o FROEAHREMAFREMERER

2022/5/23

Nt
EI'E
-

fRIRIAFR (CH T D
12~

HARERMAFEREREARFEDIR
FREABRERAAERFTREC> Y-8l 5K
il E5F

FRRBIRICE (T O RAEEDIERDRA b

S DAERK DN



DHEER
)N

PRI DT EIEEICRE T A/ ECHAZED

=

O—I)ILZRIEA-MEOITOREZEET S

2022/5/23 FRRBIRICE (T O RAEEDIERDRA b



FU&IC
= SR ERDRIFE CBRREATT

2022/5/23 ERERBAZEICEH TSP RE EE DIER DR b



(ITE-% o—RILNE IR (1820)
R (F-AT) 1=KEBDILEY B+ IKERICKDET
MR (P56 ITIHE (VEE) 1=k (George Washingtont,)
FILEY

2022/5/23 ERERBAZEICEH TSP RE EE DIER DR b

BOSTON MEDICAL AND S8URGICAL JOURNAL.

¥or. XXXV. Weosesoar, Novemszn 18, 1544, No. 18,

INSENSIRILITY DURING BURGICAL OPERATIONS PRODUCED BY

INHALATHON,

Rand baters thn Bawas Secbey of Sledical Improviment, Nos, Wik, Bei, an sbatras havisg beca

5,
prerieasy pod betfern 1 Amarstan Asaamy of Aru asd Brasces, Ner. M, 186

B Raniy Joned Bigeiew, M.0, one of 1ke Basgevan of the Masssvhusrtie Gewernl Mowpiial

[Fammaa Viaked Boi Ghs Maitsh Midigal and Burgioal Jouraal |

Ir has long been an important problem in medical science 1o devise
some muthod of mitigaing the pas of mirgical operations.  An effeient
agent for this purpese bas st length been discovensd, A patient has been
rendered mpl.ﬂﬂf wnsenshble duri'ng an :.-mpul:ﬁau of ihe 1'I1iglm| “'B";“‘
ing conscipysness afier o shont interval I, [hber severs opermioss bave

“First Uperation under Ether,’
1846, with Related Journal

Report.
Allan M. Brandt, Ph.D.
N Engl J Med 2012; 366:1-7

4

b



O i ORE~EERBREROSH

B 18C(1747E LN TULVD) Lind () [CLPEZEMREE~DEER
& (60DaRE2RT DA LUY LEVERRT ALRMBRE])

\\ ‘ }
[

*

/

1884F S AREFE L. ZTERICKHHMITAEERLE

- (4926%FFisher2EHRICEITHI0F LILEA

(A 19315 Amberson|Z&BaMER WSS LE

M 1938&FAmberson(Z L BEAIBTHIFLTO TSR B S
(£ &7%L L Sanocrysin)

1947 =2 )L L I#I4E
1948 F EMRCRMN TR AL U EBERRERTEL IR L
WSO LET

1960F KNCIZ KD MFERER (Bazay S5 )L &
TS5tRED B
- 1964FEANIL VX EE

= /
2022/5/23 [HRELE ﬁ%(:ﬁtféﬁﬁ%%@%@#ﬁﬁi@ﬂf«r%



& 57O RO

)

WERE RN DHOIN>ENED

» Al i

MNREBIZHERLH DM FERR

J;

T —

HIE Iz a

2022/5/23 FRRTIRIZE TR BEEDIER DKM+



=F & U COMm

(g » NP

AR R DRUF 13IZIEH R A B BMELIEL
:f“ Z
1 % E EEDEMSHDESHERNEICEEMELR
7 L 15 7L (£ HED)
£ D HNIE K B (R CIHE T
355 . BEMEAHIERIZH5)
RHEEM., HEH | EHETAZRPHICEE

2022/5/23 ERERARICH I TAM R BEEDIER DR+ 7



@ FEFRRED) (S A

1:3_5
ZIN

HIig  iZ %5 J5 & : State of the At ZE L %
) Bl ABRAARSAUIZE PR TET S A /0
©) R A DB BREEERL TN (BT T P

