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FDA Recommends Thyroid Monitoring in Babies and Young Children Who Receive Injections

of Iodine-Containing Contrast Media for Medical Imaging — Children with underlying

conditions and newborns at higher risk

Drug Safety Communication

1A H :2022/03/30

https://www.fda.gov/drugs/drug-safety-and-availability/fda-recommends-thyroid-monitoring-babies-

and-young-children-who-receive-injections-iodine-containing
https://www.fda.gov/media/157241/download

(k)

FDAIZ, 201545117 17H ff®DFDA Drug Safety Communication® C, LY CoOa—R &AM
% ICEICF ARSI TR ESIN TODZEICBL CTHEEMREL722%, ADrug Safety
Communication| %% D B H 1 H TH D,

CE K

FDAIX, AR HOWTHREAT oL E 2 — DRGSR, BB L O3 T o/NIZKL T
XHBLOZOMOBBEZW O3 —REREEAIZERA LIS E1E, TO%3BEHETOH
WRE=2V 0 7B A L L CERT IO T2, FDADOLE 2—Tix, FAREEERIX T
2 FUR AR VB AEO — R T OFBLUIEKAEE (uncommon) ThHho7=, LINLERND, A OHE
AR LEEMNS, ZRHOIERE RENCREL TR T & ThHD, FiER, LhbiF R
PERTAEIL, BROVDIROEE 2 IR AR T 23 T O/ T, MNOSEIERRH
BEREA TR T 54 200 T D HRBMC BN E LDV AT @ EE X HiLD,

FDAIZ, I—Ri&EHA| (ICM) B2 AD EFEHHKIZ DT, WG TEHRITHTT- 72 S 28000, 35U
TO/NRADE=L) T HEEEZ R IAT 2 A 7GR LT, ZOZEIZIE, FURISREIR T 71X H
IR VB AMEO—FFE T OVAZ PR EIND, ZNHDVAZ B I OHES I, Bt Ei- i3k
B 5-ESNDICME R G EL TS,

A NIHS [E3E 222 MERE ) Vol.14 No.02 (2016/01/28) RO1 M= — & A LR T I LES £/ BRIk ipkhe
1 TFHERNT-OUVT FDA 233 = at |

iodinated contrast media

B


https://www.fda.gov/drugs/drug-safety-and-availability/fda-recommends-thyroid-monitoring-babies-and-young-children-who-receive-injections-iodine-containing
https://www.fda.gov/drugs/drug-safety-and-availability/fda-recommends-thyroid-monitoring-babies-and-young-children-who-receive-injections-iodine-containing
https://www.fda.gov/media/157241/download
http://www.nihs.go.jp/dig/sireport/weekly14/02160128.pdf

NIHS E3 S22 Vol.20 No.11(2022/05/26)

Oa—REEA (ICM) EHIRIZDOWT

ICM ESHEIE, THEEA, [X BREEA LFENDZEbHY, BEZEORRICmE,
%, BIXOMHROHHHREZ B O D T-DICHWONLI—REF KA THD,

ICM 13, 1%, B, B X AL CT A%y THWBILD,

ICM [ TEh7E, §E, F2F3ZOMOERPENE 5 CTHOWHILSAY, A Drug Safety
Communication D5 %, ICM OENEE/ZITHEZ SR ELTNWD,

ICM O FICBEL TR ABNDRINEMIE, BRI, Bl i, BEOZIFE, K
ZIeE Tho,

#1:FDAZROI—FEEAH

— 4 e

iodixanol Visipaque 270, 320

iohexol Omnipaque 140, 180, 240, 300, 350

iopamidol Isovue-200, 250, 300, 370
Isovue-M 200, 300

iopromide Ultravist 300, 370

iothalamate meglumine Conray, Conray 43

ioversol Optiray 300, 320, 350

OEBUEFEH T EMER

FDA 1, ICM BRZE& I R IR RE IR T £ FRIRA VB EO — R K TS
AIREMED DD, A~ O/ NEBEDOT=HY 7 Z /ST 5, R EWIEE-
TRPEEOH AR TIE, 3 EELIWNICRIRIRBEREA R T 2 22t 9 528, FUIRR
BERERE E SR SN E, IR EOXLEIET THREEBIOH IR IRFEEDOT
=HVTETHITE,

