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SEBIHE (case reports) 1%, % - EWOBEL L Z
DFBIZKELSHBML TERL ¥ ¥ 7V RAliGE)

B, ElT

Abstract

Objectives: Regarding the application of the laws and regulations on case reports, we outlined the current
regulatory framework in Japan and other countries, focusing on the distinction concerning research with
human subjects, and discussed the future challenges regarding case reports.

Methods: We reviewed the relevant laws and guidelines of Japan and other major developed countries, in-
cluding the United States (US), the United Kingdom (UK), France, and Germany, policies of academic insti-
tutions and academic societies, editorial policies of major medical journals, and the academic literature. We
then described and summarized the current situation of the regulatory framework for case reports (whether
they were applicable to research), and the regulations and requirements related to the protection of person-
al information in case reports, in each country.

Results: Case reports were considered to represent “medical care” or “activity other than research” in Ja-
pan, US, and the UK, according to legislation/guidelines, and were not regarded as research. In France and
Germany, there were no explicit references to case reports in the legislation/guidelines. In all countries,
when conducting case reports, regulations on research, including approval by a research ethics committee,
were not applied, in general. However, the application status of the rules varied depending on the purpose
of the case report (whether or not it was for research purposes) and the policy of the facility. Regarding the
protection of patient personal information, the process of de-identification and consent was stipulated by
laws and relevant guidelines in all countries. Similar procedures were also applied to academic journals and
societies.

Conclusion: While case reports were generally conducted without applying regulations concerning re-
search, in some cases, they may be undertaken for research purposes. It is desirable to define and classify
case reports in light of the environment surrounding medical care and research, in order to establish a regu-
latory framework that considers the aims and content of case reports.

keywords: case reports, research with human subjects, international comparison, protection of personal in-
formation
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ThbHIEIFEMIRVERDbNEY, Ri-LTER
PRI N T LD E0ITOVTIE, BRI mELIC
B3 2 SFOMA DO RHD S D FEROFMPH L LT A
TH5[10-14]. £/, LHROMAESMEEZWHZ LT L

TRHHIDD, FERAH =X ADOTBDPS, Fi-kEK
BORHE - 30, PR ERR DR,
AR O, & 5IIZRERII O REHEFICED
FT, TOBEILEI KSR

19804E AL LIRE, MIMIZFE D W2 [E#F (evidence-based
medicine, EBM) DYEM SNLHT, EFHREEI [ o
EBRFHFOIE T VR - LNV OFAEEIE LT, T
5 IR EENLZEFT VA - LRILVDEW
BRIRATZE & e L CBRH S N A EI D - 72[1]. L
L, #fi<id¥y F=A FEEBIR A Z0HEMA], &

T T AT AV REYSERE 9 /N OE[B] % &,

SEBIEEX, B aFR 2B AL T, whid
[T T Y AZDRD5EAi#: (first line of evidence) |
L LT, ZOHFEMMEZ R L TE72[1,6]. 20204E 6 A 3
1, MR ZHTHASNEHE a0 F 7 4 ) &G
(COVID-19) 12D\ T b TR & E D 5 % F e ) e

WHFELN[T-9], MAOIE - RO R > Tn5D.
IEFIFRE L, NHR LT HRBRBBITAEIIDONTRE
TFOMAZEFE Z2EZE2EL I DD, MRS

RAFZE & xR0, EFRTZEIE, 14 F 723502
IR % S EREROGR Z ST 720, HAERORY
PO, — R & 3R % AR T OREDS
Ko 5N B[10,12,14-15]. 4512, 20004E40 82 - LLkE,  SiEB)
W2 HMNET 24— T ¥ T 7 ADERGRENL I
AT &, SEBIHAIZZ oM E & ISR D H
MR o —HITRANEIERLTWDE I EH 5, SRl
EOMEFFE T T A N —REDOT LB, D TR VLNV
TERD SN T WV A[16-17].

AfTl, EFREOE4S - 88 LofiEST &,
MNEROF#E 2 SR OB ONT, boE L F#HI
[ DRI % BEER L S 2 DFREIC DO WTHET 5.

