ISSN 2189-1516

97 5 (2021 ££ 9 B%*13) DELFEEE LSS

BEIGNIT 7 B ABRBRIHTIRB L 51T, TEBRI Ry bDY 7 BT bDIZLTNVET
HZPubMed T 7 A R T 7 b~V 7 TEBH X D)

TIWI\AR—RERIOEE : 775 1 XA~
|3 - BERVE(CLIEZEIF O TIRLTRL

B A 51>

+RSECIRD




B
CONTENTS
E R b
EEENOEBEIRRLDERR 99 FEICLDE  BRICE>TIERSBERISGET S 12
SAFTITAVILEI—TREHNBEHEINTVS 114
New Products .
=2 BEGHEICOEER TRVIEL
EXREREERESNIN 15
J—b—|iLE "
BEAA RS4 U#tH) —Xa) FEESRERICHEULS (EfREAEH) 19
BIMEHA RSAY : +8E(CRD 103
FORUM
[COVID-19 53] BEBOT 7 FERBOBEHITONT 116
DOFVEBESS\EETRS - %593 109 FEAD COVID-19 70 F U/ #EBIIHNEDL ? 17
DOFIEEE., TORORCICEZEREESD 10 AR [HALOPE LVEDRE £ 19
REFE/BEKD 120

RIEO & IRDA ML—RISD—DFIC, BRD)\SHIRDIAHFEUIZ.

& g

PO A)VARE., BERITAOMREFICONT, FEBICESELEES
BEE2E5Z T NE Lk, 77 745F>— (955) PBUME (103 H) K&, Mic
BHZRKDEFEDORBEL, U7 F URHEMICH > TV AIRESEA. THiT5H
DEREETT, LLOHLBAFERFICL >TWEEL T ERYNCH->TWET,

SETHY EFE7TFahZARTIE, 7IVINAI—IRORR & TN VEICER
iz %9, ZOBRBMEEIERFOMKRAR T LT ELRMLBEINTELLOT
Ll KETR., BMEREDSF FDA) ZEORKZHORMNZIHLY]> TRIIHMTET
RRAfEhE L, 8 A4 HICK > TKREAEEDOEELIE, FDA IC X 3 &Rz
ZHBT R LHRETHICEDE L, RENKBIEIChNDTT,

COVID-19 FiV 7 FcDWTidk, KEOFEFRABERNIERINODOH O XT,
KHEB LW ORBEFEEICHT 2FEM. A4 7 A 17 HICBHH#E h - HAE M2
MY YRIYL THRlanF I 7F 0 2ELLHIS] KBV TE, HEENDT A
F SR AW JF oM, aoFOEFEERICHXRTEOEERAOHBIEDIZS
WEVOTHETEZNEZETHS LIHEISERNENTVWELE (mRNAT Y FUA\DEKk
L), —/4. 8 AS5H, EENEE IEMEBEIECHICHE L THRRBEND S LS
DO bRl ah - L. SAMSOM LW DbhTVET,

® 2020 F£ 5 BREITOAXGE 89 STEMMDKRT Lz THALGDPE LLWESRRBE) O

SED MEERE #BETARELTHFTLE L. ZERIESS1198ICHYET,

TEANXEZEBFELTVET,

& &




p99 Editorial

EFENDEERIRRLY SRR

Free https//www.npojip.org/chk tip/97-Editoral.pdf

ALL

p100-102

New Products

FIWINAI—FARIORRE : PF1HALT
|3 - BERYE(CLIEBEIFH> TIEULITFEL

HOF xv VRERER

ER))

T ILINAT—IRDFKE LT, TIuA R B LW X ENMCERE L THRaEETH L5
NET, TTahX<71L, ZO7IaA R BTG LTH RV EOEREESSEsnDE/ 7 a—F
JURTT,

02021 /-6 A, KEDORMERKNLF (FDA) X, M HARESOIFTHNSG L b (2T v AR+
4y EDREERE R L C, AFIZAGRLE LT,

oFDA DFGIIZFZFL bW E T, W7D, 5 SRR A2k L CH AR E W I READ RIAL A2
WEW ) FIRFEITOFERAH T, 2019 4F 3 AIZ A= —BEH RO IEEZRE LT-H D72 5T, &
BRI TRV R A T U 7T CL SR INCZZTRO HILE LT2AY, SR TIEZEN R &< EE T
Mo

