@\\\ FE S B e BT (NIHS) [ 3% 2 R

NIHS E 3K &AM E 8 Vol.18 No.05 (2020/03/05)

25 FE L B RE 15

[EU EMA (European Medicines Agency) ]
e 2015~2018FDEUNMBEHB L VEMAIZL DT 7—~abt VT AIEBOWE .o

[ 7% Health Canada]
e Health Product InfoWatch — December 2019
o Polyethylene glycol (PEG) §& F#l: 7 7> REAFANIEDFEAER oo,

INIHS EHGZEMEFRIIL, ERLTERFMOUEIN O 72 55 HEEE - E R EI 25 D38 (5 S B3I B
DOLEVEFE WAL - RFIL, BEEEEZONAEREFER E2IFEN LD T,
(OO0’ ]oOOOIRYFEICHITDIRFTEA ZRL, EFEHFEIFEAIEL TMedDRA-IZEHL TV ET,

Z5 FHEEOfRR, £ DM OFEHIZ- >V TliZhttp://www.nihs.go.jp/dig/sireport/weekly/tebiki.ntmlz =2 BE 720,

KAEREBEZICENDIHERIILTHE LTS IRLTZE N, KRIFRBLOARFFRIZI 7SN THDB T AREFIHL
T2 BIZEDRE ROV TOEFEEITAVDRET O T, T THELIIZEN,

http://www.nihs.go.jp/dig/sireport/index.html—@EnEHKiz=t 5



http://www.nihs.go.jp/dig/sireport/weekly/tebiki.html
http://www.nihs.go.jp/dig/sireport/index.html

NIHS EE3 522 PR Vol.18 No.05 (2020/03/05)

& E S BB E R

Vol.18(2020) No.05(03/05) RO1

[ EUEMA ]

©2015~2018 ££0 EU MBEBL R EMA X5 7 7—<ab U7V RGO RE

Report on pharmacovigilance tasks from EU Member States and the European Medicines
Agency (EMA), 2015-2018

Press releaseftf,

1H%N H :2019/12/10, 2019/12/17

https://www.ema.europa.eu/en/documents/press-release/4-year-overview-pharmacovigilance-activiti

es-eu-shows-robust-effective-medicines-safety-system en.pdf

https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-

european-medicines-agency-ema-2015-2018 en.pdf

2015~2018FDOEUNIM [E B L OEMAIZ LD 7 7—~a bt T AIEEIZ DU T, Press release?
BILOGEHIZAIEEIHR S8 D, EEL CTHERIGHE V7T BT DE 0 &L TR T 5,
(= -y ==l

@ Press release”

EMA, b ONCEUNEE, /v =—, BEOT A AT RO R R L5 B3 e 2V
RDT= DIFEN R 52015~2018FDHH 2L, EUD T 7 —~ab YT AT AT ATl
N DOFHRTHY, DR LTI > TND,

FHETIL, 77—~abt o207 av 20y 7 b, BAMEOTLK, BfRE S s O,
BLOBEOFREDOEIZOVWT, 20126FTA BB D7 7 —~abe oI AEO R M 2%
FEL CTD, EOFEME, 20174 ICEMAD ZE 2 F B4 (PRAC) COMRIR L= 77 —~ae
DT ATEINZ LD A RIS D72 ORI 36 LOMTENGHE PICh &SV THTHIL T D,

<>2015~20185ED FE /2 Eik
o PRACIZLVH5001F: LA _ED TR F/- 13 UGT SN2V AV & PG E] (RMP) B23GET =41, %
UKD, VRAZZR U3l et e =20 0 7 B IO A7 e/ IMUIEET DS HER S 31T

A Z A1 4-year overview of pharmacovigilance activities in the EU shows robust and effective medicines safety
system”

B % {1 "Report on pharmacovigilance tasks from EU Member States and the European Medicines Agency (EMA),
2015-2018”

¢ Pharmacovigilance Risk Assessment Committee (77—~ VT A UR 75l & B 4)