II. /5%

AAB L OEZELERE CRE, A FUR, 77 VX,
FA ) o4 - 6615, MR - A% 0%t =
B SR OBAHE B X ORIk A B L, JEBIH
HOEMIN 3 & BENCOWTHBIL, FEIZBT 5

244 J. Natl. Inst. Public Health, 69 (3) : 2020



KEBIHGS & BRI e —IEBIHS 04 - 188 Eodhv o FEEik—

FEBIHR G OBl L oo (BFRICREM S 5 2.
A) BIO, JEGIHGE O NEBOREE I BEE S 5 Bl -
BAREEIZ OV THRERLL 72,

1. #F

1. EFIEREDOFMNEESE LR

ERRE L, [HIRECOBEBIVZOHEBIION
T, BERAEIR, BW, BEREE X Ok A el
b & N 722 (Taber's Cyclopedic Medical Dictionary)
(18], M@ RSN VIR & IHE, — BRI ThRVE
BOBEROEH, BERONRVDHLZ0VIEHSD LWIE
B, D BV IZIERE (B 5 & SITIEB RS )
PRONTHES S L ITBEZHB (LIZLIE, 1BloH)
WOV T ORI 2R QEFFHBREES M) 191 & &
LEFIND.

FEBIFR IS E F N2 IEBIEIC D W TS 7 e 281
BVEITHD, —IZ126 (k16 Lvwbh
% D3[6], FEBRIZFMER IR S A7 i B s o o 1 £
Wdhk% THH[13]. FROEMZHEERKL, F&HT
METLHIHEE ERTY—X (F—2A¥ 1) —X, case
series) | EMIEN B 25, T NIZDOWT B RER B %3-10
Bl&§ BEHSH B —TiT6], RS —X] LT
WG S NZEEHO 18]G D720 ORI O b
37 B (BEPH : 1-643260) Th o 72 &) HEE[13]13 b
5 (D THEFIY ) — X ] 2o TR 2 BT 554
R E [HEFHE] & LCitliT 5).

FEFIRA L, I3 LRI L CEM L 72
THRATHFIIHET 2 EAMEORBE/RT I L2L
A, HIMEE S0 7a s anidEont) £
NH5EDH5H[14,17]. Bz L, BEREABEDO1>TH 5
N-of-1ff72 (—HDEFSEF 1 AOBEIEELIZEH D
3T, RREFHMT 2 FiE) bIRFROEREEE LT
Wb b I LD HHNT], ZRIZOWTIEHFZEIZHY
THZEDPMMETDH B 720, AR TIIEBIHREIZIZED

. T2, EFEE EEMoOMS - FEE LT [F—
AR Z T4 (case study)] 23H 5. LA DEEER
WHRE LA EE ekt L, ERRE U 5
RCTHWONEZ L b H B, —BRIITENTELH
WG R 7 7a—F 285 2 L A%\ [14, 20].
SEFIHRE O E2REEN, 1) Hriz R B oM & ik
2) EIEEMORIFUSOBA, 3) RED A I =X LIZDON
TOMGR, 4) BENHEEB L OERE,5) BFPREOH R
SERZ DRI, s baH[]l, —HT KEzE
B BTk LU CRBIE AR OMAA D 1 DI S
nsztddhsn[21].

2. EBIFREDES - B EOABED

JEBIRE X —EOFMIN ZERDO D &L TERLTEA -
HTEBEIN TS, T, EBRIEFRE 2179 %
H12, FEEE (EEEEERHIRE) e L) 2H
HASEE SN, F-5E (BEE) TLo k) IR
ENDEDELIH. AextG e 32058 (& LTHIK
TH98) (CREE L 724 - B8t b & TOMERIHRE OLE
DFIZDOWT, HAB LGl EEEOIUIRE MH T 2
(#1).

