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(DACCE %7 /V:ACCE IZLHET NI A a VAL BIR T RAEDWFENRLE 2—
D7-H1Z(The ACCE Model ‘s List of Targeted Questions Aimed at a Comprehensive
Review of Genetic Testing) (77 AU &I E B Tz % —:CDC;Centers for Disease
Control and Prevention)
https://archive.cdc.gov/#/details?url=https://www.cdc.gov/genomics/gtesting/acce
/index.htm

(QDACCE 2&%ET N7z AV a YA BIsFRAEDEERIZRVE 2—D720IZ (The
ACCE Model’s List of Targeted Questions Aimed at a Comprehensive Review of
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Z 2 7 ver2.1.pdf

36. H ARRRRRERLER RS (JCCLS)
https://www.jccls.org/active/public2/
(L& M B EFEAR - SRR A C B T D R i B B~ == 77/1 (2026 £F 2 1)
(2)ISO 21474-3 A2 W7 F 1= 3K i - IR ER— R DL IH H ) 1M —55 — 51 :
fRRR & ) (2024 £F 11 H 20 H) ISO/TC 212ENHEZEEH =)
https://www.jccls.org/news/is021474-3/
Q)FFEHKS (6 421 H 11 R)JEAETTBE ZFtFE D an T U A )L R Y JiE
7 PCRARAL T (ZH ) D RE B B A |2 BE 3 2085 2 W T (B 1EHH)
JEA THAB A B - AT AR SR TG o SR S e k) SRR
https://www.ajha.or.jp/topics/admininfo/pdf/2024/240111 4.pdf
(DA Fn 34 D i o F 0 A )L ZEYLIE D PCR 15 A 20702 8 2 PR R A 3
B s &
OB F3FLEREAETMAE L FEXLFT a0 T T AL AEYYED PCR 1A%
(DN R B | RS HF = BT 4T~ —
https://www.jccls.org/wp—content/uploads/2022/05/r3report—e.pdf
OB MBFEEIEA 5@ E LRt FE T an T 7 AV ARYHED PCR AT
PNNDNE L BRI A S S
https://www.jccls.org/news/seidokanrireport/
https://www.jccls.org/wp—content/uploads/2022/05/r3report.pdf
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https://www.jpclt.org/news/detail/20240321140523/
https://www.jpclt.org/common/upload_data/websta00000301/file/%E3%80%90%E7%A2%BA%E5%AE%9A%E7%89%88_Attachment%20included%E3%80%91%E9%81%BA%E4%BC%9D%E5%AD%90%E9%96%A2%E9%80%A3%E6%A4%9C%E6%9F%BB%E3%81%AE%E8%B3%AA%E4%BF%9D%E8%A8%BC%E3%80%81EQA%E3%81%AB%E9%96%A2%E3%81%97%E3%81%A6_20230324.pdf
https://www.jpclt.org/news/detail/20220314093506/
https://www.jpclt.org/common/upload_data/websta00000301/file/【確定版】基本的考え方_ver2.1.pdf
https://www.jpclt.org/common/upload_data/websta00000301/file/【確定版】基本的考え方_ver2.1.pdf
https://www.jccls.org/active/public2/
https://www.jccls.org/news/iso21474-3/
https://www.ajha.or.jp/topics/admininfo/pdf/2024/240111_4.pdf
https://www.jccls.org/wp-content/uploads/2022/05/r3report-e.pdf
https://www.jccls.org/news/seidokanrireport/
https://www.jccls.org/wp-content/uploads/2022/05/r3report.pdf

(BB s T-BIERE AN EEHE~=27 /b GRFECE) CFRk 23 4 12 A)

(6)F G FEHRAE MISNEEHE~=27 /L (~—h2) (AL 29 4510 A)

(DBAR T BIEIR A 2B 95 B RIS ANT T7T 4 A TTARTA RFIR
(CERk 28 4£3 H)

(8)1E s T RHE A D7D D 1SO 15189 H AKX v ASLE (L FIICHE 11 A)