“PRAC Strategy on Measuring the Impact of Pharmacovigilance Activities (Rev 1)”

https://www.ema.europa.eu/en/documents/other/prac-strategy-measuring-impact-pharmacovigilance-activities_en.

pdf

E risk management plan

o



https://www.ema.europa.eu/en/documents/press-release/4-year-overview-pharmacovigilance-activities-eu-shows-robust-effective-medicines-safety-system_en.pdf
https://www.ema.europa.eu/en/documents/press-release/4-year-overview-pharmacovigilance-activities-eu-shows-robust-effective-medicines-safety-system_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-european-medicines-agency-ema-2015-2018_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-european-medicines-agency-ema-2015-2018_en.pdf
https://www.ema.europa.eu/en/documents/other/prac-strategy-measuring-impact-pharmacovigilance-activities_en.pdf
https://www.ema.europa.eu/en/documents/other/prac-strategy-measuring-impact-pharmacovigilance-activities_en.pdf

NIHS [=3E 52221 ) Vol.18 No.05 (2020/03/05)

%o FIUTMA T, 2015~2018412, & [EFFEA F L CRGRIN - E 3L I B 357,000
<ORMPAFINH ENZ Lo TRl S 17,

o BITERNEEDNAIERI S 2 I L7-EudraVigilance T —Z X — 235 X4, £ DGR,
ARSI, fEtr s EEoT,

e 2015~20184E1Z, 9,000V MEFER)S 27 F L F (JEHR L 285 | K Z LT AT REMED B D HHL D
A VE R 73 O 22 SVERTE A U2 BB T2 1) ZEMAD L7 ) V& HL

F—LHFHIL, N EG FFLE O OEAENL 7 VAL,

o EMINY L AN RHT A (PSUR) CICBIL, @D YR VR AR E L TLODR—2 LA [
BT 7 BATEDIOIZL, PSURD FHEZDBKIGIZT 7 /AL, SN,

o EMIDLEMIZETE ST V7TV 7 2N BT IUEA R DT E S HEDER
S, ZOF K THE LR W Oe TV 7 (20174F Ovalproate & A = # 4L (2B 5
HeTVT, BLORISFEDF /nr RBIOT Ak /a A E IR e TV 2)
(5 Rk Loy

o [T — 4 _—AJHDOBIFR DMk S VT, [T — 2 —AZITHLAE, EEA (BN 758
) NCHRRSEE G, kR SR, HAERREA R, BLOREFEE FRUCLARSh
T EFE R80T L LD WA S T,

7y —ab YT AR OB BT AR E I XEMAD K [E O BLHY R L LR CIER LIZD
DTHY, EMA, EUMBE, /U x—, BIOTARAT R ’;577—7:5‘\‘}?‘/1%@1@‘%
WA AT HEVIEC (FINE B ) ORI R BB 2 RIc T 282 HRIEL TWVD, AEIC
20154E1 H 1 H ~20184:12 H 31 H DR 7 —Z W& £ CRY, 77—~k V?VX&%O)J}@%
ZBE T 2 ETITRIN O E IR L BLH R T — I B S TNDTEDVREN TN D,

2015~ 20184EDEUMMEERB L VEMAILLS T 7—~<abt DT AEB D &S
OHRERIGHE (ADR)!

20174R1C, R DA F RIS DD IDIEFI RS N F LIEINL 72, 2016412k,
EudraV|g|Iancef\0>3£|§’<$§5z L RRTL9%HE L, EEANDLOHA (1,471 5961¢0)ADR$&¢0)9
B, 543 548 IXEEANHDHE) 1360%IE I L7, ZOHINIE20184FHffk#c L C, 2017412 H
NI7%IGINL, FEH 5 ED BN EE 152,015,881 DADRME DO b, 1,028,3861¢61EEAV\]
IHDOETIH 72 (2017412 b ~<89%HE ) .