(HA
HARTOBKRMIEDERICH 72> Tid [REHE (K
SEN, PEEERRSE, THAEESEG) ZACHLTHYA
Tk, YHERDEOHNME TR E S H
W2 28538 oW CIIERIIZEE: OREWFHZ H L
5 [EBR] 120w TR MBS 258 &
N5[22]1%5, FNLAHOERIIFEIC OV TIRIEFICL S
BEE V., 72720, L ARENR VWA TH -
ThH, WIRMEOEICHz->TiE [NEZWHRETDHIE
FRMZEIC BT A M EERSE CUER A, HA5rEa
294 2 A28 H —#KIE) | 25 @A 8 5[23]. 20
fRetick 2, NEWR LT HEENIE, TN G-
Tz Ed.) ZHRELT, BHOKKE (EICHES

F1 BEOEFIREDES - et LOMIBER I EEABRREESOBRE

HLET LG LHD)

HA KE 4 ¥ R N % 75 VA
ANt e | NERNG LT HESESR | MTBAI (22 V— | RIEERTITEOBNEE | IRl iE R LT 5 | Vx VT (AL
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EHFKT BHE
4 - dRE
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BUTHYELHL) | Tk [EE - LEW | (HRCX Y W% 1 BLAw
B 123y HLUTEYELH D) (BMIc &y [WrgE] 12
(HR9WZ X Y THFgE] 12 HMTLEAELOH D)

A PR
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LA R EROEER OB ENS ISHBEE 2
LENZEE.) KOWREOIMI IR O TRk
WIS EHIC B 2 W L ORI oW E A
EOMEEEZ @ U T, EROBEORFFHEAEIZEED
BREH S OmER L I EROEom LICE T 2 iz
BHZEZHMELTEBINLIHE] LEHINS
[23]. €D LT, [hOEHFEEFA~NOERILAZ NS
72, FURT AN ORI S, PREYL o it S
B LOMBARRYS, REEFETEMEST
R DR %2 HET 5 (VbW BERAHRE) ] X [1EhH
DT, BHIHEBRLESHWE THERE] o—fFl&
XN, ERIREIEZ 0ENIB VT THF%E]) 1234 L4
WHDEENB[24]. L7zh o> T, EFHE IMGRIRS
DFEAE Y, THIR] 0 LTREE S LGS
BREEXOFHIIFEHE LTARETH S RN #E74
WLEIIE, o HBSoBlET s mEEELZESOR

R Z &S iER N B [24]).

B, EREEE LTHREOEMEIRE - #5751
Hizo T, [MEAERORECE T 28] 2580 S
N5[25]. FFEIHED Wz [EFR - NEERFESE 0B
F B NEHO B 2 BER N D 720D H A ¥ v A 12HB
W, [HFEDBE - FIHE ORI % 25 THRE
L720, S#&iEcls L) 32865, K4, £
HH, fEAr, MAERNFTEE2HET LI ETEALS
NBEEZOLNLDS, EHRFHNC LY 5k EREDS
R GAEE, RAOFRBERZRRTINERORW] L&
N TV 5B[25]. MiFkR ¥R OBMEFIT X Y YEE R R
el L LTHlbN2GEDLH P, ZoOWEIEF

Winfsex B e L CTEAREROMY KD 2 &1k 5720,

BTG ERORTE B3 5 EA765 55 1 JHIC X b Ak
A3hd, TAZWR LT 5EERIEICET 5 MmEE
$ HAEM SN B 2 & 12h B[25, 26].
(22RH

KETOANZRE LT 207E1%, EFEBH] (Code of
Federal Regulations, Title 45, Part 46, Subpart A (45 CFR
46 subpart A, WHEIE Y - V—)V)) 12X D, —#ALWT
R IO AR - BBEZ BRI L TITh L5 /581 % i
A - BT, Wi (B1R) oS, WEE, SHixz &b
DEBFEEIND[27]. ZOLET, [HHRNEOHRE 2

LM B X CHOERET] X, =S T AEOR
RETAETCH R, EROZEREICHE T 5EE%
EE LB, MRICIIFU L2V E INTWB27].
BlE S LR OFMIGE ICHY TR L3N TV ST
B[28], FHHIE LTaE>y - V—UHEHRT BHZEICIE
ML, FHHICHZEICH YT 22RO v
TlE, ERICHEV > TR O M HEELZ B S

(institutional review board, IRB) DERZ 2T 5 Z &
FHMT SN T2 HY27], EFRFZEIEIZRICHES L4
Wz DIRBOFELIZEHIE L TAETH 5.

