]y DA K By 2 52 F ) 45 i e E TR ?
§ 822.9 - M AHE IR FE AL AL S A4
§ 822.10 - AL THRI b AT HE A 4 2
§ 822.11 - fE vt #HAT B E I E TR, RN & A A2
§ 822.12- 52 5 A AR 27T AT B F v 45 $ 5 s e v+ FR A b i ) Rl 2
§ 822.13 - [ H]
§ 822.14 - A IS 2 FR S A5 BT AN B Ag g ?
§ 822.15 - FRA U0 FR I VA& HEAT 22 KIS [ 1) s M 2

D &4 - FDA % & M{THE)

§ 822.16 - IRTEH A KNI 2 H B4 2

§ 822.17 - T HAZ IR M N B T E 2 K 1) 2

§ 822.18 - FAG Wl SR EN R I e 2

§ 822.19 - /R AT LU AT A FE IR TR E 2

§ 822.20- (AR A IR LT JE B TR, RITHRIgAE LI BREARASH i), BeE R A %
MRS T RIBEAT I B, S HETAER?

§ 822.21 - W R IRARTE B AE J5 0 I B 5 BRI TR o, BN E A2

§822.22 - NFWAF BB E, RAMTLABRMN?

§ 822.23 - AR 1IME B R BN S B2

E - il T

§822.24 - —H Y HHMIF BT LW EIRE, RMTHUTERTA?
§ 822.25 - fER A JE BRI A, RITHERMH A2
§822.26 - MR AT BRI AR, FLIUAT 42

~ -2 -~


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=822&showFR=1&subpartNode=21:8.0.1.1.14.1
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.1
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.2
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.3
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.4
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=822&showFR=1&subpartNode=21:8.0.1.1.14.2
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.5
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.6
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.7
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=822&showFR=1&subpartNode=21:8.0.1.1.14.3
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.8
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.9
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.10
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.11
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.12
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.14
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.15
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=822&showFR=1&subpartNode=21:8.0.1.1.14.4
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.16
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.17
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.18
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.19
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.20
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.21
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.22
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.23
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=822&showFR=1&subpartNode=21:8.0.1.1.14.5
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.24
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.25
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.26

§822.27 - tn B 1, HZELAIN?
§ 822.28- IR J = ILHEZEFREM XS, RZEL?

F 34 - BRI g
§ 822.29 - T AT LUIE R ER G A HB 43 (145 e EE R 2
§ 822.30 - F Al LAERER G b 4T LTI 5 W SR g 2

G ¥4 - inFMwE

§ 822.31 - R E AR IR 5% ?

§ 822.32 - FRA MBS TR R AN O R R B A ik ?

§ 822.33 - AT B il sk 2 KIS [R] 2

§ 822.34 - n R HRIF R E N BRI TR A R A AR, TR0 ] b B I Al 5 2
§ 822.35- e Sk &M AL 7 el 2 53RN 5 B uE R i A7 e 2

§ 822.36 - fRAGA A AN )5 BB G BRI DG e s 2

§ 822.37 - TEAT A ME ML NSRRI R IE SR ?

§ 822.38 - R Z ] R HR AT TR 4R 5 2


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.27
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.28
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=822&showFR=1&subpartNode=21:8.0.1.1.14.6
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.29
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.30
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=822&showFR=1&subpartNode=21:8.0.1.1.14.7
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.31
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.32
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.33
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.34
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.35
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.36
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.37
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=822.38

Subpart A - General Provisions

A 7 - — R E

Sec. 822.1 What does this part cover?

822.1 X EIFEATA?

This part implements section 522 of the Federal Food, Drug, and
Cosmetic Act (the act) by providing procedures and requirements for
postmarket surveillance of class Il and class Il devices that meet
any of the following criteria:

AR A R I SR BT S L AT AT bR A 11 2K
AN AR B 5 B AR AR, S
BT SR 2GR ik )
GZIEF) MEE522%:

(a) Failure of the device would be reasonably likely to have serious
adverse health consequences;

(a) B A FE AR W] BE XS fa e Al ™ 2 AN A
IEE

(b) The device is intended to be implanted in the human body for
more than 1 year; or

(b) B, by sh

(c) The device is intended to be used outside a user facility to
support or sustain life. If you fail to comply with requirements that we
order under section 522 of the act and this part, your device is
considered misbranded under section 502(t)(3) of the act and you
are in violation of section 301(q)(1)(C) of the act.

(c) 1%t #& B AEAE P it 2 AME FH DA
BRAEFF R o QR EOR REE T FATTAR Y5 1%
TESRH 522 SR AAEL 7> MLSE I EKR, 450
WA R AR 1275 32 55 502(1)(3) & Al i
HibRRE, JF HIEHE &R 75 301(q)(1) %)(C)
HRRFRE

Sec. 822.2 What is the purpose of this part?

822.2 X FHIE KR A?

The purpose of this part is to implement our postmarket surveillance
authority to maximize the likelihood that postmarket surveillance
plans will result in the collection of useful data. These data can
reveal unforeseen adverse events, the actual rate of anticipated
adverse events, or other information necessary to protect the public
health.

XER 2y (K H D S B AT R M E AL
PR, DA KPR B st g v 5 i MBS o Rl e £
A AR AT RE I . X LB T LA R AN
FHUL A REAE . BUHA R FH4F 152 br
RE AR BARY 2 AR RT3 1 A 2

Sec. 822.3 How do you define the terms used in this part?

822.3 #Runfal @ AR5 I ARIE?

Some of the terms we use in this part are specific to postmarket
surveillance and reflect the language used in the statute (law). Other
terms are more general and reflect our interpretation of the law. This
section of the part defines the following terms:

AT — 38 53 A ) — R TR R R
T e MR, JF R T GEED
PAREHIE S . HAAREE NS, Ok
TIATP R AR RE . AR B —E Ay
ST LU AR

(a) Act means the Federal Food, Drug, and Cosmetic Act, 21 U.S.C.
301 et seq., as amended.

(@)iEE: RIBEBATHBIS M. 25
ik, 21 U.S.C 301 et seq ..