KISIZEENINL7=D1%, 2017411 A /5 877-72EudraVigilance> A7 L3 B L, FEEHFEICSRIN

F potential signal

G periodic safety update report

A= A e S
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/public-dat
a-article-57-database

I adverse reaction reporting

3 individual case safety reporting (1 BIE 5122 21 1)



https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/public-data-article-57-database
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/public-data-article-57-database

NIHS EE3 522 PR Vol.18 No.05 (2020/03/05)

WESNDINTRST2D Th D, ZHUTE, EFRAEDOREN SO N HEEAN TOADRY X T4
W T DINEMITRO N T2 LI LD, ZRLAFINE, IEICEB TN QDI E B IES]
DWEDIHThH T, RIS, EEASD DO L ThlE #BE D Es LI (TS
Mol BEIEF OHILLT, T X COERBIEFNHREN R L7, IFEEEMNHRESND
JNTle oo 2T, BAMRIEOR M BLOFHINICE D L7 ELE KT LTh, Fl2E DI
BT AT DIRFHEEN 2018 TR ST,

EudraVigilance IZ#4&5 & 72 ICSR EudraVigilance \Z#k4+& 72 ICSR
(EEA NED) (EEA $+&0)
1200000 - 1200000
1000000 - AL 1000000
n s00000 0

go00on 4

BAEREBIVE 600000 -

600000 -
RS )

400000 “ooone

EI il I I I

0
. 2015 2016 2017 2018

I I I
2013 2016 2017 2013

EEAN L HE SV, EFRMIZIDA ERISHEONOBERRIEFIEIZ OV T, 2014412
ICSRAME [ F1#1290,00014: (R & D KKF ) T, 201644 [AIFRE O Th-7-D 23, 2018
FEIZITH9424,00014 (46% D HENN) ~&, 2015~20184E D MR HE I LKL T 72, EEAZM NSO S
2DV Th, 20144F059765,00014:735, 20184F-0973,00014- 8 ~EHE LT,

REBOWEITZNETLREE, EREFENLOWETHoT, LHLRNS, BENPLOE
BORE L, BETEOT T AL HREED 70 R £ K LB R b7 — 7 23 B L
7o v = RELOMBETHEHEATOILTEY, JRE LT TW5,

EEANTO BT DA, 20144F I E B A FEEH OICSRAYKI30,0004: Tl 7= D73,
20184F(Z1350,0001: 88 ~EH N 7=, F=& L CEudraVigilance~D & HiEDZEFH D=6, ZDH
M IEEEADRE M Z 7= 854, 20144E001939,0001725, 2018400244000 ~EF4HE L T
W5,

BELOHEINZICSR

R HE FEEE At
2014 29477 9770 39247
2015 34026 17100 51126
2016 37428 14450 51878
2017 60558 45456 106014
2018 51114 193048 244162




NIHS EE3 522 PR Vol.18 No.05 (2020/03/05)

OV T F v
T FNAORBH RHBIEENT, 77 —~at YT AD R L TN D, 7T VR Y - BT
T EVBAEL LT E3 0T R 022 2RSS TUE I RS H, Bl o EHESRGLN T,
INRADFERFED FONRIZIZ B TUVD,
2015~20184F|\2, EMAD Y7 VA HLT— A139,000{4 3L < DIEERY T 7 )L (4 1E12,00014:
VI b) OFHfiZEFT > TRY, DO KEEITEUdraVigilancel U DO H S SN D TH D,
AR, 0 R S [F)FR D55 (45 (= CAR#I2,00014: LA 1) OIETER S 7 V&I L 7=,
BERIS 7T D HHI2%H1PRACH 24 35 (rapporteur) 72X Y EIZ K-> T 7kl
THEESHL, ZDHPRACIZEVESINAR AT I LORHE A T4,

PRACIZ X5 #F 4 23

o 7L 20154 20164F 20174E 20184E
EMAZS R FEK 61 48 43 74
JINEE E A3 K FiF 41 46 39 40
ait 102 94 82 114

PRACIZEDFHIi D N1, ZALHD L7 F L OF - HUT L 1 M ET ORIV IS E #7203
TR, EIMDLE - FRERIL> TV,

T8O 7 F AT HOWTUL, FRICERIEFH (W T 725 #H TéH % Direct Healthcare
Professional Communication (DHPC) Z %45 flliEi7zb, Fl-2e M &ESOICEEIC R
a9 o7csoreferral FiE 2NE LI LIS 7zb Db b o7z,