37. B 2&%&5&&@?%“
(1) &R FIIR A 2 T B D M ER R £ )
Rk 13 44 A 10 H%ﬁ? SRAFEIA 1 HSUE
A AfARETS B EERESEMEFEZ RS
https://www.jrcla.or.jp/origin/wp—

content/themes/jrcla wp/download/general/policy idengakuteki.pdf
(2) 28 12 [BlE 5 - Ye o (R AT 7 o — R A R 5 3 (2022 4R )
(645 A 1 H) AAEAERET S B FEEmbitmilE iR e S
https://www.jrcla.or.jp/993/
%12 S el T o — bR S E (jrela.or.jp)
Q) FEEHEH DT ART A4 3 b
FIRRFEAT:2018 42 10 H 1 H B4GET : 2022426 H 1 H f¥: 3
—fxtEEE N B AR AERE TS (S BT S H AN
[ Bt 2 E B S ) S PEH O T AR T AL F 3 B DABRIZOWT | — %t
FiEN B A AR A T s (rela.or. jp)
(4) N AR 1B A DB RFEAHIZ DU T O RLAE )
Rk 25 4E 5 A 23 H RGE PR30 4E 12 A 1 H dE
T3FEAH 1 ASE FMe6F6 A 1 BdoE
A AfARETT S B EERA S tmEFEELZ AR
kB 1. BisFEEEREOE RIEIZBE 452
% JFE 2. NGS Z W BR FIITIZ I W TRO B D/ BTy 2 G PRI BIL
THEETN&EFH
Hf#1 DEs 7 BER A OB RAHARNIC W T Bfif 56 4 6 H 1 H & IPDE.pdf
(5) HEFEUE/EEZE Standard Operating Procedure 4247 ) LS —/r A
FRECHS 01 ke VERR - 2eET:2023 42 3 H 16 H
https://www.jrcla.or.jp/origin/wp—
content/uploads/2023/10/20230316_%E5%85%A8%E3%82%B2%E 3%83%8E%E3%83%A0%
E3%82%B7%E3%83%BC%E3%82%B1%E3%83%B3%E3%82%B9%E6%A8%99%E6%BA%96%E4%
BD%9ChE6%AS%ADRE6%IB%BS_%E6%9C%S0%E7%B5%82%E7%89%88. pdf
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https://www.jrcla.or.jp/origin/wp-content/themes/jrcla_wp/download/general/policy_idengakuteki.pdf
https://www.jrcla.or.jp/origin/wp-content/themes/jrcla_wp/download/general/policy_idengakuteki.pdf
https://www.jrcla.or.jp/993/
https://www.jrcla.or.jp/origin/wp-content/uploads/2024/05/%EF%BC%88%E5%85%AC%E8%A1%A8%E7%94%A8%EF%BC%89%E7%AC%AC12%E5%9B%9E%E9%81%BA%E4%BC%9D%E5%AD%90%E3%83%BB%E6%9F%93%E8%89%B2%E4%BD%93%E6%A4%9C%E6%9F%BB%E3%82%A2%E3%83%B3%E3%82%B1%E3%83%BC%E3%83%88%E8%AA%BF%E6%9F%BB%E5%A0%B1%E5%91%8A%E6%9B%B8.pdf
https://www.jrcla.or.jp/member_detail/%E3%80%90%E6%97%A5%E8%A1%9B%E5%8D%94%E5%AD%A6%E8%A1%93%E5%A7%94%E5%93%A1%E4%BC%9A%E3%80%91%E3%80%8C%E7%B2%BE%E5%BA%A6%E7%AE%A1%E7%90%86%E9%81%8B%E7%94%A8%E3%81%AE%E3%82%AC%E3%82%A4%E3%83%89%E3%83%A9/
https://www.jrcla.or.jp/member_detail/%E3%80%90%E6%97%A5%E8%A1%9B%E5%8D%94%E5%AD%A6%E8%A1%93%E5%A7%94%E5%93%A1%E4%BC%9A%E3%80%91%E3%80%8C%E7%B2%BE%E5%BA%A6%E7%AE%A1%E7%90%86%E9%81%8B%E7%94%A8%E3%81%AE%E3%82%AC%E3%82%A4%E3%83%89%E3%83%A9/
https://www.jrcla.or.jp/origin/wp-content/uploads/2024/07/%E6%97%A5%E8%A1%9B%E5%8D%94%E3%80%8C%E9%81%BA%E4%BC%9D%E5%AD%90%E9%96%A2%E9%80%A3%E6%A4%9C%E6%9F%BB%E3%81%AE%E8%B3%AA%E4%BF%9D%E8%A8%BC%E4%BD%93%E5%88%B6%E3%81%AB%E3%81%A4%E3%81%84%E3%81%A6%E3%81%AE%E8%A6%8B%E8%A7%A3%E3%80%80%E4%BB%A4%E5%92%8C6%E5%B9%B46%E6%9C%881%E6%97%A5%E6%94%B9%E5%AE%9A%E3%80%8DPDF.pdf
https://www.jrcla.or.jp/origin/wp-content/uploads/2023/10/20230316_%E5%85%A8%E3%82%B2%E3%83%8E%E3%83%A0%E3%82%B7%E3%83%BC%E3%82%B1%E3%83%B3%E3%82%B9%E6%A8%99%E6%BA%96%E4%BD%9C%E6%A5%AD%E6%9B%B8_%E6%9C%80%E7%B5%82%E7%89%88.pdf
https://www.jrcla.or.jp/origin/wp-content/uploads/2023/10/20230316_%E5%85%A8%E3%82%B2%E3%83%8E%E3%83%A0%E3%82%B7%E3%83%BC%E3%82%B1%E3%83%B3%E3%82%B9%E6%A8%99%E6%BA%96%E4%BD%9C%E6%A5%AD%E6%9B%B8_%E6%9C%80%E7%B5%82%E7%89%88.pdf
https://www.jrcla.or.jp/origin/wp-content/uploads/2023/10/20230316_%E5%85%A8%E3%82%B2%E3%83%8E%E3%83%A0%E3%82%B7%E3%83%BC%E3%82%B1%E3%83%B3%E3%82%B9%E6%A8%99%E6%BA%96%E4%BD%9C%E6%A5%AD%E6%9B%B8_%E6%9C%80%E7%B5%82%E7%89%88.pdf
https://www.jrcla.or.jp/origin/wp-content/uploads/2023/10/20230316_%E5%85%A8%E3%82%B2%E3%83%8E%E3%83%A0%E3%82%B7%E3%83%BC%E3%82%B1%E3%83%B3%E3%82%B9%E6%A8%99%E6%BA%96%E4%BD%9C%E6%A5%AD%E6%9B%B8_%E6%9C%80%E7%B5%82%E7%89%88.pdf