o7 T o X~ T HHIL, MMNODTRIE & Hiifn s AR T X
T REED 1.5~1.8 fF\VFE L=

o/, FDA IHERAZUET DAKD= RARA > FTIIHGRTET, 7IuA FB O EWVORLL
THWRWIHAZ B RARA U P LTURGRE B2 E L, 1 NZETHFEM=a A 67 KL (P
FTKI 600 M) IZRAHSFRE L eI e< VWE T, BARTOAZIIMHIE L&V A,
CKEDMNIERGE STV v 7 VF RO 82500 T KEBIRPIZERT HIVTO DN REIRERE N
FDA & A —h—L ORI TREY 7B BRGS0 T=n E D hy T H 2 Lic £ L,
F—J—R : PIO4 KRR, E/OO—FIHE, ARA, STV ISFX

BEIER

1) Sandrock A. Aducanumab for the treatment of Alzheimer’s disease. 2020.11.6 US FDA advisory committee:
https://www.fda.gov/advisory-committees/advisory-committee-calendar

2) Panza F, Lozupone M, LogrosClino G, Imbimbo BP. A critical appraisal of amyloid-B-targeting therapies for Alzheimer disease.
Nat Rev Neurol. 2019;15(2):73-88. PMID:30610216

HAALE—, T IVINAI—HEAEDFDAICEFIRM L EFRDFE
https://jp.reuters.convarticle/alzheimer-fda-idJPKCN2DQOE7

4) Public Citizen Health Research Group: Aducanumab
https://www.citizen.org/article/aducanumab/

5) Public Citizen Health Research Group: Press Statement: FDA’s Decision to Approve Aducanumab for Alzheimer’s Disease Shows
Reckless Disregard for Science, Severely Damages Agency’s Credibility, June 7, 2021

6) Combined FDA and Applicant PCNS Drugs Advisory Committee Briefing Document
https://www.fda.gov/media/143502/download

W

AHEBNE D\ FRDSE T TERDHTANRT



7) Times, Clinics Won't Provide It. Insurers Won't Cover It. So Will the First Alzheimer's Drug Make a Difference?
https://time.com/6081333/biogen-alzheimers-drug-aduhelm-fda-controversy/

p103-108
Bt
2021 FOFHIT—N : i1 RS U—-X (21)
BMAED AL RS51> : +RSE(CIRD

WDOF = v WERER

FEH

ZLDBEHARSAVDBRMEHARSATHDH, 2020 FIZAREIN - BARREMAESEH 1 KS54> (J-SSCG
2020) [$EZETSEITLDIEEANZHYET , KN EITSFETHREIERDATT