K validate




NIHS EE3 522 PR Vol.18 No.05 (2020/03/05)

7 VR DRE R (20124E9 H ~20184E12 )

Referral TRIAM RMPOHET
3.4% '|| 2% DASS
PSUSA/PSUR Ffji & PN C Tt ' } - 04%
3.4% T
ST FREATIM [

4.4%

| mEOT7r—<aEY
Z 2 AEEIPSURN T
DE=HVT

35%

PI:product information (i 175 5#)

PSUR: periodic safety update report (#0722 VR Hr )

PSUSA : periodic safety update single assessment (& #1122 2 e 5 i i O — 24t T )
RMP : risk management plan (U A2 4% ¥ 31 #)

PASS : post-authorisation safety study (7B 1% 22 & VERFSE)

OURZEH#EH (RMP)

PRACIFAAE, FEHRAZBIT DT E L ORMPOFHiZFT-> TV D, RMPIE Y 7—~abE v A
DOHEHIEFROL1-DTHY, EUTTERAS, FHEl LOEHH2 R e 22 2 DA AL — IR TEDL L
NTL TG, FHRDEI L 721 3H - 2082 OV T, bR aSN s 7 MR A iRETN
a7 7T AT IHRFEL, TRHICHL T, YUAZITG U BB =2V TEA R R T2 T, 3R
TERWIAZIZEF R T 2L EIRLEAFI A TEHIOICL, ZAUT I BLHIHE R X R WI&EE
I FREE72D,



NIHS EE3 522 PR Vol.18 No.05 (2020/03/05)

PRACFH A 1T >7-RMPIZ, 20154F (264914, 201641257014, 201741256114, 20184-1C
5431 Th o7, ZIHD %L, BEAEIEORMPOIKET Tho=23, 1B3~1U4THHDOEIE LD
RMPCHh -7~

2015~2018 &2 PRAC 23§ #1T-7= RMP

700
600
500
400
300
-
100
; - HE s
2015 2016 2017 2018
B 7KFE#% Standalone 0 0 0 . 0
B ARG EHPICLED 4 0 ' 0 0
o KR EEP R 39 444 446 446
HFR% PSURIZEED 3 0 0 0
B EEEIOE 246 126 ' 115 ' 97

2 renewal b variation

RMPDO K ZEL, FRIZHRIEEIMORMPIE, & HL L TCTREXN{THOIL TS, 2015~2018
12, 36,0004 LA _EORMP 2SN EE FE O FHIFE B I H2 S 4, £97,00014:DRMPO R 23 T4
7=

BEER

XN ZE B2 (EC) 12016428 HB H T, #i7 7 —~ab I AL A TSI 20124E7 H 225
201547 A £ COIFMIZEVE IR BT R~ b —27 (EMA, EC, EUNNE EH MBI A HAD)
Lo TN 7 7 —~abt oI AR T oM EE2 AL,
EMAD=2—ABINT LR —R:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/08/news_detai
|_002588.jsp&mid=WC0bh01ac058004d5c1
BUEIESBLHI Ry N —2 D7 7—~ a7 ATEBNZ B 2ECOME FH

http://ec.europa.eu/health/files/pharmacovigilance/pharmacovigilance-report-2012-2014 en.pdf

& HE T35 NIHS EE 22 ER
[EU EMA]Vo0l.17 No0.18 (2019/09/05) RO1 ([ 3E it D22 AT =4V 7 3 L Utreferral e & —
2018FEEMAE R EELY)  http://mww.nihs.go.jp/dig/sireport/weekly17/18190905.pdf



http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/08/news_detail_002588.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/08/news_detail_002588.jsp&mid=WC0b01ac058004d5c1
http://ec.europa.eu/health/files/pharmacovigilance/pharmacovigilance-report-2012-2014_en.pdf
http://www.nihs.go.jp/dig/sireport/weekly17/18190905.pdf