38. H A A PERRE e
https://www.jab.or.ijp/
(DJIS Q 15189:2026 [ B AR A 2 — fh/BL e OVBE /)12 B9~ 2 FEoR 40 |
https://www.jab.or.jp/news/2369
(2)1SO 15189:2022 (2D T
https://www.jab.or.jp/news/2127#link2
)&% HABKHS https://webdesk.jsa.or.ip/

39. KEERKIFFLE T2 (College of American Pathologists: CAP)
iR~ 1177 A (Laboratory Accreditation Program: LLAP)

https://www.cap.org/laboratory—improvement/accreditation/laboratory—accreditation—

program
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https://www.jab.or.jp/
https://www.jab.or.jp/news/2369
https://www.jab.or.jp/news/2127#link2
https://webdesk.jsa.or.jp/
https://www.cap.org/laboratory-improvement/accreditation/laboratory-accreditation-program
https://www.cap.org/laboratory-improvement/accreditation/laboratory-accreditation-program

*BEFR - HASER

40. BAE¥ < BAEFSEGSBR

* HARESE https://jams.med.or.jp/

¥ AARESSHE A https://www.imsf.or.ip/

(1) AARESSTERICBIT DB FRBA 2B T2 AR 71 )
2011 47 2 A 3RE 2022 4 3 HE
https://jams.med.or.jp/guideline/genetics—diagnosis_2022.pdf