(b) Designated person means the individual who conducts or
supervises the conduct of your postmarket surveillance. If your
postmarket surveillance plan includes a team of investigators, as
defined below, the designated person is the responsible leader of
that team.

(b)fEE N G et AT B & kAT bl
JE MBS N o I LA BT R
BB E SCRIR A R FIBL, R E A A
FEAZ A AR B2 53 40

(c) Device failure means a device does not perform or function as
intended, and includes any deviation from the device's performance
specifications or intended use.

(c) e tlhi: AR IR RILTUIAT Bz
17, A5 BR PR RERUMS BLHUY & HI A
T 22 o




(d) General plan guidance means agency guidance that provides
information about the requirement to conduct postmarket
surveillance, the submission of a plan to us for approval, the content
of the submission, and the conduct and reporting requirements of
the surveillance.

(d) 2 fitRigar: AR RAHT KT Bl
Ja BB R TR AT B A TR AL
L SEAT IR A LB B 11 S AR 75 2
RAELG BN -

(e) Human cell, tissue, or cellular or tissue-based product (HCT/P)
regulated as a device means an HCT/P as defined in § 1271.3(d) of
this chapter that does not meet the criteria in § 1271.10(a) and that
is also regulated as a device.

(e)fE A demitin & o AR i, 2H 21 sldE T
YA LU= i (HCT/P) st feAE §
1271.3(d) i€ XIHART& § 1271.10( a)
I HX WAy — P& AT I

(f) Investigator means an individual who collects data or information
in support of a postmarket surveillance plan.

()& 5. RIRURERERE B B ULSCR |
T i BB RS A

(g) Life-supporting or life-sustaining device used outside a device
user facility means that a device is essential to, or yields information
essential to, the restoration or continuation of a bodily function
important to the continuation of human life and is used outside a
hospital, nursing home, ambulatory surgical facility, or diagnostic or
outpatient treatment facility. A physician's office is not a device user
facility.

(Q)1E A5 B A FH 2 Vit -2 M st 10 A2 i S
BRAEFFE A A SRR AN TR B
JEEEI NI i ST SR B B Y AN RE 2
AT BB A E R, IR AR
EFHEERE . J7FRRBE 12T AR B ES
TSRS, BRAE P A AR RE N
Jr B -

(h) Manufacturer means any person,
repacker, and/or relabeler, who manufactures, prepares,
propagates, compounds, assembles, processes a device, or
engages in any of the activities described in § 807.3(d) of this
chapter.

including any importer,

(h)fili& R : ZfREM A, B EREE D
F PR RN B AR R, Al AT
. fER . fBHR. A A% TR
%, BUNEAS 807.3(d) HFTIR AT A i
ENET .

(i) Postmarket surveillance means the active, systematic,
scientifically valid collection, analysis, and interpretation of data or
other information about a marketed device.

(ONSIEREN =P PN S s F ) Nk
AR BT T3, RGE. B RN
Wee . AT AR o

(j) Prospective surveillance means that the subjects are identified at
the beginning of the surveillance and data or other information will
be collected from that time forward (as opposed to retrospective
surveillance).

G PE RIS ARLE WS DT SR I 1 58 32
WU, T AHB I e B Aol B A 5 B
CHREE AR

(k) Serious adverse health consequences means any significant
adverse experience related to a device, including device-related
events that are life-threatening or that involve permanent or long-
term injuries or ilinesses.

(K™ E A RAEREE AR : S 15 5 S A%
AR KA RZ 7, BG5S SR
J& S A i B e K A BRI 5 BB
.

(I) Specific guidance means guidance that provides information
regarding postmarket surveillance for specific types or categories of
devices or specific postmarket surveillance issues. This type of
guidance may be used to supplement general guidance and may
address such topics as the type of surveillance approach that is

(VFEEFaTE: 2 faEtn i e A s 1
R ECRy € B R R R AR A O B
JE M BHME B R . X AR FR R T
TANTE AR, IFATREM SE T A
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appropriate for the device and the postmarket surveillance question,
sample size, or specific reporting requirements.

(1 B 0077 22 BRI )
OICRY E AR T RS

A

(m) Surveillance question means the issue or issues to be
addressed by the postmarket surveillance.

(M)l E R 4R B e R R —

B A i L

(n) Unforeseen adverse event means any serious adverse health
consequence that either is not addressed in the labeling of the
device or occurs at a rate higher than anticipated.

(AT A R SRR ™ E (1
ANRERIER, BEARMEIMIRZET R
Lo BEARAFR G T,

(0) Unique device identifier (UDI) means an identifier that
adequately identifies a device through its distribution and use by
meeting the requirements of § 830.20 of this chapter. A UDI is
composed of:

(O)ME—BLEZFRIALT (UDI) = AFFilad i 2
A 830.20 sk NESR, I H A R AME
MFE R & AR IRAT . UDI 1 PA T T
N

(1) A device identifier - a mandatory, fixed portion of a UDI that
identifies the specific version or model of a device and the labeler of
that device; and

(1)#IlAR AT —UDI s [E e
71, BRI RRIR A AR S AR AR B 5 DA%
TIIPREE; AN

(2) A production identifier - a conditional, variable portion of a UDI
that identifies one or more of the following when included on the
label of the device:

()= FRIRFF—UDI )— A AR Al AR
oy, MEFAERZIRE LR, BEARIREL
?*Iﬁﬁiﬁlﬁ:

(i) The lot or batch within which a device was manufactured;

(i) fH1l3& BEA& ALK

(ii) The serial number of a specific device;

(il 4572 B A PP 8102+

(iii) The expiration date of a specific device;

(iii) 45 e 25 1) 2391 H 39

(iv) The date a specific device was manufactured.

(iv) 58 e g H

(v) For an HCT/P regulated as a device, the distinct identification
code required by § 1271.290(c) of this chapter.

(v) X FAE N & B HCT/IP, A&
1271.290(c) 15 Z3RK i AR R A

[67 FR 38887, June 6, 2002, as amended at 78 FR 58823, Sept. 24, 2013]

[67 FR 38887, 2002 £ 6 1 6 H, £ 78 FR 58823, 2013 4 9 H 24

FAEIT]

Sec. 822.4 Does this part apply to me?

