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1) EMA - CHMP “Public assessment report for Ilaris. 15 December 2016: 60 pages.
2) HAS - Commission de la Transparence “Avis-canakinumab” 9 November2017: 21 pages.
3) AFFMF, French Association of Familial Mediterranean Fever and associated periodic fever diseases
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P80-81

7 1.

RISZARABKRIE(C XY D 5 aiE cEEFEIHEH
WRADURINMER S

ATe HEST
5 a2 BT EEMNCEL Tl Ast 64 B THMRIBFIEIC ST AT H—alicBa LT, 59O %R
O QIBTURTARPO T HIvGIA U Cvo Aan OF 7 OO el Gibve 2 9 Qfantad 7 NV =i v Oy 0 2V EaakaE
BNEREZ2D0THHINETHAV LM LK Lz, SR, FERFO Y A7 A 5 &0 5 Filc A E RIS

EN7=DT, BMJ EDFIHE [1] ZRMTLEX T,

F—O—R: 5 acEHRAFA, YH—a, FANRATFAY, T4 FAXAFY R, TaxXy 7, FaZATY R, TRIVT,
propensity score matching, A7 < vF 7 FERE
BEHR
1) WeiLetal BMJ 2019;365:11204)
2) Upreti R et al J Clin Endocrinol Metab 2014;99:E1397-E1406
3) Hazlehurst JM et al J Clin Endocrinol Metab 2016;101:103-113
4) Livingstone DE et al Diabetes 2015;64:447-458

ZDMDBETR
ROKFAE s Rr & B 2016:2:1-4

P81-82
T JAND  RIERICSRIETHSI
Zhifsz LS, EDRL

Prescrire International 2018:27 (198): p269 DR & AGEIC X % #lie

F—O—R:F/AXT. T5V7, PUEEREFUEFHEET. U X SE. BRI

BEBER

1) ANSM “Prolia (denosumab) et risque potentiel de fractures vertebrales multiples a 'arret du traitement - Point
de situation” 18 June 2018: 2 pages.

2) Lamy O et al. “Severe rebound-associated vertebral fractures after denosumab discontinuation: 9 clinical cases
report” J Clin Endocrinol Metab 2017; 102 (2): 354-358.

3) EMA “Assessment report-Prolia” 22 June 2017: 46 pages.

4) FDA “Prescribing information-Prolia” May 2017: 49 pages.

5) Prescrire Redaction “Denosumab” Rev Prescrire 2018; 38 (416 suppl. Interactions medicamenteuses).

6) Prescrire Editorial Staff “Towards better patient care: drugs to avoid in 2018” Prescrire Int 2018; 27 (192):
107-109.



P82

EFEZRRICHBU LS !

RiRE : p82 B & fiERH - p89

P83-88
\Y
2019 FDOF/FT—N 1 BFEHA RS+ it U —X (10)
IeErEmEsa L2l s~ my =i # Le

— g~  SLLMN
SREC)y (OC-LEP) 201 FT1 /i
BYRAVETIE 37 AIC 1 AD'MAETARTE(C

ROF v VRERER

 Few

oEAREEILE. TRXHOSY (B) &TO5RFY (P: BHNLEY) WD 2EOTMNLE
7z EAZE (L: Low-dose) THAEHETZRAITT,

O FMBTAIE LTEE (RIR2EI) TRHULSNTWELEH,. 2008 Fh5 B RRE#EDRE RN E
([CARPREA &7 D, MARKEZEE C U9 WERRE (40 Ll L ) (CZHESNTWLWE T, ERAEE)LDR
TR 2EARMMEED 550 4 (FULVDOW ST ) = —HEEHS CEROMASIE T I

o EAHELLZRAY &, 1FICHAE 3NMAUREBIREN 12.6 GEE<. TN, R4 (CERE
[FRE>TCEFEIN 1 FEUBREEMICHIED (54, 105L) 5EBUEOSVVEREMN REFEI, M
BREASFEOFEL_EHIRARIAE 7 FLIRICR 20T BHBICEN R TERLTRLTEF A,
o EAELILDIRA% 10 F#il1 3 & 330 ~ 110 AIC 1 ADOHERTIRTISEN R DFET. 40 %%
BE D EBRENMEERICE D, 40 N TIRAZRIALIZAN 10 FRIGITDE 74 AIC 1L ARFEEL
SEHEE EIRDFET,