FARFEIZEKD)

et

?
s IRIZE 1T SR E D H — R Ex

RAEOR. IXMIGR

BREROERRIEDILE

2022/5/23 FRRBIRICE (T O RAEEDIERDRA b 8



EDINTGZA L -BXRIZHITS

Plan/What:
ERFTD W - AEENMETH
AHABEESINTLNSD

Plan/Why :
Clinical Question (iR%8) LRERD R TE
cantEEit

Plan/Who*When*How:
HERIZEDESHENAENDT B2 /

Plan/Where: Do/Check/Action : %jzcioj‘ygf

AEE YA] HEERYICE TS e 2T A

L N nTHLHHh? RRTHoIz
m?

THEEIE A, ?
IR A DB rm v TOHE

2022/5/23 e R H T 5 Brooe




2022/5/23

iR R 3L DT B DL TS
EST5 TRt 3 MEERLD ?

FRRBIRICE (T O RAEEDIERDRA b

10



, FRRAARISANNRAETRK TED DO TEDOTCE

RERTARZN°DTHD

A E(CEDE=JO0RIILTRA
JE Sy i Ay e e e

TRRA B IBRATEVLWWATUK ?

WREIRDE « CIRVNVCDEETRRSIN
Tl U THUN,

;E%ODEE I&:W*”ﬁﬂf DIZSBANTH

ﬁ%i%.ﬁ B CHDESZHNUILLIN
E/-J:/S’H%% - TOTILTED EFIERULT

TS T oo lcuUiEB LR

L2
OISR : HEOVBLHENENS, &
e S S S TN AT =

HeaTAZAT Td/uc‘ﬁd(?j?h.@'ﬂ(ib\b\
ATULK?

HETERERRAAFROEM(E. AROMEDIR T 2T TR <.

» .

fmREDRD?
;gg%ﬁ-le;’inale%ﬁ?

. I/ 0)13 c
b\t%1 THAZE(CIT T DA
5 o, Fm&% &

S AR RS

i : Euu}"_ﬁﬂ EICDODEDT
il g%ﬂ@ SEDTE

Dz

o e
_—QQF Eﬁﬁﬁ IRV, 5
— VAN

SANES Nod.

2SR AR ST EE AL

D LRI -VAVS)
eﬁﬂs’a(;mﬁgn{ild 7

t)] ERRDIBROFIRICERIGEZS

\

3y

S FROr S’rsL
ﬁ_
Vo

Ay (2

2 A\ (IS e

’Dllll

~
-~
S
~

= 3%

dDEn

A

&

B O
\||

_V

PIES SN ANAH XML S 2184 S

N eN¢ Cd
PP PrS S\’ &l B

A ° N AN

ETEST LHRIEC/RD AR 3D




(TR (SN ?

4

ATBRAE \
(RS .
FLUMRER D &R WX HARSAY
FERFAFENNBEIRESE n FH,_
8 ERAE DRSS

H A% RIEA -FREER S o

-~ ot oy H O% RIEA =518 & E it D B iR

5?<$EF| aB LI'I':'J H'Tﬁ—%ﬁ%:s Ek%ﬁ%@%%{ﬁ Eﬁ%ﬁiﬂ@@té%i‘rﬁ(:ﬁ'd’éllﬁ?‘zxd)%ﬂﬂj

2022/5/23 FRRBIRICE (T O RAEEDIERDRA b 12



H

MHERFE(L : Mission Profiling B1:&X

i

FryIZEBHEL, JO

3 RREELCGEMT ot
&0 7 ONEER. LFUAEEY By  BETHRE
51\: E179 5
SFUARBS =y =3 o R
=R L - PRV DB KIE
=7+ U AZVER Trial Plan
TPP The goal of Study de—A
Target Product - 7 ]7
Profile E%IEF_E. /] i
TOSTI NG
/ SRERED BRFEML
= FRRADH
021U h@ - JRSIADE
FEOD / B
0>t hO R D1RES
» 7 ]
RS — X W
EE_—X
k #TUWEBEORE ) -

2022/5/23 ERERIARICH I TAM BB EDIER DR+ 13



2022/5/23

, 0O 5 IADOEKE
Pro‘ect — Sub-project

S
- B .