B, EHAEPWIRICE LT E20 L) MOV T

1, R, TR O BAIAGET & s, [HEH
B 3B ECTOBRAINE OFLBRGH] THIUIMFIEICHE
LU RVIERIRYE (BE# - #EWE) ik L, 400k
ITAFZEICEE Y LIRBO A - AR UE L SN B Y60
%X ) THBH[29 30] CHILLEERIZEE LTS W%
D 531D, 7, BHERFIH-T, —HALT
BB IR DA RN - BED [HK] ShTwizgaid, i
BIBIZRED LTI L AR SNEEELH B3] &b,
KEDRFAEAHDIRBE R & LKL 5 &, 78%
DRFIZ 1 BIOFEBIHE IOV TIZIRBOAFEIZAE L
LTHBY, Wfgee Ak LTIRBOKRELEE LTz
KEIF15% TH - 72[11].

FEFIHE 2B B AFROW D b 7zo TiE, iF
TRICHELTE20E2ICLEST, TERFERBOEATE L
HALIZB 9 % %t (Health Insurance Portability and Ac-
countability Act of 1996, HIPAA) | &7 5 A /Ny — « )b —
VASER &N B[29-32]. AN —vid, BAZEETES
TR TG (PRAER SRS # (protected health informa-
tion, PHI)) OfR#ELZHIE LTEY, EMIHEICH 2o
TiE, NBEEZOHEHRSSFN — IV TED SN /218F
HOMAFRTF (identifiers) (K4, & 0 AT
AAEHH, BEFRS, HaREERS, &L 29XTH
L CEAET 5 2 &k 5N 5[29-31,33]. it
EaIbE 4T - 72801, BEOREZRLILEII R NWE
ENTVEY, R EFSCH ZEALE L T
O ENGRBARE & 7 2BND D 26, MAGNT
DTN ERRTLULERD DGER L, ixoH
LRI T L L LI, BEOLHETORBEILEL
72 A[29-31).

B4 FY R

A XY A TIE, EIBERERT 2 %5 EOREE & PR
Ze%fE (Health Research Authority, HRA) (2 X % [FRfE
W FE D BURFEM (UK policy framework for health and
social care research) ] 2B W T, Mg, [—# bl s
IR - e M#ERRAA] LE#RSIND
[34]. FRFABAHICBWT, Fr—RA% 571 (GEFIHE
bINIHEEINLLEZOND) &, ¥ — Y AFHl,
IREERS, WH O -7 (RICARMEEB) & &b, [HF
TRICHU L WiEE ] & LTSN TBY, ERHE
WEHNE LTRSS L 2Vwbo L LTkbN S
[35]. L& L, LaoWigEoxEzkIc [#A (attempt)
EVI)EHIHHLNTWE L), EHBHCEELR
TAERICE ST, AF LKA TRILTRED 5 \WI3E
IR R AR E S L D LT BRDBH o 7208 »iC
I oT, BHEHAWEICKLT L0 MHETsh 2
[34]. Bz, RKSAERZBRE L) AR, &E
FEAME LY HMATH > THHIROERITEYST
DA, WRELTOWVEZITL I LIChb L SN
TWAB[34)7z®, FEFIHE O BIIZ X o TIIRTZEICEEYS
TOHELDHDLEEZOND. WIRISHEYST 20H00
FIWT S LW aid, SEBIEE O FEEE TR T 5 E R
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PRS- — ¥ A (National Health Service, NHS) OHJfZEH
FEERMI DY Z KT B 2y, B B \ITHRAD IR
LW — Vv EHWTIT) 2L ShTWw5[34]

WFFEICRE S $ 2561, LIS U O mERES

(Research Ethics Committee, REC) DK% 145 L3
WH DY, TTINEENZERZHWTBY, o8
BEAL SN TIES 2B L ) BEOFREMF S
TWaEIE, Ml LRI v e Sh, RECO%E
FTEOXGA & 7 H[36].