o T X b4 F#Ei CHEAEM THEIMRZBEFE DI < UFET, HULBIRATMENEL D EMENS
<D, mMEAES A AZMMENERELADT <, BirmisFEERE LD d LT a,

- dl=l R e o e} LS

o SMEFEDANMEBEE)LZIRA TS E. MEHE BV ADK 2 BMiEZERC LPIULDT, M
ENS <<, EBASEILEZRAL TLVRVWADEFF 10 EBRZ LRIV &ICRDET,

o HAERIRARIER®D 2015 FDHA RS> TlE. WHO H+ RS54 >0 =] = [[REIEE
=l [REZE=] * MESEIRS] LGz, aEEECSH, BIES, EEE. FER0d AR E,
BYRIDANDORSIMEREHERL TWFET,

& ERABEIVICET 351 RS2 BURAITDANDRBIMERZHFEL TVWTERR

F—O—R: {ARY)IL, OC. LEP, FFRIRMMAE, MZERAE, @ifiE, BELE. ARWEEE, ER&SmE, v—X, =520V
IANIIA—V, ROREL /Y

BE R

1) BAERMGARIES, PRIEIHCONWT, A FF A4 (2016515 77 A, 2019519 BIfEY 7 & X

AF[) http/iwww.jsog.orjp/activity/guideline_OC.html

2) HAERMS AR, AR R RO AN BT 24 K71 v (GETh) . 2005 4 12 H
http://lwww.jsognh.jp/common/files/society/guide_line.pdf

3) 0 APERMR AR A AR ER OB, (BB A habs s Ta X ZAF VBT A FF 42 (0C -



LEP /A4 RZ A ) 2015 4FERK,

4) World Health Organization (WHO). Medical eligibility criteria for contraceptive use. Geneva,

Switzerland: WHO, 2004.

5) MRFNT-, /RFESS, BARIZET B LetEas /v A IR T 5 iAeZERE & BEFs S O & OB

f%. Thrombosis Medicine 2016: 6(1): 62-66

6) KT, /RS, BEEZ. DREICIT DRV R ICER 32 AR FERIEDFERE, O

figk 2016 : 48 : 826-831.

T v — AU SGE

8) [E FDA,Guidance for Industry, Labeling for Combined Oral Contraceptives (2004 4F)
https//www.fda.gov/media/75624/download

9) k[E FDA, Labeling for Combined Hormonal Contraceptives: Guidance for Industry: DRAFT

GUIDANCE (2017 45)  https://www.fda.gov/media/110050/download

10)EGPRI NFFERL, 2004 4= 5 H 5RHE THARIE & Iilfigéte — FBA & xR, EEFERE (IR O Ei/fRE

ko lHtEShD)

11) FERMm ABIO RS, 2005 4F 6 H 5 RiE TEIRIMARZERAE DBLK & 5K ) . SRR (IRRE AR )

12)FER & hm AR 2001 4 4 A 5HHE TiElm NBHESIZ 3617 2 R RIRIMARIE, ITZERRE . oW & Talitt

(= ABIELAR A1)

13) EASER, FAME

14) WHO. Medical eligibility criteria for contraceptive use 4th ed, 2009
https://apps.who.int/iris/handle/10665/44433?show=full

15) WHO, Medical eligibility criteria for contraceptive use — 5th ed. 2015
http://apps.who.int/iris/bitstream/10665/181468/1/9789241549158_eng.pdf?ua=1

16MSD v ==7 /b, 7 r 7=y a FVMAARGER, 1845 AFHS JOERH H R H R IR EHEE
https//www.msdmanuals.com/ja-jp/

IDRITESE, AV =T F A - T XIS T IR0 I, BAKIE, 2015

18)/kFET, OC - LEP $4| & MARE—42 440 DI=dic—, B2 FA b A— 24336 2015 ; 36

90-99

19)FDA Drug Safety Communication: Updated information about the risk of blood clots in women

taking birth control pills containing drospirenone

https!//www.fda.gov/drugs/drug-safety-and-availability/fda-drug-safety-communication-updated-infor

mation-about-risk-blood-clots-women-taking-birth-control

20) van Hylckama Vlieg A. et al. The venous thrombotic risk of oral contraceptives, effects of oestrogen

dose and progestogen type : results of the MEGA case-control study. BMJ 2009; 339 : b2921,

PMID:19679614

21) Suchon et al. Risk factors for venous thromboembolism in women under combined oral

contraceptive. The PILI Genetic RIsk Monitoring (PILGRIM) Study. Thromb Haemost.