Program

— FEBRPRELER -
OOffifgz AT,

XXIRBR(CH T D

AV VANT S A IS

PRGOS B, .
EDRF T
B L CL\Dh\'E

Bk

BIHEIRFT AR

Eﬁrﬂﬁ%"il:}slTéEﬁnaJrE%OM’EmO)?I'M‘/F

=tidas

NN e R VT DR

D 0ERER

SEER

IEERIRTTEIE

PREREGERST Y 1 >

HREERVERER ST T 1 >

RIRHER D

HLEXRF

FREERVEHER
BAKEEDASAEXYSIA,

—ERERE

14



, HAZS ﬁﬂn’a’:”jD/IU NEITERR D

? Q D S
- ) : -

) B
!j ::E

iy J:@ﬁ:ﬁa JHT%EEEEE’“:’ A - %E

RN E R o= (B -mBMEZH 21207V Ik

2022/5/23 FRRBIRICE (T O RAEEDIERDRA b 15




A\ ¥

-

DT

- b~

7 ADER

. JO>x ok

BREYIDES ‘
SMEADRTE
=)

ax JE
Ell};\

O =5

H T mE. - HE

= —=

SRATETEID/ER.
BEHEORE

JO>xT U bDOET

Eaf
>/ ~0—)L

BEGE (CED < Hl.
AIE

BRI DA A
SNOMZD

2022/5/23

e i=1|
- BIEFIEE. Y1 77)LDOER

- BRI EEZE. URDTDFRWNE L
- E|DE. R 21 —)LZ/ERk

- BREDHEB.
- BRE EDIBHRAEE
EWER. FEEHE
==}
- URDDIRTDEER
- X ZIEE T D

FRARTARICH T OB EZEDERDRA -

=Jur==

Bi - BERDKE
BRREERODZM (ENE{AH - F

& - fWHE) DOIECHFREDERS

MERREZIHEI D
mEETE. 70O ~JJLOVER

BRPREIER DL

[ e e

g

16



@ FroEDS

o RDATYIZIEULKHUEBERZFLLD
CRE(CH T D/ NERIERIDORI-ENS)

Organize in Order the Following Processes for
Scientific Research

Make a conclusion

ldentify your problem/question
Conduct your experiment
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, CONSORTAS A

Annals of Internal Medicine

AcCADEMIA AND CLINIC

CONSORT 2010 Statement: Updated Guidelines for Reporting Parallel

Group Randomized Trials

Kenneth F. Schulz, PhD, MBA; Douglas G. Altman, DSc; and David Moher, PhD for the CONSORT Group*

The CONSORT (Consolidated Standards of Reporting Trials) state-
ment is used worldwide to improve the reporting of randomized,
controlled trials. Schulz and colleagues describe the latest version,
CONSORT 2010, which updates the reporting guideline based on
new methodological evidence and accumulating experience.

Ann Intern Med. 2010;152. www.annals.org

For author affiliations, see end of text.

* For the CONSORT Group contributors to CONSORT 2010, see the Appen-
dix, available at www.annals.org.

This article was published at www.annals.org on 24 March 2010.
Jpn Pharmacol Ther (P L 35H#%) vol.38 mno.11 2010

* R RS (CRT A a R E)E
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controlled trial: RCT) DR E%KET
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CONSORT 201074
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|

CONSORT 2010 Statement:
updated guidelines for reporting parallel group randomized trials

Kenneth F Schulz*', Douglas G Altman*’, David Moher™, for the CONSORT Group
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, EQUATOR NETWORK (FDAEDI1 K=1>)