822.4 X ERH TRG?

If we have ordered you to conduct postmarket surveillance of a
medical device under section 522 of the act, this part applies to you.
We have the authority to order postmarket surveillance of any class
Il or class Ill medical device, including a device reviewed under the
licensing provisions of section 351 of the Public Health Service Act,
that meets any of the following criteria:

BRI TR 1272 58 55 522 5% i 2 1SS =
7 AT BRI, A S T
& BATHBCR LIAEMRF & B AETAR
AERT 1 SREE N SRERST 25 Mt AT BT )
B, G (ALBARSE) 5 351
SRVE R 2k o B A

(a) Failure of the device would be reasonably likely to have serious

(a) B A bE AR W] BE XS e Al ™ 2 AN A
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adverse health consequences;

IEE

(b) The device is intended to be implanted in the human body for
more than 1 year; or

(b) 2 B, by s

(c) The device is intended to be used to support or sustain life and to
be used outside a user facility.

(c) izt B AEH T S Rl fp b, HFAE
R it 2 AME

Subpart B - Notification B #34y - E4n
Sec. 822.5 How will | know if | must conduct postmarket | 822.5 RN ALER BB LA#EIT LT /G
surveillance? W ?

We will send you a letter (the postmarket surveillance order)
notifying you of the requirement to conduct postmarket surveillance.
Before we send the order, or as part of the order, we may require
that you submit information about your device that will allow us
better to define the scope of a surveillance order. We will specify the
device(s) subject to the surveillance order and the reason that we
are requiring postmarket surveillance of the device under section
522 of the act. We will also provide you with any general or specific
guidance that is available to help you develop your plan for
conducting postmarket surveillance.

AV s R0E — B Ew (Bl RS
A, AT Bl E R R, £
HATVR BT AT, BRI )
gy, WA R = ZORIGIRAZH R M B#
152, DAAEHATT B b g SO 23T L1
VuHl. BATRIRIEIE SRS 522 JFf5 € 2
B L AR 1% DA S FRATT SRR s 4 3R AT
EERERRE . RATEK SR T
i — A BCR AR FE 5, DUAS B A s i AT
b e M R TR

Sec. 822.6 When will you notify me that | am required to
conduct postmarket surveillance?

8226 AN SBHNRFTEHRITERL
B9

We will notify you as soon as we have determined that postmarket
surveillance of your device is necessary, based on the identification
of a surveillance question. This may occur during the review of a
marketing application for your device, as your device goes to
market, or after your device has been marketed for a period of time.

— ELIRAN 0 5 A A B S A A R AT BT
Ja A, BRATH AR i 4 1) R R ) 38
o XX RE R A AE AL LS B B E A R
WlE) ek BT B e Bl
— BT i

Sec. 822.7 What should | do if | do not agree that postmarket
surveillance is appropriate?

8227 MARAFAEBELTREUEREY
B, BRMiZEAM?

(a) If you do not agree with our decision to order postmarket
surveillance for a particular device, you may request review of our
decision by:

(a) W RIEA R BA TR € W b
Ja ME R pRE, T LIS PR U7 SR
B A AT PE -

(1) Requesting a meeting with the Director, Office of Surveillance
and Biometrics, who generally issues the order for postmarket
surveillance;

(1) ER S W EMEY RN P A EEER
I, Jo &l 2 A B

(2) Seeking internal review of the order under § 10.75 of this
chapter;

(2) MRHEA TS 10.75 56T KA i 2 HEAT N
e

(3) Requesting an informal hearing under part 16 of this chapter; or

(3) MAEA TR 16 H ) ZOREAT AR AT
bz B

(4) Requesting review by the Medical Devices Dispute Resolution
Panel of the Medical Devices Advisory Committee.

(U0 TERETT a8 S 2 T 2 BT a8l
PR RN F A
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(b) You may obtain guidance documents that discuss these
mechanisms from the Center for Devices and Radiological Health's
(CDRH's) Web site (http://www.fda.gov/AboutFDA/CentersOffices/
OfficeofMedicalProductsandTobacco/CDRH/
CDRHOmbudsman/default.htm. ).

(b) T m] LA S AT TR i B v 0y (CDRH)
1) 194 3

( http://www.fda.gov/AboutFDA/
CentersOffices/OfficeofMedical
ProductsandTobacco/CDRH/
CDRHOmMbudsman/default.htm)

PR RXLEHLHI AR T30 D .

[67 FR 38887, June 6, 2002, as amended at 72 FR 17399, Apr. 9, 2007; 78 FR 18233, Mar. 26, 2013]
[67 FR 38887, 2002 46 H 6 H, 4 72 FR 17399, 2007 44 H 9 H{&1T; 78 FR 18233, 2013 4 3 H 26 H]

Subpart C - Postmarket Surveillance Plan

C#oy - L )a &%l

Sec. 822.8 When, where, and how must | submit my postmarket
surveillance plan?

822.8 WM. AT H DA X In{ R AR
) BT BRI ?

You must submit your plan to conduct postmarket surveillance within
30 days of the date you receive the postmarket surveillance order.
For devices regulated by the Center for Biologics Evaluation and
Research, send your submission to the Food and Drug
Administration, Center for Biologics Evaluation and Research,
Document Control Center, 10903 New Hampshire Ave., Bldg. 71,
Rm. G112, Silver Spring, MD 20993-0002. For devices regulated by
the Center for Drug Evaluation and Research, send your submission
to the Central Document Room, Center for Drug Evaluation and
Research, Food and Drug Administration, 5901-B, Ammendale Rd.,
Beltsville, MD 20705-1266. For devices regulated by the Center for
Devices and Radiological Health, send your submission to the
Document Mail Center, 10903 New Hampshire Ave., Bldg. 66, Rm.
G609, Silver Spring, MD 20993-0002. When we receive your original
submission, we will send you an acknowledgment letter identifying
the unique document number assigned to your submission. You
must use this number in any correspondence related to this
submission.