2016;115(1):135-42. PMID: 26290123

22) Nightingale AL, Lawrenson RA, Simpson EL, et al. The effects of age, body mass index, smoking

and general health on the risk of venous thromboembolism in users of combined oral contraceptives.

Eur J Contracept Reprod Health Care. 2000; 5:265-274. PMID: 11245554

23) Lidegaard O et al. Risk of venous thromboembolism from use of oral contraceptives containing

different progestogens and oestrogen doses: Danish cohort study, 2001-9. BMdJ 2011: 343: d6423.

PMID:22027398

24) Woods JW: Oral contraceptives and hypertension. Lancet 1967 : 2 (No7517), 653-654.

PMID:4143587

25) Mulatero P, Morra di Cella S, Veglio F. Hypertension, genotype and oral contraceptives.

Pharmacogenomics. 2002;3(1):57-63. PMID: 11966403

26) Wilson ES, Cruickshank J, McMaster M, Weir RJ. A prospective controlled study of the effect on

blood pressure of contraceptive preparations containing different types and dosages of progestogen. Br

J Obstet Gynaecol. 1984; 91(12):1254-60. PMID: 6440589

27) Liu H, Yao J, Wang W, Zhang D, Association between duration of oral contraceptive use and risk of

hypertension: A meta-analysis. J Clin Hypertens (Greenwich) . 2017;19(10):1032-1041.

PMID:28612347

28) Girndt J. Oral contraceptives, hypertension and nephrosclerosis Fortschr Med. 1978;96 (7):

327-32. PMID: 627380 (in German, PubMed Abstract)

29) Olatunji LA, Soladoye AO. Oral contraceptive-induced high blood pressure is prevented by

renin-angiotensin suppression in female rats but not by sympathetic nervous system blockade.

Indian J Exp Biol. 2008;46(11):749-54. PMID:19090344

30) Shinyama H, Akira T, Uchida T, et al Antithrombin III prevents renal dysfunction and

hypertensioninduced by enhanced intravascular coagulation in pregnant rats: pharmacological

6



P89

confirmation of the benefits of treatment with antithrombin III in preeclampsia. J Cardiovasc
Pharmacol. 1996;27(5):702-11. PMID: 8859941

31) WHO #:[F#fZE, Venous thromboembolic disease and combined oral contraceptives: results of
international multicentre case-control study. Lancet. 1995;346: 1575-1582. PMID: 7500748

32) Goldhaber SZ, Grodstein F, Stampfer MJ et al. A prospective study of risk factors for pulmonary
embolism in women. JAMA. 1997;277(8):642-5. PMID: 9039882

33) Mahmoodi BK, Cushman M, Anne Nzess I et al. Association of Traditional Cardiovascular Risk
Factors With Venous Thromboembolism: An Individual Participant Data Meta-Analysis of Prospective
Studies. Circulation. 2017;135(1):7-16. PMID: 27831499

34) Wu C, Grandi S, Filion K, et al. Drospirenone-containing oral contraceptive pills and the risk of
venous and arterial thrombosis: a systematic review. BJOG 2013;120:801-11. PMID: 23530659

35) Larivée N, Suissa S, Khosrow-Khavar F, et al. Drospirenone-containing oral contraceptive pills
and the risk of venous thromboembolism: a systematic review of observational studies. BJOG.
2017;124(10):1490-1499. PMID:28276140

¢ —__  EPEBOSH
Gl N
( \ 7—[&’ \)
/\ f2) ot [ BREADFEOLIOBREHVEIER. SSANMINOIE
(o /j m%[ %€ 1B% LTV BROES TREAA TV SABRE, BABRES
S 20 P ) SVEBATHOENI S —RE@S T NEZ ENS S,
Bl ot st BB DEREROFEDRE Oz, URESU TV E_BRTE
p90

Z 3 (2t 15ER
DI

EIEXERRGEHEREM (BF) HRITTS EXm
RLMEHR (BARBIER) ) HSEAN @EERLGEDEL
BEICREXORREZ—HPEE). JX7 b« FRISFE.