B, EBRESIITRICEY T 2 hENITHD ST,
BHEOMANRORE RS THE S5, BlTE, KE
DEHEB X CERRFZEIC B 2 Ao R#EL, 2018
FEITHH S NZZEU—# 7 — 7 PR #H A (General Data
Protection Regulation; GDPR) &, Z # % [E NP2 #
L 722018%E 7 — & R 3IC L b g s 5[37, 38].
GDPRTIE, 7— % 13# %% (lawfulness) + 255F-%  (fair-
ness) B & OEWM: (transparency) @ JEHIZHED W THL
HENDLZEDPRDOLNDB[37]. HRiEONGE 2 LHMA
fifu, EREREZRNTEXLEMRZT TR, MBolh
WEHMABEDLES L THEMIGRIN TR F
NA[37. T, WAFIE, Fhzif) EESicsun
TIENRHHYP D HAICR ) U2 2 LA THEL S
n, F—=FUMoOBIZIE, MAEHROR/IME (minimisa-
tion), X% 1t (pseudonymisation), [ %1t (anonymisation)
LEDIREREEZ L HZEIRD BN AH[16, 38]. BHE
ANOGIPY LT VI E ZNICEOW-RIE L EH S
TEY, FITEFHREOBAIL, BERAPREINS
V27 2R B 720128 o 72 EEIZOWTHENT 5 =

EWRDLNB[39]. %, GDPRIZEUBIHITH % 7:,

DOEUMBEIZ BT b RO E N EHROIRED KD
DY (73
4)79 ¥R

75 VAT, NENRET MGG, [EPW¥FNE
REENMAOMBELEHNE LT] Eiizhsd o
E LT, 34 (&AM (Code de la Santé Publique
(CSP)) L. 1121-1. ## ¥ v V7% (Loi Jardé)) 12X ¥
EFSINAH[40]. FFEITE D, BIZEESME~D) X2
WKIG LT, D) @EOEBTIIIELETE R WA AZRES
MABTE, 2) W) A2 BX O L bR WA A
Wige (B %) 2 MERRERE D77 L (f4) 12X
DEDD) 3) EWd 247848 L CHAT LH-md§ X
THFEOMHOHPHANTITONY A 7 R tEb v
A AWEZE, D 3ERSICHE I N, BRI 2Bl A58 o
5 TWA[40].

SEBIREFIC O W T OBRWN R EETIT 2 WDS, BHeESs
B 1A & IEHREIET 200285, BN RZHIC
B9 20 %E 0 &%, EOEDDL AT WG L 35058125
Mg, FICLVBHEZSNLMHHFEAZHES (Comités
de Protection des Personnes, CPP ) (2 & % HHE DX 44
LEINBZ LN, REGIHRE S FKOBNIZLD LEZ
LNA[AL]. 72721, TOEHY ¥ VTFEONRID

WIEIZ BV T D, #HERDIRBOFHIIZ 21 5 2 & AF
HFLWwET5ERLDHH42]

BEOMAEMBEE IOV TIE, ¥EFHB, GDPR
BLUOZoENETH 2 [EANEHREE T %58,
BLO7 varvESER SN A[42]. HHLEE HH
BT 5 EREH S (Commission Nationale de I'Tnforma-
tique et des Libertés, CNIL) 1%, LiEoD Y ¥ V7kiIc#
Y4 HH%E & 2N DS OBFZEIH LT, MAEHRO L
2B B 4REt 2 R LT 5[42, 43].
B)FL Y

FA YT, BRMED S b, EREMB X ORI

WORMH L Bt E T AW 5EICDOVWTiL, ThE
UK 3 §h 5 (Arzneimittelgesetz, AMG) [44], & 5 ¥
#:1 (Medizinproduktegesetz, MPG) [45]?® 4% #4712 &
DHESD (FEFIELOEUHANIHIG L TW5)
B, NERRETHMIEEEHREBET 2EFIIHFEELE
V. EFUAOBREE LT, FA v ETERmSICXL S

[EEMORERE] ((Muster-) Berufsordnung fiir die in
Deutschland titigen Arztinnen und Arzte (Stand 2018) i
HLRNVOERETFT IV E S LI TERSNS) O
155 CHFEICBE T A HEN D 1 [46], DA F 723 ET
&2 NHROBRE - 77— A\ 5833 2 Faio
MEZ BRI L 2 HEORBMT, WM R MO
FIEMHROBR, VY v FEE ABE2H5ET5
REEWFED AL IER]) DR, 258 LTV 5[46].
L7zh3 o T, JEBIMEDMEIFIZOWTIE, Sl
LE Q) LNVTE, EHFORGHNTH DL L)L
FHCHREICHE SN TB ST, MEBEAOLEEICOW
THEMERDI ML ENT VL OHBIRTH 5[47].