R AHEY R B EIRE A2 Hig 30 X
WIS BT fE I TR X T2
] i VAR AR 78 A IS A I A, TR
MFE LIRS B A E )R, A
VP AR A R, SO G,
10903 New Hampshire Ave., Bldg. 71

. G112, 5%, MD 20993-0002. X}
T2 AT AT 0 A R, 1
BTSSR B U %, 29Tl
Mg, EaMZYE )R, 5901-B,
Ammendale Rd., Beltsville, MD 20705-
1266 X 52 V2% FHSUHfE R Hh o0 M 1)
W, ERERZNRIER
Document Mail Center, 10903 New
Hampshire Ave., Bldg. 66, =. G609,
A, MD 20993-0002. X4FATULFIE
PRI SCAT G, AT ) 8k GE —Ht
WG, BN EC LA R AC i e — SO g
o RALZHE 5 ERATH S AR AT A5
fif FH L5,

[87 FR 17950, Mar. 29, 2022]
[87 FR 17950, 2022 £ 3 H 29 H]

Sec. 822.9 What must | include in my submission?

822.9 RUMAERMRZHEIEMTA?

Your submission must include the following:

(A LS DL P2

(a) Organizational/administrative information:

(a) HEATEE R -

(1) Your name and address;

(1) 42 sk

(2) Generic and trade names of your device;

(2) T BL& R I 44 B AR it 44 7



http://www.fda.gov/AboutFDA/CentersOffices/
http://www.fda.gov/AboutFDA/

(3) Name and address of the contact person for the submission;

() B R NLES it

(4) Premarket application/submission number and device identifiers
for your device;

(4) 1 v s i _E AT RIS A0 5 A%
FRIRAT

(5) Table of contents identifying the page numbers for each section
of the submission;

(5) b HBERR#-#8 73 TURS ) H 3% 5

(6) Description of the device (this may be incorporated by reference
to the appropriate premarket application/submission);

(6) Be&Hiid GXwI LB 2% 41 B
HTFIRRAERETF)

(7) Product codes and a list of all relevant model numbers; and

(7) 77 i AR AN A A G R SR R, AN

(8) Indications for use and claims for the device;

(8) P A5 FH 35 W RIS 5K

(b) Postmarket surveillance plan;

(b) £ JE BB s

(c) Designated person information;

(c) FENREE

(1) Name, address, and telephone number; and

(M4 bk, iG55

(2) Experience and qualifications.

(2) AT TIHE

[67 FR 38887, June 6, 2002, as amended at 78 FR 58823, Sept. 24, 2013]
[67 FR 38887, 2002 -6 H 6 H, %4 78 FR 58823, 2013 4= 9 H 24 H1&iT]

Sec. 822.10 What must | include in my surveillance plan?

822.10 WML THRI LI FEH 4 2

Your surveillance plan must include a discussion of:

S 0 B T R A A RLAE S DA A

W

(a) The plan objective(s) addressing the surveillance question(s)
identified in our order;

(a) M DR BRATTIT A R S 1R M (R T
H b

(b) The subject of the study, e.g., patients, the device, animals;

(b) WHFEx 5, BlanEE. KE. 3,

(c) The variables and endpoints that will be used to answer the
surveillance question, e.g., clinical parameters or outcomes;

(C) H H T [l 25 B 0 i) B PR A B RN 0, 1)
Uil R 2 B s

(d) The surveillance approach or methodology to be used;

(d) Hg At FH A M 0 7 VR BT Vs

(e) Sample size and units of observation;

(e) FEA BN B AL ;

(f) The investigator agreement, if applicable;

(f) WA AP & A

(g) Sources of data, e.g., hospital records;

(9) BCRKIE, BIInEE R ic %

(h) The data collection plan and forms; (h) B e v R R A%
(i) The consent document, if applicable; (i) RIS &
(j) Institutional Review Board information, if applicable; () MM FEERRSEE (W&

(k) The patient followup plan, if applicable;

(k) BEREVIHR) (&R

() The procedures for monitoring conduct and progress of the
surveillance;

(1) B M B AT A B R Y5
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(m) An estimate of the duration of surveillance;

(m) S I FRp R 18] A

(n) All data analyses and statistical tests planned;

(n) THRIZEAT T Bt o A A gt

(o) The content and timing of reports.

(0) st 1) P 28 ATt ] o

Sec. 822.11 What should | consider when designing my plan to
conduct postmarket surveillance?

822.11 fE Rt EAT LT J5 W B BT T RIS
e AVALZ 4y

You must design your surveillance to address the postmarket
surveillance question identified in the order you received. You
should consider what, if any, patient protection measures should be
incorporated into your plan. You should also consider the function,
operating characteristics, and intended use of your device when
designing a surveillance approach.

T b BT I 4% DA e S Wi B 1 1T B
P E IS i MR . AN IZ 5 B8 SR
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Sec. 822.12 Do you have any information that will help me
prepare my submission or design my postmarket surveillance
plan?

82212 LR ABFEMAE BB R AL
BRI RA EHEREXI?

Guidance documents that discuss our current thinking on preparing
a postmarket surveillance submission and designing a postmarket
surveillance plan are available on the Center for Devices and
Radiological Health's website, the Food and Drug Administration
main website, and from the Food and Drug Administration, Center
for Devices and Radiological Health, Office of Policy, Guidance and
Policy Development, Center for Devices and Radiological Health,
Food and Drug Administration, 10903 New Hampshire Ave., Bldg.
66, Rm. 5431, Silver Spring, MD 20993-0002. They do not establish
legally enforceable rights or responsibilities and do not legally bind
you or FDA. You may choose to use an approach other than the one
set forth in a guidance document, as long as your alternative
approach complies with the relevant statutes (laws) and regulations.
If you wish, we will meet with you to discuss whether an alternative
approach you are considering will satisfy the requirements of the act
and regulations.

R F R TRATE AT THER BT E
B AT T e BRI AR,
CIRGEE 2 % )iy € g ie9= 38 R 0] ERrr N = S
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PR TN 7, RER
RITVERFEFTAEM GEED AR

[75 FR 20915, Apr. 22, 2010, as amended at 87 FR 17950, Mar. 29, 2
[75 FR 20915, 2010 %£ 4 H 22 H, % 87 FR 17950, 2022 %= 3 H 2

022]
9 H&IT]

Sec. 822.13 [Reserved]

822.13 [{#H]

Sec. 822.14 May | reference information previously submitted
instead of submitting it again?