[2kFDA] +o7 7 F=7 : FZEREL LY R

[kFDA)] 7 =7F% Y R%Z v b : FHEH % BEE

[~V —37 NPRA] 7EXVV) U757 B FEpRmER
[WHO] &7 FUT7x Y : Bl CHARIE




P91

R EBERE TR
FE0E : B

ShEEsh R IBMHEMNE SBREMERRICKBEWERL)
—E% (FE&R%) - <~70d—)b 4000, &+ kU
T L. REKERF MDA, LAY U LERERE
(EEO—/IVECERAA)

& D 2R L 7 mARBOMRICiIEAESE LT
1E138%1B81E. BRABKT7mULD/NBIT

IE1E23% 18 1EMAR. L& FERICECTE
"HiEREL. 1B1~3ERkR SAAEE2RUL
ERBTIETTBREELTAEBET (1EEBELT
2TET). RABLU 2BULD/NRIZ6BET
(1E&EELT4EEXT).

4% : 12891

3R <70O0d—)L 4000 6.56g. LS b IL
0.18g. REE/KFEF I U L0099, BiLA1U DL
0.03g

P92-93

FHAIEDOE LY

EEZRT (54
& on 34 o

N

RS

FiElE, BEHEFERICHTIERRBEBEICOVTHELT, ThEBRYETH, AYET ETTOTHEK
2WTHTET,
EEgFAEEEESIC LD a9 2015)
BAEDELEZICETIEXFTOER
mBLE ORIFEL T
B
#1 . FAERICHHT AEEDOE LEZ O
%2 : FER - - SR~OBELZEETEHEE

P94-96

FORUM

BEMBEHDREARZ LS TEO>THFY?

83 SDEMBURA A KA >~ Ot

fa R GHA X LI, ThTRWHEL

FeDTEH, WEHE 11 HO Tzl LS

D] VW5 T LERMT, 5 EARRANICTKMHIK

BEVWEWS TEY—FARINEN, HTEHZHER

LTV Lz, AUTLESIH? B LAYELE, &
SWVSHEMNSTLE S ? (R : k)



BV, ARBELSBVET

ZOFMIBTOEREAD, LD 5,
EMRZDTIV—TI, HEEHIHIRE
EDFHKBIER PSRN H S L
SWMFRRERELTOVE T, BolDmms 1] 5HT
L&Y,

>

SGLT- 2PAERIZBREFLTIELWL

VWO, HRER KL FHEETY
feEnTHh %9, H (201945H5H
%) @ INHK A ¥V Ak BIET)
THNMENTWI TSCLT- 2 HEH DWT. 4%

O

FHEE (5% - FE) OFEETY
CHRMOFMIIHHOATHRLE L
%9, [SCLT-2] % HiZI-HATHE %
THME) LML T, ISGLT-2 BdH % H
SRRIBICIES | L EX BT L. FOLONMENTT,

>

B

IXDINESRTEHh S5ED Mon amour

N

AROA RS AHsU—X (11) &
=ImE

2019 EFEMBA RS>

Z2EDBIFET,

ETE St

KHEAIEMOEEDO S & HHAIR T HIRAER O3 FIHE Th D Z & AEAETEE L0 BIR S ohaltg, ftoron
HHNMRD D Z LU, ERLTWDH, HARORMHZEGR L, £ ORELZ FHT NS ARDIEFH LT TS
T EN, FEWFREOE O - 7 LIZHET 213 Th O R NTHREDFEIZ LV . £ < OBEAFOHEE) R ~E & i
Do EBIESHESNTVD, TTISRAIE AR Yy FZEALTWLERLH Y | FERINCHERZ I £ 52 D1EEDIZ
& A BIIFERANMICE X #do - TO K TH S 5 ISP IEIEED B ) 7 bR E K ED D139 T, B2k
SVBERESGT 7 ) n U—=PRET D 2Lt LD kA%, FHEMOHEMEATEN L, BEMEDN LT
RLEVEDFHI ZATVFAERITIT A « HERL TS 2 &R0, il & 8l L7 0 FEAI L @y 2 2 & C, K0 E
DEVERZ RN 5 Z L kDo DR E 2D, (D)