1. REEEHESBMAEREITRL T, BEEEEITHIELY,

2. WEAEREF TR RAEUEV A DI 37 BEITXIL T, avuh oDtz BEL TERERT
A/ R (ERRILFY L) EES,

3. BUIEIZxIL T, FZ5 871> (IVIG) ZFL VLY,

4. REFIZ. /IVFELFIDERINZD D55, /IVTRL ) & E—ERTES,

5. BUnfirEE D B1ZMHEEE 144~180mg/dL &9 %,

6. BRADBINEEE DB ARETIHT B1=HIZTIVAATRIDUERNSA, /\AR R— )L OFEER R
F, REFUIEEHEL,

7. BADBIEREDEAED BB T VRATIEDUIIFEDLLLY,

#5508 BRSNS 1 F 54 2 (B HEEM 24, $FI1T115

BEIR GHEHRR
) BASEMERIE S, BAREEF2OATRRRIERS, BARBIIESR T A R7 1~ (J-SSCG 2020), HEEHEEE 2021 : 28
Suppl : S1-8412 httpst//www.jsicm.org/pdf/jjsicm28Suppl.pdf
2_) American College of Chest Physicians/Society of Critical Care MediCline Consensus Conference: definitions for sepsis and organ failure and
guidelines for the use of innovative therapies in sepsis.  Crit Care Med. 1992; 20: 864-74.
3R, WUAEDHT LV VEFR L 2O, HNEEE 2017 : 106(1) : 120-126.
4) Kaukonen KM, Bailey M, Pilcher D, etal: = SystemiClinflammatory response syndrome criteria in defining severe sepsis. N Engl ] Med. 2015; 372:
1629-38.
5) Bemard GR, Reines HD, Halushka PV et al. Prostacyclin and thromboxane A2 formation is increased in human sepsis syndrome: Effects
of cyclooxygenase inhibition. Am Rev Resp Dis, 1991: 144(5), 1095-1101. PMID:1952438
6) Janz DR, Bastarache JA, Rice TW et al. Randomized, placebo-controlled trial of acetainophen for the reduction of oxidative injury in severe
sepsis: The ACROSS trial. Crit Care Med, 2015: 43(3), 534. PMID: 25474535
7) Niven DJ, Stelfox HT, Léger C et al. Assessment of the safety and feasibility of administering antipyretic therapy in critically ill adults: a pilot
randomized clinical trial.  J Crit Care. 2013 Jun;28(3):296-302. PMID: 23102531
8) Schortgen F, Clabault K, Katsahian S et. al. Fever control using external cooling in septic shock: a randomized controlled trial.
Am J Respir Crit Care Med 2012, 185(10), 1088-1095. PMID: 22366046
9) Young P, Saxena M, Bellomo R et al. Acetaminophen for fever in critically ill patients with suspected infection. NEJM 2015: 373(23),
2215-2224. PMID: 26436473
10) Haupt MT, Jastremski MS, Clemmer TP et al. (The Ibuprofen Study Group): Effect of ibuprofen in patients with severe sepsis:
a randomized double blind study. Crit Care Med, 1991: 19, 1339-1347. PMID: 1935150
11) Yang YL, Liu DW, Wang XT et al Body temperature control in patients with refractory septic shock: too much may be harmful.
Chinese Med J 2013: 126(10), 1809-1813.PMID: 23673091
12) Schulman CLINamias N, Doherty J et. al. The effect of antipyretic therapy upon outcomes in critically ill patients: a randomized,
prospective study. Surgical Infections, 2005: 6(4), 369-375. PMID: 16433601
13) /NEPEESHR, ARHEERER, S B, UNAR, MAEN EE)/UE T3> 2 COVID-19% 24 & 2 5,
2020 AR NI A= b N R S
14) Hama R, Kimoto Y., Urgent recommendations to reduce severity of and death from COVID-19: : Don’t use NSAIDs antipyretics for reduction of

4




fever in infection  (unpublished paper)
15) Veterans Administration Systemic Sepsis Cooperative Study Group: Effect of high-dose glucocorticoid therapy on mortality in patients with clinical
signs of systemic sepsis. N Engl J Med. 1987; 317: 659-65. PMID: 2888017
16) Bone RC, Fisher CJ Jr, Clemmer TP, et al: A controlled clinical trial of high-dose methylprednisolone in the treatment of severe sepsis and septic
shock. N Engl J Med. 1987; 317: 653-8. PMID: 3306374
17) Annane D, Sebille V, Charpentier C, et al: Effect of treatment with low doses of hydrocortisone and fludrocortisone on mortality in patients with
septic shock. JAMA. 2002; 288: 862-71. PMID: 12186604
18) DT = v VRERES, AT 1A NEIT 0 29 VS EIEFI R 2 "R R CRIBEARBI IR, BEFIIIAE, o
Fx v 7 2021:20091): 114-116.
19) WOF = v ViERES, AT 1A Rfife : BEGIOBGEIRO Y . FoF = v 7 2021:21(93): 13-14
20) Rhodes A, Evans LE, Alhazzani W,et al. Surviving Sepsis Campaign: International Guidelines for Management of Sepsis and Septic Shock: 2016.
Intensive Care Med. 2017 Mar; 43(3):304-377. PMID: 28101605
21) Ballard PL, Baxter JD, Higgins SJ, et. al. General presence of glucocorticoid receptors in mammalian tissues. Endocrinology. 1974;
94(4):998-1002.PMID: 4362047
22) $HO5ZAT, WA, 2= v 7 OFFERAFRE—~y K9 R DB, BREY, 2015, 39 : 525531
23) Paust HJ, Loeper S, Else T, et al. Expression of the glucocorticoid receptor in the human adrenal cortex. Exp Clin Endocrinol Diabetes.
2006 Jan;114(1):6-10. PMID: 16450310
24) Annane D, Renault A, Brun-Buisson C, et al: Hydrocortisone plus Fludrocortisone for Adults with Septic Shock. N Engl J Med. 2018; 378: 809-18.
PMID: 29490185
25) Annane D, Cariou A, Maxime V, et al: Corticosteroid treatment and intensive insulin therapy for septic shock in adults: a randomized controlled trial.
JAMA. 2010; 303: 341-8. PMID: 20103758
26) Ruslan MA, Baharuddin KA, Noor NM et al. Norepinephrine in Septic Shock: Systematic Review and Meta-analysis. ] Emerg Med. 2021 Feb
16;22(2):196-203..PMID 33856300
27) HABERIA =, HERIRIRAIA R 7 A 2 2019,
http//www.fa.kyorin.co.jp/jds/uploads/gl/GL.2019-02.pdf
28) DT = v VIRERAS, PIRHEHA K74 AL, 3oF =7 2018 : 18 (80) : 134-137.
29) NICE-SUGAR Study Investigators, Intensive versus conventional glucose control in critically ill patients. N Engl J Med. 2009: 360:1283 -97
PMID: 19318384
30) NICE-SUGAR Study Investigators, Hypoglycemia and risk of death in critically ill patients. N Engl J Med. 2012: 367:1108 -18 PMID: 22992074
31) ACCORD W4t/ /n—=7, Effects ofintensive glucose owering in type 2 diabetes.NEngl J Med 2008; 358: 2545-59.PMID:
18539917
32) DT = v VHERRR, TAE~OEARRHUIFREZE RS Z & $EDF = 7 2021:2091): 100-105.