BAEOMANEREE IOV, EBOGDPRE L O
ZOENETDH A I T — & D 258 S 5 [48].

3. FRBLURAMHECLIRTE

HARZ &t 5 PEOIRIICOWTEESL L7228, FEBIH
HBIZOWTIE, ZoHEoFLR ¥ 23RMET %2005
R EN L Y RN LB EERLTW5, R
e e B EIMS R H 4 (International Committee of Medical
Journal Editors, ICMJE) @ %) 4 (Recommendations for
the Conduct, Reporting, Editing, and Publication of Schol-
arly work in Medical Journals) (21, JFEBIHEICET S
Shi3Vwdon, BEOTIANY—ICELTIE, &
HRAEZFEETRE 2R (K%, 1 =3 v )b, EREE
DBEFZFFRE) X, FHENICLETH Y 2 OBHICX
LZXETOMNBEIMEONIGEEZRE, BT XETIE
LWEINTWAM9]. 4B, ZoOWE, FEERIZHRE
NBERMERR L ECORBEPLETHY, F/2, #F
HiL, SRS S NG, BEBEAEZREEL D
LIRS, 4 v =%y bRMEA TR 5 9
EINIZOVT, BHEICHLTHPTRETH S & &
NTWB49]. R, WM ZES (Committee on
Publication Ethics, COPE) &, Akl ZE Bl % 5
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B, ElT

THEOREEFEREONA N TS 754 A& LT, AN
Frg SNBWHRENED D A E12, BIRICH 2o TORE
DORBEXEOERZHER L TWB[50]. 7, HAES

K0 [EFHEERETA P74 Y 1 TAE, A =2 v,
KRy, BRACBARZIET 52 LAVT & L1,

FENRBNO72DI, LEARATRTH ) »2oBE (B
VIikEoR#ER, BRAN) PBRICAETS L2 #
WTRRLEVIRY, BRLTEEebhw. BEOTS
ANY—, BERFERIBNSDLHE, 1 V74—
LARavby v EBLLENRDD. B, A T7+—24
Farer b2, BREFICFOREREWRT
5.1 LTwaI5IL

MESRDZ L DEEIINE T 2 HVR B E AR E O
EBIIRE % & LR Fm L R F S REFRRICBIT S
BETIA N —RECET 2488 TlE, ERESS
IZBWT, K%, ABES, A =Y v vzt 04
L anwZ s, BEOFEFERERL 2w R e, 7
HHORWEFHEEZRLTBY, 51, ThoofiE%
LCHMAIGERIb S h a0 H 235618, RIS
M3 aREZBEAS(E L IEEIMCEA, NETIE
REE DSR2, MBRAROKEERLIL, L
SNTWw3[52]. HARMmmEERO [EfHRE L&
B L SRR R RIZBI BT AN — I
204 K4 (201841 H20HEED) ] dFBkIC, 7
FGANY =D T-HD THA DOHEZE I TV 525,
ZO LT, [HEBMEOMNRE 2 LMK L, FEHHR
LOHW - BE, BETLINELZOHEE, RAAPH
RCTEDLLHICHHICHW L2 ECREZE 2T NILR
Law| LX) EARAALZRBA RSN TWAB[B3]. F
72, FEETRE, [MEEEILEL [Hf7EE LT
HEBIHE] I2oWTDOH A N5 4 > (20164E 3 H19H) |
BV, 1) B - BREAIC B 2 B A A % oK
DTWAEE, 2) EPEEET 570 EEE O

IRIEHE 536, 3) @EOBHOHIH 2 8 2 /-G

WAEZOMEITIBE, 1ZonTiE, EHRETHoT
LIFRICEEN L, MBFEESLETHLE L TWA[HL]
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