) IS ~ DTS T BT A B BRI B3 54656
https://files.jmsf.or.jp/uploads/medium/file/298/20240111133412.pdf

41. HANBREFEZEIR
https://jshg.jp/
2ot BEYR]
https://jshg.jp/about/notice-reference/
(1) (B)F 5 8] #EIR Y/ 2 P B P A% i
A ARNBER B TR JE A A Zeat e
https://nanbyo—medical-genomics.jp/
(2)  HBEEFEOBEFIRAEICETAHART A (2024 43 H)
(EARNEBESHES  AAREEIV BT 28 AARR L2 EER)
http://www.jsge.jp/files/pdf/guideline_240321.pdf
sk B R BRI B AU A B
http://www.jsgc.jp/files/pdf/guideline_240321list.pdf
(3) A DR BB I B I DR AR Y — 7 =Y — 2 FH U 7= R R B AR 1T D
NVT U MEBRITAR DT AL A (2023 5210 H 5 B 55 1.0 if)
AR NG FE ARG AT )7 He A R F RS
http://www.jsge.jp/files/pdf/guidance2023.pdf
(4) HERREIR ORI BT D n FHIMRA O Fedt
LR BRI TS U D AR AR A 0D K B BRAR TR O RE A L T DA SEBE
(2018 4% 10 H ~2021 43 A 2021 46 H 30 H)
http://www.kentaikensa.jp/1478/17041.html
https://jshg.jp/news/4678/
(B) BRI NWTIHS T D~ AT LAY AR E T (2% (2020 423 30 H)
AANERER S AARERET P2 AANEREYS
https://plaza.umin.ac.jp/p-genet/downloads/20200330_microarray_guidance.pdf
6) BA/NEBEEY S AARERER S HANEERTYS
JELAE 55 B8 A MR SR BOR MR S 26 e R B e RS I O FE & HEW % D QOL
DA A& BE T OERINEE R IEEE T RO R R DR A OO TR R 2 AR
HIOREEE | FFRHE (WF7EAFRE B ER R T /NEFEERER)
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https://jams.med.or.jp/
https://www.jmsf.or.jp/
https://jams.med.or.jp/guideline/genetics-diagnosis_2022.pdf
https://files.jmsf.or.jp/uploads/medium/file/298/20240111133412.pdf
https://jshg.jp/
https://jshg.jp/about/notice-reference/
https://nanbyo-medical-genomics.jp/
http://www.jsgc.jp/files/pdf/guideline_240321.pdf
http://www.jsgc.jp/files/pdf/guideline_240321list.pdf
http://www.jsgc.jp/files/pdf/guidance2023.pdf
http://www.kentaikensa.jp/1478/17041.html
https://jshg.jp/news/4678/
https://plaza.umin.ac.jp/p-genet/downloads/20200330_microarray_guidance.pdf

R WTET D~ A7 7 LA R ERRA DT A4 2] (2020 4 3 F 30 H)
https.//p aza.umin.ac.jp/p—genet/downloads/20200330_microarray_guidance.pdf
(D) TIRMAR — =Y — % W R B PR A B+ 512 5 )
HA N2 (2017 £ 11 A 18 H)
http://jshg.jp/wp—content/uploads/2017/11/237481cfac4fcef8280c77d95b574a97.pdf
O 77—~ay I/ AmAOEMNE] D RKBEARAEE TS ARNEERTS
H AR AR A AR ME I 36 2> (2009 4F 3 F 24 B 2009 4 11 A 2 HEUE
2010 % 12 A 1 HUOE 2012 42 7 A 2 HEOE) 2022 £EBE IR
http://jshg.ip/wp—content/uploads/2017/08/120702PGx.pdf
[T 7 —~ay /37 AR OEMTEE) (PG A E H FEEH) QA
https://jshg.jp/wp—content/uploads/2017/08/genomics120705_2.pdf
9) rﬁ/bﬁﬁ?’ﬁ_ﬂﬂﬁ—éﬁﬁﬂ?ﬁ%kfﬁﬁ Z F%?éﬁ%]\‘"?%‘/l
AARNEERYS BARBRREEYS AARBKIEH Y2 AR TDM 72
H A R R R AR vE i a2 (PR 22 4F 12 H ) 2022 FEPEIE
http://jshg.jp/wp—content/uploads/2017/08/genomics21001203.pdf