p109-111 Free

COVID=19/5%
DOFUIEIEETRVMAE TS - BRI D

¥F—U—FR:COVID-19 U7 F>, TIAZRR, BYR, NGiR, BYSHEBUA, IgA Hifk

DOFAEEE, EDERDIETICIIEREFHRHD

F—0—R:COVID-19 U7 F> | HEERITL, BRI, Biiiia, MietEsss. KiE

COVID-19 EHRDOBZEIHR
1) VIF B RIS o 2R —R
https://cio.go.jp/c19vacCline dashboard
2) CDC, Outbreak of SARS-CoV-2 Infections, Including COVID-19 VacCline Breakthrough Infections, Associated with Large Public
Gatherings. MMWR: 2021: 70: 1-5
3)VERER, A TIRNT 72U | 3REEYYIE, F5FIs AT 2 2020
4) https://www.worldometers.info/coronavirus/
SEARIFERS (TVHFE- U 7T L BRI G H)
https://www.mhlw.go.jp/stf/shingi/shingi-kousei 284075.html




6) ICH-E2(iRR P IAFH D 22 MR IR N2V 0)
https://www.pmda.go.jp/files/000156127 pdf

7) R AR O TR T H S Sz m -7 A L A EGED T RIIIDHEE TASR 2021 :42(6): 131-132:
https://www.niid.go.jp/niid/images/idsc/iast/42/496.pdf
https://www.niid.go.jp/niid/images/iasr/2021/6/496d06£02.gif

plil
NAEK

L B E RGHBR (CHEFR L KD ! o %

PR T OHEBRI O RE

oFt
<

pl112-113

Prescrire International 2021 Vol.30 No.223 p43-44., IR & 21U IAGE

FECKDE : BAlICKOTIIPSHISGET S

Prescrire International 2021 Vol.30 No.223 p4344, FRR & iE5RI34%SE
FEH
oEMF (I N HBEREFEL . BV BHE(RET D, BIEN S HCERIEI AT E D EFID MFRE LR (DFYEHBE])
MEBHENTUND,, ELITABEIED I NERITIE, EXGRERIZOENDIENHD EREET),
o IOHFELPTILTF o DIRABIA BN, TILREFHILOTLAAZR, TOTS/0—)L. THIIUBE &
{DFEFITHLEE L MPRE EFNHESN TV,
o—OF BN CIEBERFED/ERIEC. MEEAIXE IEFRISAL,
o SMEL - BEHER, H ABREOBVERIEERATIL., £91 5 ARIEEERNE=2) I HBRETH D, MF
EEN ERLUPSHICERET 50E FHLERIGEHRC =012, BEDORENNELES,

BEITHR

1) Prescrire Redaction” Fiche P2. Les inducteurs enzymatiques enbref" Interactions Médicamenteuses Prescrire 2020.