ICM D Hi[BINgFZ 36 L O R @B 1412, FORIRBERB IR T 0 HUIR IR A LB A D —IRFHY
T 2RS35 FUR IR RE FE 2 s Sh g,

HAE~3 RO/NRBEITHLTIE, FEIRBERRIR T2 <72 st =47
EATOMEN B D, S I BUREERE AR T I, W, B, ISR OGRMOIEEITEY
B AT T RREMEN DY, — B A a L (Ty) M FRIEE BT D208 HD7H T
5,

BN, BROBKHAEGKER, FEENR, BT/ /NEE ISR E COIREI L E O
B BT DO BEG THIRE, FED/NRBEE TIXIAZ @, DR RO
HHBEL, BT —TNMRES CT S, REALIRTIROBIC S HE&OEE A%
T HZENEND, YRR B EWEE 2 HID,



NIHS E3 S22 Vol.20 No.11(2022/05/26)

o ICM EEIZ/ NI FRIME BRI T C FUR IR LB AEO —FEE TR 45U A
TIZONWTHREBT AL, BUGHELL T2V 723 Thi b i iEIEIZ DV T
Lz 5HZ&,

OF —FDER)

FDA 73 ICM #5252 7/ N T o FUR SRR T OREGIZ DU THID THEEMAELL 72 2015 4
VIR, ZOVAD ZRHl LI BRI DINAE S TS 19, FDA (X, ICM [ ZHRFE SHL7-
A~3 K DFLEN G 3,481 AN FURIREERE 2 7 Al L 7222 775w 3L (2015 A LARE D 6 BFZEL 2015 48
LIRIO SWFFETI0) LB 2 — Ui, 6 WFFRIERTMEAFSE, SHFEIL%AMEFE Cholz, 11 iF5E
DHL, THFIFEIE EU, 3 WFZ213KE, 1 BFFRIIA ATV CTESNI, KED 1 LA AT
D 1 WFFEE, LTI 2,320 ABEO 843 AD/NRZ% G & LT R FE Ch o7, mifFgte
HIZ, ICM ITIREE SN/ NRIZHOWT, 1REER 1 LN TR RE IR & S B3 508070 %
F=H—L7, VD 9 BT, BIRHARER, DI OSSN, EoI3E FiE#REIC
ABEL T/ N Z R G LTz,

WAEGI DL L, — P oD BB etk RIS REAX TE C, 1R Z L EE Lieh o Tz, WEH
Al 1~15%T, FAW, B ER AR TRV A AL, DIBKREFT8E1L, B
T =T RS CT AR E R IR IR R O BRI & H O A A B LT DTENZ D,
HBY AT DI E DTz, ICM BREE)S LRI RE IR S L2 WS 2 £ T A 8% 8.5~138 A THY,
WSO DFRSCTIE S L OFEFIA 3 T LANIZREBLL Tz,

X R

1) Kubicki R, Grohmann J, Kunz KG, et al. Frequency of thyroid dysfunction in pediatric
patients with congenital heart disease exposed to iodinated contrast media - a long-term
observational study. J Pediatr Endocrinol Metab 2020 Nov 26;33(11):1409-1415.

2) Jick SS, Hedderson M, Xu F, et al. lodinated contrast agents and risk of
hypothyroidism in young children in the United States. Invest Radiol 2019
May;54(5):296-301.

3) Rosenberg V, Michel A, Chodick G, et al. Hypothyroidism in young children
following exposure to iodinated contrast media: an observational study and a review of the
literature. Pediatr Endocrinol Rev 2018 Dec;16(2):256-265.

4) Belloni E, Tentoni S, Puci MV, et al. Effect of iodinated contrast medium on thyroid
function: a study in children undergoing cardiac computed tomography. Pediatr Radiol
2018 Sep;48(10):1417-1422.