822.14 RATUSHEZ AR HEE WAL
BIRRARG?

Yes, you may reference information that you have submitted in
premarket submissions as well as other postmarket surveillance
submissions. You must specify the information to be incorporated
and the document number and pages where the information is
located.

R, TR AZ % B BT HR A2 B
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Sec. 822.15 How long must | conduct postmarket surveillance
of my device?

822.15 AN IR (1% & 34T 2 KB (A1)
BB

The length of postmarket surveillance will depend on the postmarket
surveillance question identified in our order. We may order
prospective surveillance for a period up to 36 months; longer periods
require your agreement. If we believe that a prospective period of

T RO B R T AT AT R
SE )T R . AT RE R At
TS 36 A H RIRTBEME AL AR A
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greater than 36 months is necessary to address the surveillance
question, and you do not agree, we will use the Medical Devices
Dispute Resolution Panel to resolve the matter. You may obtain
guidance regarding dispute resolution procedures from the Center
for Devices and Radiological Health's (CDRH') Web site
(http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedical
ProductsandTobacco/CDRH/CDRHOmbudsman/default.htm. ). The
36-month period refers to the surveillance period, not the length of
time from the issuance of the order.

() 7 EE A R o 0 SRARATTIN it e b 3%
I R B 36 AN H WU R, &
ANEE,  FRATHE AT FH BT 28 bk 5 A R /)N
EE S R L O T D YN = Y K e
Hty (CDRH') M3k

( http://www.fda.gov/AboutFDA/
CentersOffices/OfficeofMedical
ProductsandTobacco/CDRH/
CDRHOmbudsman/default.htm.)

RAFA KPR RIEFF 1S . 361 H &2
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[72 FR 17400, Apr. 9, 2007, as amended at 78 FR 18233, Mar. 26, 2013]
[72 FR 17400, 2007 44 A 9 H, £ 78 FR 18233, 2013 4 3 A 26 H1&iT]

Subpart D - FDA Review and Action

D #4) - FDA B &Ff1T8)

Sec. 822.16 What will you consider in the review of my
submission?

82216 E HERMIRAZH, BE&EBM

2?7

First, we will determine that the submission is administratively
complete. Then, in accordance with the law, we must determine
whether the designated person has appropriate qualifications and
experience to conduct the surveillance and whether the surveillance

HAE, WAV E R A E B LR
B Rm, MREEEE, AT U E 1 E
N BAE 75 ELAT I 24 [ B % AN e R AT

‘ K WS WA R R A B g y
plan will result in the collection of useful data that will answer the %EL, U&/Jjﬂfﬂ\fr‘izﬂﬂm s o Bk 2 4 B 1
surveillance question. e [ 25 s 2

822.17 & H 25 pruy=— -
Sec. 822.17 How long will your review of my submission take? 2 HEREXHHNEETEL KN

We will review your submission within 60 days of receipt.

AN 5 60 R FHAZE AL .

Sec. 822.18 How will | be notified of your decision?

822.18 B IR AIE KR E ?

We will send you a letter notifying you of our decision and identifying
any action you must take.

AT [ R IE —EHE R, B AIEIRATH
DTE I 58 S b R B IAEATAT 30

Sec. 822.19 What kinds of decisions may you make?

822.19 {RAT A AT AR B 5E ?

If your plan: Then we will send you:

And you must:

(@) Should result in the
collection of useful data that

An approval order, identifying
any specific requirements

Conduct postmarket surveillance of your
device in accordance with the approved

will address the postmarket
surveillance question

(CYRTELE S EMENRE-E/Eg DY 1R7S

related to your postmarket
surveillance
oS, R SRR

plan

AR S VR R TR0 5 R Ve g EAT b e M

T M ) FH R AR AT B AR SR &
(b) Should result in the | An approvable letter | Revise your postmarket surveillance
collection of useful data that | identifying the specific | submission to address the concerns in

will address the postmarket
surveillance question after
specific revisions are made
or specific information is
provided

revisions or information that
must be submitted before
your plan can be approved

the approvable letter and submit it to us
within the specified timeframe. We will
determine the timeframe case-by-case,
based on the types of revisions or
information that you must submit
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http://www.fda.gov/AboutFDA/CentersOffices/
http://www.fda.gov/AboutFDA/

(b) 7E#EAT BAREIT BUGEHLA
(LIEPSYEPIINALE EEWENIE Y
I VAR pe b 1 i e i) R

—HAHLERE R, SRR
T Rl R AT b v 2 A AR AT
I EAREIT 55 B

1B S 1 11 B B A DA DAL A
(i) R, JRAE S R PR N ] 98 [ P R LR AT
AT FRA VKA 0 R AE BT B
EERIRMY, BEE N R

(c) Does not meet the
requirements specified in this
part

A letter disapproving your
plan and identifying the
reasons for disapproval

— B AHEAE R R TR A
FLAE S DR 45 bR

Revise your postmarket surveillance
submission and submit it to us within the
specified timeframe. We will determine
the timeframe case-by-case, based on
the types of revisions or information that
you must submit

B R)_ET S WBHRAS, JRAESRE RN
)0 Bl N A B AT FRAT TR AR F 15 06 250
AT BUE BRI SRAY,  IZ A 5E I (A
*

(d) Is not likely to result in
the collection of useful data

that will address the
postmarket surveillance
question

(d) AR e i b B v bl
Je M 1) R A P s

A letter disapproving your
plan and identifying the
reasons for disapproval

— B AHEAE R R TR R R A
HEAE S PR 45 bR

Revise your postmarket surveillance
submission and submit it to us within the
specified timeframe. We will determine
the timeframe case-by-case, based on
the types of revisions or information that
you must submit

BB B e B, JRESR 2 RIS
Y0 Y 3R RSB BT BRAT TR AR 8 £ 0 20
P BUE B SRAY, B R 5E I [A]

*®

Sec. 822.20 What are the consequences if | fail to submit a
postmarket surveillance plan, my plan is disapproved and I fail
to submit a new plan, or | fail to conduct surveillance in
accordance with my approved plan?