2) Prescrire Redaction" Patients en cours de sevrage tabagique" Interactions Medicamenteuses Prescrire 2020

3) Skogh E et al.' Could discontinuing smoking be hazardous for patients administered clozapine medication? A case report" Ther Drug
Monit 1999; 21(5): 580-582.

4) McCarthy RH "Seizures following smoking cessation in a clozapine responder” Pharmacopsychiatry 1994; 27:210-211.

5) Zullino DF et al. "Tobacco and cannabis smoking cessation can lead to intoxication with clozapine or olanzapine" Int Clin
Psychopharmacol 2002; 17: 141-1 43.

6) Brownlowe K and Sola C "Clozapine toxicity in smoking cessation and with ciprofloxacin" Psychosomatics 2008; 49 (2): 176

7) Evans M and Lewis GM "Increase in international normalized ratio after smoking cessation in a patient receiving warfarin" Pharmaco
therapy2005; 25(11): 1656-1659.

8) Colucci VI "Increase in international normalized ratio associated with smoking cessation" Ann Pharmacother 2001; 35:385-386

9) TsudaY et al. "Meta-analysis: the effects of smoking on the disposition of two commonly used antipsychotic agents, olanzapine and
clozapine" BMJ Open 2014; 4(3): 9 pages.

10) Meyer JM "Individual changes in clozapine levels after smoking cessation: results and a predictive model" J Clin Psychopharmacol.
2001; 21(6): 569-574

11) Kroon Let al. "Drug interactions and smoking: raising awareness for acute and critical care providers" Crit Care Nurs Clin North Am

6



2006; 18: 53-62

12) Anderson GD et al. "Pharmacokinetic drug interactions with tobacco, cannabinoids and smoking cessation products” Clin
Pharmacokinet 2016; 55: 1353-1368.

13) Zevin Set al. "Drug interactions with tobacco smoking, An update" Clin Pharmacokinet 1999; 36(6):425-438

14) Fankhauser MP et al. "Drug interactions with tobacco smoke implications for patient care" Curr Psychiatr 2013; 12(1): 12-16

15) Schaffer SD et al. "A review of smoking cessation: potentially risky effects on prescribed medications" J Clin Nurs 2009; 18:
1533-1540.

16) Prescrire Redaction "Arr6t du tabac, danger?" Rev Prescrire 1982;2(19): 24-25.

17) Ryan J et al. "Smoking and smoking cessation treatments have a pharmacological impact on some commonly used drugs and should
be taken into account during the selection, introduction and cessation of medicines" Pharm J2019; 11(1): 16 pages.

18) OMalley M et al. "Effects of cigarette smoking on metabolism and effectiveness of systemic therapy for lung cancer" J Thorac Onco
2014; 9(7): 917-926.

19) European Commission "SPC-Adempas” 19 February 2020 42 pages.

20) Prescrire Redaction "Consommation et arret du tabac" Premiers Choix Prescrire, updated September2019: 6 pages.

pli4

SATITAYVILEI—TEIENEREINTNS

Prescrire International 2021 Vol.30 No.223 p54  FRR & BRIIAGE

&5k

1) Parsons R et al. "More than one-third of systematic reviews did not fully report the adverse events outcome" J Clin Epidemiol 2019;
108: 95-101.

2) "PROSPERO (International prospective register of systematic reviews) " www.crd.york.ac.uk/prospero  accessed 29 July 2020.

3) Liberati A et al. "The PRISMA statement for reporting systematic reviews and meta-analyses of studies that evaluate health care

interventions: explanation and elaboration" PLoS Med 2009; 6(7): 28 pages.
4) Zorzela Let al. "PRISMA harms check list: improving harms reporting in systematic reviews" BMJ  2016; 352: 157, 17 pages.