NIHS [=3E 52221 ) Vol.18 No.05 (2020/03/05)

[EU EMA]Vol.16 No.13(2018/06/28) R01, Vol.15 No.18 (2017/09/07) R02, Vol.14 No.15
(2016/07/28) R0O3, Vol.14 No.16 (2016/08/10) R02,

Vol.10 No.17(2012/08/16) R02 (Fi7=72 77—~ YT ALEDNE{T)  http://www.nihs.go.jp/d
ig/sireport/weekly10/17120816.pdf

Vol.18(2020) No0.05(03/05) R02

[ )% Health Canada ]

ePolyethylene glycol (PEG) #& THl: 7 7L R LAHAIL DI AAEH

Interaction between polyethylene glycol laxative and starch-based thickener

Health Product InfowWatch — December 2019

1WA H :2019/12/18
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-pro
duct-infowatch/december-2019.html#a4.1

OEERAYE—V
e Health Canadai, polyethylene glycol (PEG) &7 > 7" R EAFHHNZLDEALAHT ST
REDIRG W% REHE L 7= FIREME NS DIE B O AE 21T T D,
o TUTUREAHBHNEHNTEABMITSIIIRIRIZPEGE NN Z D&, IRIKDFEEAME T3
Do
o WETIEELATLHEENPIEEDOK T LUICRREZEINT 2L, JAlAE 23U H 5,

Health CanadaiZ, polyethylene glycol 3350 (PEG) &, A TSN TIRIRE DIRA W% 7 L
7o RREMED B 5881 0D U M BB DE Il s 2 1 T,

ZOBEL, BEONBIERDIBRDT-DIZ AL Tz, AR H, B 8 M ik
FEDTEFEDT=HLH LT gD FH & TPEGHE T A AR (IR ATIZHI250 mIDOIRIA TR L7 T A uid7e
BV D522 T T2, ABEH D2 CHEE 1T T NEA 2 L7720, LABSHTINIZR
WENBIASN T, PEGRE FAIMKIL, Tv 7V REABHNERNTEARMTESNIZ IR AL
RAESH, BFICEGESN, ARG 020 B, BFIXZORA WAL /=LA b, G
DEEONIERFEZIC, BEITE T L,

RIBIZEABEATT THEF LT <5281, M, MR EE R T8 E L, £<
DBRFOWE TIEEFEZEHT 5 ECIEFICETETHLY, £, ZOBEFERITIBWTEL, #ikb X
KHLNAHRIETHH,

e FEE DZDIZEABATFENTHR B Z B I THDEBE DR, [ERIEROEREDL1HL
LC, PEGR—ADE FAIL G-I TWDIENHHD, PEGLT 7' REARBFIO EAERIC


http://www.nihs.go.jp/dig/sireport/weekly10/17120816.pdf
http://www.nihs.go.jp/dig/sireport/weekly10/17120816.pdf
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/december-2019.html#a4.1
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/december-2019.html#a4.1

NIHS EE3 522 PR Vol.18 No.05 (2020/03/05)

K0, ARDOREE (LA ) PR TL, IRIKICEABAF T2 BT HEH TIXELBL OO 27
DGR 5Y,

EREDIEFDOLE 22— Ti, ISMP Canada®)»H ARSIV TND, T 7R EABRANINTLD
EABFTF SN DPEGEIR A LB A UDRE DI T, E2Efm LcB W Thlissn
TV, BEDIL, T o7 REAHRAFN VBT HEE TIX, PEGLUANDRE THIDE HZiG
FTHIHRHELEL TD, DT, PEGITF VU Z U H LR EAHRFILIIOH TEDLD TRV InE
EZONDN, ELITHERLETHD,

Health Canadal®, ZOFH AAEHICBI 21 EE ML A Fod 75729, PEGE A R MmO REZE
HEH LT, R ROUGETIZEYFA TV,