822.20 MR EH WA L5 HE TR,
WA RIBIE L B REAE R H T4,
BE BB 1 B AT R AT
=B aBER?

The failure to have an approved postmarket surveillance plan or
failure to conduct postmarket surveillance in accordance with the
approved plan constitutes failure to comply with section 522 of the
act. Your failure would be a prohibited act under section
301(q)(1)(C) of the act, and your device would be misbranded under
section 502(t)(3) of the act. We have the authority to initiate actions
against products that are adulterated or misbranded, and against
persons who commit prohibited acts. Adulterated or misbranded
devices can be seized. Persons who commit prohibited acts can be
enjoined from committing such acts, required to pay civil money
penalties, or prosecuted.

BOATSRAFHEME R L7 B T R BOK e 4%
AL AE A T R BEAT 177 i B A AN S ST
HE R 522 % . MR RE
301(q)(1)(C) 5, TR IMOKT & — T4 4t
IEBIAT O, JF B I B R AR R = 5
502(t)(3) AWMt bnas. FATH BB 1
BV B 25 17 il DL RN E 28T NI
RIUAT S AT DL IS B s bR 25 1R 3L
Fro SN EEAT I N T HEEE B STl R
1T BRSO RS TR A F .

Sec. 822.21 What must | do if | want to make changes to my
postmarket surveillance plan after you have approved it?

822.21 JAR TR T M e J AT TR B
BT ES, RSB AM?

You must receive our approval in writing before making changes in
your plan that will affect the nature or validity of the data collected in
accordance with the plan. To obtain our approval, you must submit
the request to make the proposed change and revised postmarket
surveillance plan to the applicable address listed in § 822.8. You

FERT S R T R 8 R R AR B - R W SR 1
HelE B T B AR A BE S, s A
FATEA IS m e, EHRAGRATAHE

#E, WA A 822.8 2 H A1 H IE T M
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may reference information already submitted in accordance with §
822.14. In your cover letter, you must identify your submission as a
supplement and cite the unique document number that we assigned
in our acknowledgment letter for your original submission,
specifically identify the changes to the plan, and identify the reasons
and justification for making the changes. You must report changes in
your plan that will not affect the nature or validity of the data
collected in accordance with the plan in the next interim report
required by your approval order.

BEFEAS B A TEAIEAT S5 i b BB R
BRI LA iRl § 822.14 #2252
M5 R EEPIRIES, SO0 R
PR NN, G FHBRAERIME
N A5 S 48 5 B ME— S S, A
BRI TR O, A 5 R AT BE U
Ji R AN EE o

[87 FR 17950, Mar. 29, 2022]
[87 FR 17950, 2022 4 3 H 29 H]

Sec. 822.22 What recourse do | have if | do not agree with your
decision?

822.22 IR BAFBIMRKIRE, REH A
BEN?

(a) If you disagree with us about the content of your plan or if we
disapprove your plan, or if you believe there is a less burdensome
approach that will answer the surveillance question, you may
request review of our decision by:

(a) WMAREAF BRI E R THRIABFHE
%, BCE WARBAIAMAERE TR, BlE
U RAGEN AT — T AR 2 BB T 32T A
[ 55 MBS I AL, S mT DE S AR AR
B A AT R E -

(1) Requesting a meeting with the individual who issued the order
for postmarket surveillance;

(—) ZORE W AT BT 2 1A
N

(2) Seeking internal review of the order under § 10.75 of this
chapter;

(2) MRHEA TS 10.75 2T KA i 2 HEAT N
PR A

(3) Requesting an informal hearing under part 16 of this chapter; or

(3) RIE AT 16 Hi Bk 2347 IE Wy
WEey; B

(4) Requesting review by the Medical Devices Dispute Resolution
Panel of the Medical Devices Advisory Committee.

(P TRERTT 2 A 2 1 = DR IT il
PN H A

(b) You may obtain guidance documents that discuss these
mechanisms from the Center for Devices and Radiological Health's
(CDRH's) Web site.

(b) & AT LA B2 MU @ ety (CDRH)
R 1X 3 R HRS 18 X L AL R i 5 S A

[67 FR 38887, June 6, 2002, as amended at 72 FR 17400, Apr. 9,
2007; 85 FR 18443, Apr. 2, 2020]

[67 FR 38887, 2002 4= 6 H 6 H, £ 72
FR 17400, 2007 4 4 A 9 Hf&ir; 85
FR 18443, 2020 4= 4 JJ 2 H]

Sec. 822.23 Is the information in my submission considered
confidential?

822.23 R WE B R B BN ES
22

We consider the content of your submission confidential until we
have approved your postmarket surveillance plan. After we have
approved your plan, the contents of the original submission and any
amendments, supplements, or reports may be disclosed in
accordance with the Freedom of Information Act. We will continue to
protect trade secret and confidential commercial information after
your plan is approved. We will not disclose information identifying

FEFRA A AE G (0 i B TR 2 AT, R
MIVNEIRAZ AR R R . fEFATH
TR, R AR IR AT 1 A 2 LR AR A
B, AhEEdk AT RE S RE (EE B
) AT BT RIERE AR,
AT gk ORI A AL R b
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individual patients. You may wish to indicate in your submission
which information you consider trade secret or confidential
commercial.

58 o A =B R B B E G
B TR REA BAE TR AT I A 7 U A
VL ESERSY N 2 R A N AEPSE

Subpart E - Responsibilities of Manufacturers

Eff4 - HlERKIFAE

Sec. 822.24 What are my responsibilities once | am notified that
| am required to conduct postmarket surveillance?

822.24 —BRBHEHMRFBE#TLHENR
B, REIERHA?

You must submit your plan to conduct postmarket surveillance to us
within 30 days from receipt of the order (letter) notifying you that you
are required to conduct postmarket surveillance of a device.