5) Thaker VV, Galler MF, Marshall AC, et al. Hypothyroidism in infants with congenital
heart disease exposed to excess iodine. J Endocr Soc 2017 Jul 11;1(8):1067-1078.



NIHS E3 S22 Vol.20 No.11(2022/05/26)

6) Dechant MJ, van der Werf-Grohmann N, Neumann E, et al. Thyroidal response
following iodine excess for cardiac catheterisation and intervention in early infancy. /nt J
Cardiol 2016 Nov 15;223:1014-1018.

7) Dembinski J, Arpe V, Kroll M, et al. Thyroid function in very low birthweight infants
after intravenous administration of the iodinated contrast medium iopromide. Arch Dis
Child Fetal Neonatal Ed 2000 May;82(3):F215-7.

8) Parravicini E, Fontana C, Paterlini GL, et al. lodine, thyroid function, and very low
birth weight infants. Pediatrics 1996 Oct;98(4 Pt 1):730-4.

9) Ares S, Pastor I, Quero J, et al. Thyroid complications, including overt
hypothyroidism, related to the use of non-radiopaque silastic catheters for parenteral
feeding in prematures requiring injection of small amounts of an iodinated contrast medium.
Acta Paediatr 1995 May;84(5):579-81.

10) Bona G, Zaffaroni M, Defilippi C, et al. Effects of iopamidol on neonatal thyroid
function. Eur J Radiol Jan-Feb 1992;14(1):22-5.1

11) I'Allemand D, Griiters A, Beyer P, et al. Iodine in contrast agents and skin disinfectants
is the major cause for hypothyroidism in premature infants during intensive care. Horm Res
1987;28(1):42-9.

@885 NIHS BN ZLMEER
[>KFDA]
*Vol.14 No.02(2016/01/28) RO1 = —R & A FLIR TOM AL T 7g FURIRBEREAR TE
BT DOUNTFDA DS B ML |

IAITER
Olodixanol (A AT FY ) —)b, JEAA T —NER A [FEN FEEH W F 58k
O@Ilohexol (A4 ~F—/L (JP), IEAF I —NIEZAEN FE58 5 Mot T8 s
©lopamidol (A A /I8 —/L (JP), FEAA AT —RE A EN : RIeH Wk R
Olopromide (A A7 TIR, JEAA UM —RER A EN FEoEH W F8 580
Olotalamic acid (A A %7 Ll (JP), A4 27 LT R A, Sodium lotalamate, A4 M3 —RiE
SR SN  FE T
*lotalamic acid [FINNTII/R<ATCHrHHIZ L HFREL, iothalamic acid, iothalamate megluminel:
USPICEDFA
KENTH2015F10H ETIVLADRIRFTEIIL TN,
Oloversol (A A~V —)b, IEAF AT —RIEZAD E N FETE0 S F7e 0


http://www.nihs.go.jp/dig/sireport/weekly14/02160128.pdf

HO

NIHS E3 S22 Vol.20 No.11(2022/05/26)

OH
HDVnL.\/H o o
I
O

M M

o GH;
Todixanol
Ho oH
T MH

|
o
H
H:G §] L
, Ir‘i oH
H aH i 0

aH

Iopamidol

CO.H
] I
o

I
s

k

CHy
|

Totalamic acid

OH

H\J\/OH

OH

H\J,J\fﬁl-i

Iohexol

CH; OH

a N\}vml-l
o] I I OH
Hac:’D\Jl‘H H\/LVUH
[ 8]

Iopromide

oM
o M R /LVOH
|

[
o o
HD\_)-LN H.\_/L\_,DH

HDVJ

I 0

Toversol



NIHS E3 S22 Vol.20 No.11(2022/05/26)

Vol.20(2022) No.11(05/26) R02

[ 77 % Health Canada ]
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Oral, over-the-counter diphenhydramine-containing products and the risk of serious adverse
events in children and adolescents

Health Product InfoWatch — March 2022
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KENIZEWTHY 7 = BN FI S A O/NERE B OTCHR (% 1k b « /83 A3 0 7 LA
b, FOWERANIED SERLL L, T — K SELLE) BIRGES LTV,

Diphenhydramine
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