42. HARBEBIV BRI THE
https://www.jsgc.ip/
kB fE - HARTA %
https://www.jsgc. jp/guideline html
(DIBARIE B = P O PR S~ O BG5BT D BLAY Fie &1
B9 SHEE (2026 E 1 HdGE)
FEHSUE S rev2_clean_ 20260108
HAREFSIRS BOHThR
https://files.jmsf.or.jp/uploads/medium/file/298/20240111133412.pdf
QBT Y T RSB T DAL A (2025 £ 10 H HRKIE)
https://www.jsgc.jp/files/pdf/ GC_guidance_2025.pdf
(3)FBANEIZ B2 APOE SRS AIMRA O IEfE I AARZ A2 (2025 45 3 H 31 H)
https://dementia—japan.org/wp—content/uploads/2025/04/apoeguideline2025.pdf
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https://plaza.umin.ac.jp/p-genet/downloads/20200330_microarray_guidance.pdf
http://jshg.jp/wp-content/uploads/2017/11/237481cfae4fcef8280c77d95b574a97.pdf
http://jshg.jp/wp-content/uploads/2017/08/120702PGx.pdf
https://jshg.jp/wp-content/uploads/2017/08/genomics120705_2.pdf
http://jshg.jp/wp-content/uploads/2017/08/genomics21001203.pdf
https://www.jsgc.jp/
https://www.jsgc.jp/guideline.html
https://www.jsgc.jp/files/pdf/%E6%96%B0%E6%8C%87%E9%87%9D.pdf
https://files.jmsf.or.jp/uploads/medium/file/298/20240111133412.pdf
https://www.jsgc.jp/files/pdf/GC_guidance_2025.pdf
https://dementia-japan.org/wp-content/uploads/2025/04/apoeguideline2025.pdf

43. BABIF2RFER
https://www.gene—dt.jp/
k HARTAL V4
https://www.gene—dt.jp/link_gl.html
R R ENICO TH R a0 F U A VAR EEZITO T D7D |
IR (7. 31. 2021) &ET(11. 1. 2021)
AAEG T2 Es fiilant v/ VARYYERERE S S
https://jshg.ip/wp—content/uploads/2022/03/gene_ COVID19test001.pdf

44. [RRBREEFER

https://www.jslm.org/about/index.html

* BERREDOHART A

https://www.jslm.org/books/guideline/index.html

(1) BRIR A 2 48 T LI BEAFRURE GRARRRKR) DBFSE., 2655, BB DT O I
DNT— HARRRRAE 2O RBAE—2024 FET (2024 £ 1 A 5 H)
—AEEN B AR IR A E T
https://www.jslm.org/committees/ethic/zanyokentai20240105.pdf

() DT 7 DRI T D Fa 8 (2022 48 3 H 55 1.0 i)
https://www.jslm.org/others/news/genome_guidelines.pdf
DAT ) DRI T 28 5 &
https://www.jslm.org/others/news/genome_guidelines_reference.pdf

Q7 LERIZB T DM AD SWERERICET 212 E (DAY ) LAERHEEL I E
Z70) | AARBRRRAEE 2 (K 29 45 11 A7)
https://www.jslm.org/committees/gene/gene20171121.pdf