RIS KOS E B R

1) Wirth R, Dziewas R, Beck AM et al. Oropharyngeal dysphagia in older persons - from
pathophysiology to adequate intervention: a review and summary of an international expert
meeting. Clin Interv Aging 2016;11:189-208.
https://www.ncbi.nlm.nih.gov/pubmed/?term=0ropharyngeal+dysphagia+in+older+persons+%

E2%80%93+from+pathophysiology+to+adequate+intervention%3A+a+review+and+summary

+of+an+international+expert+meeting

2)  American Gastroenterological Association. American Gastroenterological Association medical
position statement on constipation. Gastroenterology 2013;144(1):211-7. (accessed 2019
November 21) https://www.gastrojournal.org/article/S0016-5085(12)01545-4/pdf

3) Potentially harmful interaction between polyethylene glycol laxative and starch-based
thickeners. ISMP Canada Safety Bulletin 2019; 19(7):1-3. (accessed 2019 November 21)
https://www.ismp-canada.org/download/safetyBulletins/2019/ISMPCSB2019-i7-PEG-Thicken

er.pdf
4) Carlisle BJ, Craft G, Harmon JP, et al. PEG and thickeners: A critical interaction between

polyethylene glycol laxative and starch-based thickeners. J Am Med Dir Assoc
2016;17(9):860-1.
https://www.ncbi.nlm.nih.gov/pubmed/?term=PEG+and+Thickeners%3A+A+Critical+Interacti

on+Between+Polyethylene+Glycol+Laxative+and+Starch-Based+Thickeners

IAITER
©Macrogol (v7wu=—/L, NAIEN T WHh FEeH
*¢MacrogoliZATC/r FHIZ L5 3FL, B4 polyethylene glycol (PEG)
MacrogollZIZ[EIZ LY o - ED Bip 7= 8 A 5,

A Institute for Safe Medication Practices Canada


https://www.ncbi.nlm.nih.gov/pubmed/?term=Oropharyngeal+dysphagia+in+older+persons+%E2%80%93+from+pathophysiology+to+adequate+intervention%3A+a+review+and+summary+of+an+international+expert+meeting
https://www.ncbi.nlm.nih.gov/pubmed/?term=Oropharyngeal+dysphagia+in+older+persons+%E2%80%93+from+pathophysiology+to+adequate+intervention%3A+a+review+and+summary+of+an+international+expert+meeting
https://www.ncbi.nlm.nih.gov/pubmed/?term=Oropharyngeal+dysphagia+in+older+persons+%E2%80%93+from+pathophysiology+to+adequate+intervention%3A+a+review+and+summary+of+an+international+expert+meeting
https://www.gastrojournal.org/article/S0016-5085(12)01545-4/pdf
https://www.ismp-canada.org/download/safetyBulletins/2019/ISMPCSB2019-i7-PEG-Thickener.pdf
https://www.ismp-canada.org/download/safetyBulletins/2019/ISMPCSB2019-i7-PEG-Thickener.pdf
https://www.ncbi.nlm.nih.gov/pubmed/?term=PEG+and+Thickeners%3A+A+Critical+Interaction+Between+Polyethylene+Glycol+Laxative+and+Starch-Based+Thickeners
https://www.ncbi.nlm.nih.gov/pubmed/?term=PEG+and+Thickeners%3A+A+Critical+Interaction+Between+Polyethylene+Glycol+Laxative+and+Starch-Based+Thickeners

NIHS [=3E 52221 ) Vol.18 No.05 (2020/03/05)

[ElN {21, macrogol [{400, 1500, 4000, 6000, 20000} (JP) 12389, [EHN THRIESIL TS
18 M RME JR R 38 1 Xmacrogol 4000 (JP) Z FV N CTuha,

10



	【 EU EMA 】
	 2015～2018年のEU加盟国およびEMAによるファーマコビジランス活動の報告
	【 カナダHealth Canada 】
	 Polyethylene glycol（PEG）緩下剤：デンプン系とろみ剤との相互作用