T 0 U AE WSO 308 R 045 T E R B A AT S
WEFAT R (B4 J5 30 R AT
A AR

Sec. 822.25 What are my responsibilities after my postmarket
surveillance plan has been approved?

822.25 ZE R L1 5 M B i+ IR B L v
Ja, BREFERHA?

After we have approved your plan, you must conduct the postmarket
surveillance of your device in accordance with your approved plan.
This means that you must ensure that:

AERA AL 1R ~~ﬁ#%wm
HER T RIRE R A HEAT LR U
BRI LA 7

(a) Postmarket surveillance is initiated in a timely manner;

(a) Lt e sl b e

(b) The surveillance is conducted with due diligence;

(b) W B AR SR LR AT

(c) The data identified in the plan is collected;

(c) MR TRl b o i dls s

(d) Any reports required as part of your approved plan are submitted
to us in a timely manner; and

(d) VR SEHEAE R T R — FB 23 B 7 A A
A SR A g AT A

(e) Any information that we request prior to your submission of a

(€) TRAVEIBFEAT A5 2 B B A e 5 FR AT TXT

report or in response to our review of a report is provided in a timely | #i & i) 5 2511 2R AT 5 S A& S i 2
manner. fit,

Sec. 822.26 If my company changes ownership, what must | | 822.26 IR KK AT EHFT AR, LA
do? B4 2

You must notify us within 30 days of any change in ownership of | & Zi 7F 4> &) T 4 ALK A4 AT A4k 5 30
your company. Your notification should identify any changes to the |  pys@2n 7. 15 30 &0 5 38 15 2 7 42 F5
name or address of the company, the contact person, or the BR LAl . BER ARG E AR (W §

designated person (as defined in § 822.3(b)). Your obligation to
conduct postmarket surveillance will generally transfer to the new
owner, unless you and the new owner have both agreed that you will
continue to conduct the surveillance. If you will continue to conduct
the postmarket surveillance, you still must notify us of the change in
ownership.

822.3(b) i€ ) WIAEATHE . kAT

b A BB S EE S BRI

% Bl SR BT A 0 ) i 1o 4k kgt
THE . WORER gk ELE AT BT R
mmzﬁwﬁﬁm&dm&m

Sec. 822.27 If | go out of business, what must | do?

mznﬂ%&@ﬁ? RZEA?

You must notify us within 30 days of the date of your decision to
close your business. You should provide the expected date of
closure and discuss your plans to complete or terminate postmarket
surveillance of your device. You must also identify who will retain the
records related to the surveillance (described in subpart G of this
part) and where the records will be kept.

IR E 2N %2 HiEe 30 R NE

FNIAT. SENZ IR B TUR RS H 8, JF
iﬂi@f@:%ﬁij‘é%mﬁ‘“E’Ji&%iﬁﬁiﬁi}:

B TR S8 6 25T E WEK R B S
%E*H?‘%E‘Jiﬂ% (FEARFBI [ G N
B BRI ORAFAE IR EL

~_14 - ~




Sec. 822.28 If | stop marketing the device subject to postmarket
surveillance, what must | do?

822.28 MAREFILHEZERFHENE
%, BZEAH?

You must continue to conduct postmarket surveillance in
accordance with your approved plan even if you no longer market
the device. You may request that we allow you to terminate
postmarket surveillance or modify your postmarket surveillance
because you no longer market the device. We will make these
decisions on a case by-case basis, and you must continue to
conduct the postmarket surveillance unless we notify you that you
may stop your surveillance study.

R A iz, SO ek
AL e 1 TR BEAT BT . AT R
FORBAT R G A BB s 1)
HEWE, HAEAEHEEZRE. &
R MR B A DU X L R E R Ak
St AT Bl e MR, BRARFRATE & R LA
{52 1k MBI AT

Subpart F - Waivers and Exemptions

FER 5 — FEAURI#

Sec. 822.29 May | request a waiver of a specific requirement of
this part?

822.29 BT LAERIKFF A B2 HUF xE B K
ng; 2

You may request that we waive any specific requirement of this part.
You may submit your request, with supporting documentation,
separately or as a part of your postmarket surveillance submission
to the address in § 822.8.

S AT LA SR BATTBOE I FB r BR AT AT Ry S
Ko AT RAHIR By BT A B SRR
— AR 55 822.8 A A bk 3 A2 (1 35
RUAK SRS -

Sec. 822.30 May | request exemption from the requirement to
conduct postmarket surveillance?

822.30 HATLAFRE#R GBIFHIT LTHERER
BEoRg?

You may request exemption from the requirement to conduct
postmarket surveillance for your device or any specific model of that
device at any time. You must comply with the requirements of this
part unless and until we grant an exemption for your device. Your
request for exemption must explain why you believe we should
exempt the device or model from postmarket surveillance. You
should demonstrate why the surveillance question does not apply to
your device or does not need to be answered for the device for
which you are requesting exemption. Alternatively, you may provide
information that answers the surveillance question for your device,
with supporting documentation, to the address in § 822.8.

AT DA IR 7 5K A oot 8 B B BZ B
AR 5 5 5 BEAT B R B 2R . &
WIS AER > I EOR, BRARRATNIE N
BEER TH B T HIFR o1 KL IR
N A RGN BAT N 2% A B % B BV 5
b e M . S ROZ U A4 A
AN TE F T 18 (1 B4 B 75 BN I8 B R
R R B, AL EE 822.8
Rk B 3 [ 2 i M T A
LA SERF S

Subpart G - Records and Reports

G4 - IWRAR G

Sec. 822.31 What records am | required to keep?

822.31 WHEEMREWLILR?

You must keep copies of:

b ZOR B DL B AS .