pl15

Exs Chwit = - FDABINLT OURTT (& B

HOHNN - SeEHIGIE F AT (C L BRIz

BESBEHRTT FERS - EFBHSRIMNED - FUEERRIO OY EOEREEREL
SN, aX Y MIFE,

VVVVV99V999599Y ERERRY N9—2 (MID-NET) ([CDWT



pl116-119

COI—F =Tl AFEDLEABICRT DEER - B -
ROAH, HBANEHBDBEREICHEZLET,

p116 Free
B (5048) &R B0R) DTI/F/EED - NoT, VI/FU/EMICKHIETHRIMERICK HIETH
HEEICONT DBET 15 EM5 11 EEHES N, HFDIES A LM
aaFI I F U RRDEHTREDT S UR: 328
p117 Free
FEADCOVID-19 77 F /#H8IEHED ? 20 RERMEE ICIFEIIMER
HIREROT 7 F U EAZHLE LTV COVID-19 BHATHHITLIHD TH S
FRETY, #RES LTV, HEFA LEEBDHADMRELE LA, 20 MOKiiDIE

T, FIEELRTWARICEMZBI RV, SERIE
TRV L, BRERTOOLDTREVNEEZITVS
DTIH, Mo, 2T 77 HEfichh->T
WA KD TY, /INEEE THRGRHDLNANL, HRE
LLTHEMzEfBEIhD T LIk ET,

pl17

CHIFEH0TY, £LT, NEDERDOKAR 7~ 8
i, KENDRADSDERTH Y, FHRTORGUE
BBLLFTY 0], HELBIEEALEDHD XEA,

wBATEH. NROFECRITMIHIEN ERETh T
9,

6o B3> L GEifR)

h BEEOEEZEDAENT(C, THTL ] EBmEEL)>
JMB?L EDF4FFIDOE, B/ MDD EETEH>Iz, BEFEFEOT

BUTHE5>7z 1811 0Kl OFETRBREAR—

N1

EE®3>#U.

EZBHN

AN SAETRARSHT, [FEF(CES U TWEBICEMI SR, AE 1BR-T



p119

S
3 g

60 uE

HAIRDOE UL\ EdfmiE E%’ﬁyﬁ aHEE

AEERITEHSERD [HFARDPEUVWESRE] DS5." £ERE ZXLHIZHEDTHD.
AEREICEIMRHDHDIA MVIZERS, BEEOBHASARK. WINBTERCULEZWEEEIC
HOLPOTHSNEZ. EDTEBZENVEVEER., &K - HfTLE.

<gix>
FXIHE KEE aHEBEROZEFECRZT B 73BB
BAEHEDRFEEFT—ESUTAERUTIEWTROD ?

TR e LAV i 2 g B ey
VWD TEFA LD 1R

)}
K

E1E eE Bot
E28 HARLWHWBSHYIILIIET—IICENMMNBN

EI3E EBR—OHMND S %

FA4E £FINDIABOEE S (F— A THIRTIE & Sopfaid
ESE 4iEmbhER—4FdfmiEdl D Eih %iT

F6E UmARETDIEE—ETHhShY BiFaREEH" H
EEHENEICNZT EBM ENBMEZZEULEE SHABEZA

m 284 H. A5 k. 7Effi 1980 F (4% 1800 F+#i)

AEDOHULIAG, BLEDHEIE
NPOJIP : TEL 006-6771-6345 FAX 06-6771-6347
Ltz H—dHP (http://npojip.org) "SEHRUIAHFTEET,

pll9

FHIEPEISGERICHR U LS (IERFLAES)




p120

&II

BEHA RSA AU —X (22)
A% -
HARSA>

ZEFELTVWET,

PREEATL

* 1 —FEDORRBORE FK T SIS L — B R | BV DBD, LA S 2 52T
BT, FERIIBOAIZBIRA R -3 BITHIGN TEXHEVWHEW, BIED BARIZB WXV sF
VEFVE YT INZIUTEEE LEO R ST, X ThHIURZEE AT L C<A, RKEITH 78D, L.,
COVID-19 DU/ F 13, R EDORIEI IS TR &, AGENH —FaHL QWL Aoz, =oH%ht-
LM RN RTED Dk HURA Y B VB | o LW WO ICESE )31 17 5 T NS o7,
AV 7 HBRELRNG BRAEREE =T A& O H AR TEAHIIR T D2 LI ATRES e Z AU,
FHAT AT Do T AV I OFEL FHD ) AV I DAR =72 oT 128D ARDAE
M ChLRLANEHZ ST TLE> TOH R DI ZZE AL QST R 2572 S 7= D AR
SHLBHEOWRILCTH D, AGEOHG 2 E#ES S, W L Q2 &0, (%)

10