g e q UdQ '|'O r Enhancing the QUAIity and Vit the EQUATOR

network Transparency Of health Research Spanish Website

m Library Toolkits Courses & events News Blog Aboutus Contact

Essential resources for writing and publishing health research

Library for health Reporting guidelines for main
: Guidelines for
research reportlng StUdy types Reporting Health Research
The Library contains a comprehensive searchable Randomised trials CONSORT Exiensions Other e
database of reporting guidelines and also links to Observational studies STROBE Extensions Other
other resources relevant to research reporting. Systematic reviews PRISMA Extensions Other
Case reports CARE Other
Search for reporting o
J guidelines Qualitative research SRQR COREQ Other
Diagnostic [ prognostic STARD TRIPOD Other
Not sure which reporting studies
? guideline to use?
Quality improvement studies SQUIRE Other :
Reporting guidelines Economic evaluations CHEERS Other . . ) AT
x under development New book edited by the EQUATOR
Animal pre-clinical studies ARRIVE Other Guidelines for Reporting Health
@ Visit the library for Study protocols SPIRIT PRISMA-P  Other Research a User's Manual
more resources
See all 282 reporting guidelines ® ® ® @
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GPP3HT RS2 | BEFEHFRDELMO A RS>

Annals of Internal Medicine  RESEARCH AND REPORTING METHODS
Good Publication Practice for Communicating Company-Sponsored

Medical Research: GPP3

Wendy P. Battisti, PhD; Elizabeth Wager, PhD; Lise Baltzer ; Dan Bridges, PhD; Angela Caims ; Christopher |. Carswell, M5¢;
Leslie Citrome, MD, MPH; James A. Gurr, PhD; LaVeme A. Mooney, DrPH; B. Jane Moore, M5; Teresa Pena, PhD;
Carol H. Sanes-Miller, MS; Keith Veitch, PhD; Karen L. Woolley, PhD; and Yvonne E. Yarker, PhD

This updated Good Publication Practice (GPP) guideline, known
as GPP3, builds on earlier versions and provides recommenda-
tions for individuals and organizations that contribute to the
publication of research results sponsored or supported by phar-
maceutical, medical device, diagnostics, and biotachnology
companies. The recommendations are designed to help individ-
uals and organizations maintain ethical and transparent publica-
tion practices and comply with legal and regulatory require-
menis. These recommendations cover publications in peer-
reviewed joumals and presentations (oral or poster) at scientific
congresses. The International Society for Medical Publication
Professionals invited more than 3000 professionals worldwide to
apply for a position on the steering committes, or as a reviewer,
for this guideline. The GFPZ authors reviewed all applications
(n = 241) and assembled an 18-member steering commitiee that
represented 7 countries and a diversity of publication profes-
sions and institutions. From the 174 selected reviewers, 94 sent

comments on the second draft, which steering committee mem-
bers incorporated after discussion and consensus.

The resulting quideline includes new sections (Principles of
Good Publication Practice for Company-Sponsored Medical Re-
search, Data Sharing, Studies That Should Be Published, and Pla-
giarism), expands guidance on the International Committee of
Medical Journal Editors’ authorship criteria and common author-
ship issues, improves clarity on appropriate author payment and
reimbursement, and expands information on the role of medical
writers. By following good publication practices (incduding
GPFP3), individuals and organizations will show integrity, account-
ability, and responsibility for accurate, complete, and transparent
reporting in their publications and presentations.
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* 1. Guidance on updated ICMJE 2014 authorship criteria

e 2. Guidance on common issues regarding authorship

* 3. Guidance and improved clarity on author payment and reimbursement
e 4, Additional clarity on what constitutes ghost or guest authorship

e 5. Expanded information on the role and benefit of professional medical
writers

* 6. Guidance for appropriate data sharing

e 7. Overall simplification of language and format with a new guiding principles
section and quick reference tables addressing guidance on authorship criteria
and common authorship issues
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Substantial contributions to: the conception or design of the work;
or the acquisition, analysis, or interpretation of data for the work

Drafting the work or revising it critically for important intellectual
content

Final approval of the version to be published

Agreement to be accountable for all aspects of the work in
ensuring that questions related to the accuracy or integrity of any
part of the work are appropriately investigated and resolved
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* |deally, the TPP provides a statement of the overall intent of the drug development program, and
gives information about the drug at a particular time in development. Usually, the TPP is
organized according to the key sections in the drug labeling and links drug development activities
to specific concepts intended for inclusion in the drug labeling.
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 |deally, the final version of the TPP will be similar to the annotated draft labeling submitted with a

new drug application (NDA) or biologics license application (BLA).
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