(a) All correspondence with your investigators or FDA, including
required reports;

(a) SEEHIHAE N G180 FDA T I8,
LGP AR 5

(b) Signed agreements from each of your investigators, if your
surveillance plan uses investigators, stating the commitment to
conduct the surveillance in accordance with the approved plan, any
applicable FDA regulations, and any conditions of approval for your
plan, such as reporting requirements;

(b) i FAE 0 M TR R A 51, AR
BN AT RSB O, T AR AR PR AL
HERITT R AT AAT3E F 1Y) FDA 28R DL S fi i
TSR 264 (B anfss Bk ) i3t
A7 W50

(c) Your approved postmarket surveillance plan, with documentation
of the date and reason for any deviation from the plan;

(c) fEHLAER) b1 Jm B TR, JRRRA H 3

~_15_~




A 25 el ) B R ) S A 5

(d) All data collected and analyses conducted in support of your
postmarket surveillance plan; and

(d) SRR I b Ja B T R T U R A 23
B Py Bt s A0

(e) Any other records that we require to be maintained by regulation
or by order, such as copies of signed consent documents, evidence
of Institutional Review Board review and approval, etc.

(e) FATHRAEVE R Bl iy 4 ZER ORAF H AR AT 2
fbics, HIIn%EE R SCIFEIAS . P
S 5 o W A AL HE IR P 4

Sec. 822.32 What records are the
surveillance plan required to keep?

investigators in my

822.32 KM E T RIFHAEARRER
B R IR ?

Your investigator must keep copies of:

T A DA AU OR B DL Bl AR

(@) All correspondence between investigators, FDA, the
manufacturer, and the designated person, including required
reports.

(a) WA A b2, FDA. fili&p A E N R
[l P AT IS, AT i

(b) The approved postmarket surveillance plan, with documentation
of the date and reason for any deviation from the plan.

(b) et e BT E B TR, IS SRAE AT
i 25 Tl ) YIRS A

(c) All data collected and analyses conducted at that site for
postmarket surveillance.

(c) LR AR (BT AT 200, T
LA

(d) Any other records that we require to be maintained by regulation
or by order.

(d) FRATESRAL R E B iy & ORAF IO AT o HoAl
W

Sec. 822.33 How long must we keep the records?

822.33 AU IRFIEREA?

You, the designated person, and your investigators must keep all
records for a period of 2 years after we have accepted your final
report, unless we specify otherwise.

FRAEFRAT AU, B, FEE N G
U 2 D3 A AU AT 2 I8 I e AR T
JER A LR AR 2 4.

Sec. 822.34 What must | do with the records if the sponsor of
the plan or an investigator in the plan changes?

822.34 MR RIK &N BRI A E
BRET, ROTINATAIEIXEER?

If the sponsor of the plan or an investigator in the plan changes, you
must ensure that all records related to the postmarket surveillance
have been transferred to the new sponsor or investigator and notify
us within 10 working days of the effective date of the change. You
must provide the name, address, and telephone number of the new
sponsor or investigator, certify that all records have been
transferred, and provide the date of transfer.

an SRR 1 B 0 E R R R T
A, a5 PR S BT S B SR B
A0 CE RS 48T (1 H I3 B e, OF
TEA Az Hig 10 A TAEH M@ sk
Ao S 2552 18 R 7 BB 9T 3 14 4k
Yoo HEATEAE S, AEMI A TR A
Fers, IO H .

Sec. 822.35 Can you inspect my manufacturing site or other
sites involved in my postmarket surveillance plan?

822.35 BREBKMERNETFHHIRS E5HK
W J5 BB T B Fo A B ?

We can review your postmarket surveillance programs during
regularly scheduled inspections, inspections initiated to investigate
recalls or other similar actions, and inspections initiated specifically
to review your postmarket surveillance plan. We may also inspect
any other person or site involved in your postmarket surveillance,
such as investigators or contractors. Any person authorized to grant
access to a facility must permit authorized FDA employees to enter
and inspect any facility where the device is held or where records

FATAT UL E W 2 HE R A . i & A (el
B H A SR ADAT B T A R A A DL R B 110
B A AR T e T A S A Y
) A A T R MR ) BRATTIE AT RE
KBES 5 ERE 5 B AR fT A A B3
Ft, G Gy BOR R o AR T e B
ANt N R S VF 2 4L FDA 5% Ttk
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regarding postmarket surveillance are held.

N TG B A AR A7 B0 B 6 BRAF T 9% i
J M BT S it

Sec. 822.36 Can you inspect and copy the records related to my
postmarket surveillance plan?

822.36 IRAEH A A AL 5 A& 5 I B it
RIAER ARG ?

We may, at a reasonable time and in a reasonable manner, inspect
and copy any records pertaining to the conduct of postmarket
surveillance that are required to be kept by this regulation. You must
be able to produce records and information required by this
regulation that are in the possession of others under contract with
you to conduct the postmarket surveillance. Those who have signed
agreements or are under contract with you must also produce the
records and information upon our request. This information must be
produced within 72 hours of the initiation of the inspection. We
generally will redact information pertaining to individual subjects
prior to copying those records, unless there are extenuating
circumstances.

AR LAAE & B A 18] L& B 7 SR A
AN 5 AR R EE SR DR A7 1 B Jm M B AT A
AR IL . B RS S L AVE
FZORMCRAME R, XEixMERERS
BT S RN, BT R
WE . 5T UMLEEET & Rt
JURIE FATH Z SRR ME R . %15
B AR A ITIR G 72 M A FEfit. 3K
AT 2 72 2 M)XK L5890 S 22 1T g 5
A RNER, BRIEAHEAER.

Sec. 822.37 Under what circumstances would you inspect
records identifying subjects?
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We can inspect and copy records identifying subjects under the
same circumstances that we can inspect any records relating to
postmarket surveillance. We are likely to be interested in such
records if we have reason to believe that required reports have not
been submitted, or are incomplete, inaccurate, false, or misleading.
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Sec. 822.38 What reports must | submit to you?

822.38 RS A A R AT R L 25 2

You must submit interim and final reports as specified in your
approved postmarket surveillance plan. In addition, we may ask you
to submit additional information when we believe that the information
is necessary for the protection of the public health and
implementation of the act. We will also state the reason or purpose
for the request and how we will use the information.
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Authority: 21 U.S.C. 331, 352, 360i, 360I, 371, 374. Source: 67 FR 38887, June 6, 2002, unless otherwise noted.

;21 USC 331, 352, 360i. 360l. 371. 374.
kUs: 67 FR 38887, 2002 4:6 H 6 H, FRAE5NA WM.
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