45. HAREZES
https://pathology.or.jp/
*fEEE-1EE
https://pathology.or.jp/jigyou/guidelines.html
(DIEROT=D O L0 LV FE BN S 7 AT B R #2025 | B FI74 4 H 22 A
https://www.pathology.or.jp/jigyou/guideline2025-20250422.pdf
(2) OI7 7 2B FE I 93 PEARRRAR (S B BLER 28 2 Wi S8 IC DWW T
(BF74ETALH)
https://www.pathology.or.jp/news/whats/genome-ver2.html

https://pathology.or.jp/genome/genome_research.pdf
@77 ) LA BRAR AR (A Bl BLRE (GFERk 28 423 31 H)
http://pathology.or.jp/genome/
OV BA 2T ) DRHTE DTS DIRAREER N T A 27 A 5 Tl CEE RR)
(2023 43 A 31 H)
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https://www.gene-dt.jp/
https://www.gene-dt.jp/link_gl.html
https://jshg.jp/wp-content/uploads/2022/03/gene_COVID19test001.pdf
https://www.jslm.org/about/index.html
https://www.jslm.org/books/guideline/index.html
https://www.jslm.org/committees/ethic/zanyokentai20240105.pdf
https://www.jslm.org/others/news/genome_guidelines.pdf
https://www.jslm.org/others/news/genome_guidelines_reference.pdf
https://www.jslm.org/committees/gene/gene20171121.pdf
https://pathology.or.jp/
https://pathology.or.jp/jigyou/guidelines.html
https://www.pathology.or.jp/jigyou/guideline2025-20250422.pdf
https://www.pathology.or.jp/news/whats/genome-ver2.html
https://pathology.or.jp/genome/genome_research.pdf
http://pathology.or.jp/genome/

—RAEE N B ARBE S 7 Nas i B R R AR R R RE
U—X 7T N—7
https://www.pathology.or.jp/jigyou/7b08b5£367b006a3c7e8b2d7b644218e8edd2524.

pdf
(D)7 2958 I BEAL AR AR (R B O BRFR CER 30 4E 3 A 1 A

https://pathology.or.jp/genome_med/

https://pathology.or.jp/genome_med/pdf/textbook.pdf
(5)7 ) LB OUE L OV ) 57 — B DB BT 28 5

(CFpk 28 427 A 12 H)

http://pathology.or.jp/jigyou/shishin/teigen—-160712.html

46. H AR S MA~—V—&FB=
https://www.haigan.gr.jp/committee/biomarker/
kAR TA
https://www.haigan.gr.jp/publication/guideline/
(D) O ity BEICIB T DA A~ — D — R EDFF| X
4 A F~ =N —IRED M RLRDBIR A LT DEH
4-1. EGFR(2025 4F 4 H #GET v.2.1)
https://www.haigan.gr.jp/wp—content/uploads/2025/06/4-1-EGFR_202504 v2.1.pdf
Ol B TR T M A~ — I —REDF5[X |
4 A =T —IREDOHRERD BT L DI
4-2.ALK (2025 £ 4 HKET v.2.0)
https://www.haigan.gr.jp/wp—content/uploads/2025/06/4-2-ALK 202504 v2.0.pdf
O BE TR T A A~ — I —REDFF| X
4 AT =T — RO RERDBIR A LT DEF
4-4.BRAF ((2024 4> 4 H2GT v2.0)
https://www.haigan.gr.jp/wp—content/uploads/2025/06/4-4-BRAF 202404 v2.0.pdf
@I BE BT D A A~ — T — R ED F5] =]
4. ’AF = —IREDKRERDBAR T LZDIE
4-5. MET (2025 4 3 H%GET v2.1)
https://www.haigan.gr.jp/wp—content/uploads/2025/06/4-5-MET 202503 v2.1.pdf
@[t B 2B T AR — 7= —Z W8 s F 33V ED F5 1 &) (G
2.0 fiZ 2021 4510 H 20 H)
https://www.haigan.gr.jp/wp—
content/uploads/2024/07/NGS%E3%82%AC%E3%82%A4%E3%83%89%E 3%83%A9%E3%82%
A4%9E3%83%B3-2%E7%89%88_%E6%9C%80%E7%B5%82_version.MM_.Oct_.21.2021.pdf
()Mt BE 123615 ALK @G Bs T A D F5 X
(%5 4.0 i)t 2021 410 A 20 H)
https://www.haigan.gr.jp/wp—
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https://www.haigan.gr.jp/wp-content/uploads/2025/06/4-5-MET_202503_v2.1.pdf
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